
From: PFR Event <pfreventcreation@fda.hhs.gov> 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i 

To: i 86 [; HQ Pet Food Report Notificationf·-·-·-·-·-·-·-·-·-·-·-·-BG·-·-·-·-·-·-·-·-·-·-·-·-·-·: 
! ! i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Sent: 5/20/2019 3:05:29 PM 

Subject: Acana Heritage Poultry dry: Darcy Adin - EON-388255 

Attachments: 2067176-report.pdf 

A PFR Report has been received and PFR Event [EON-388255] has been created in the EON System. 

A "PDF" report by name "2067176-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388255 
ICSR #: 2067176 
EON Title: PFR Event created for Acana Heritage Poultry dry; 2067176 

AE Date 02/14/2019 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable

Breed Shepherd Dog - German 

Age 4 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067176 
Product Group: Pet Food 
Product Name: Acana Heritage Poultry dry 
Description: Dirty presented to the UF Cardiology Service for a 5 month history of progressive exercise 
intolerance and increased respiratory rate and effort. Patient was diagnosed with Dilated Cardiomyopathy. She 
has been rechecked once 5/15/19 - clinically stable but no improvement noted on echocardiogram. Her blood 
taurine results were discordant so she has been on supplementation 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
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Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Acana Heritage Poultry dry 

Sender information 

Darcy Adin 
2015 SW 16th Ave 

2015 SW 16th Avenue 
Gainesville, FL 32608 

USA 

_ To_view_this_ PFR Event,_please_ click the_ link below: 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i

[>! To view the PFR Event Reporl ease click the ]ink below: ·-

I 86 
I i..._, __ .. __ ......, .. ., .•. __.. ..... , ..... __ ,_,_, _________ .. ___ , __ , ___ , __ ,...... ........... __ .. ___ ,_,_,_, ________________ , __ , __ ,_.,

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: r·-·-·-·-·-·-·-·-si-·-·-·-·-·-·-·-1 HQ Pet Food Report Notification; i B6 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Sent: 5/20/2019 2:57:01 PM 

Subject: Honest Kitchen Turkey dehydrated: Darcy Adin - EON-388245 

Attachments: 2067168-report.pdf 

A PFR Report has been received and PFR Event [EON-388245] has been created in the EON System. 

A "PDF" report by name "2067168-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388245 
ICSR #: 2067168 
EON Title: PFR Event created for Honest Kitchen Turkey dehydrated, N and D Venison and Quinoa dry, Taste 
of the Wild Prey (Angus Beef and Lentils); 2067168 

AE Date 03/13/2019 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Great Dane 

Age 4.5 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067168 
Product Group: Pet Food 
Product Name: Honest Kitchen Turkey dehydrated, N and D Venison and Quinoa dry, Taste of the Wild Prey 
(Angus, Beef, and Lentils) 
Description: A few days before[:$.f]was seen by UF Cardiology, he presented to a specialty clinic for a minor 
orthopedic complaint, at which time an ECG revealed an abnormal rhythm. On 3/10,i ___ B6 ___ r became inappetant 
and vomited twice. od 86 l patient presented to primary care veterinarian, and on[ ___ B_G_Tp~tient presented to an 
emergency clinic whe;e-"ffio~acic radiographs revealed mild to moderate cardiomegaTy~°IIe was referred to 
cardiology on 3/13, where he was diagnosed with Dilated Cardiomyopathy. Anorexia resolved after 2 weeks. 
Submission Type: Initial 
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

N and D Venison and Quinoa dry 

Honest Kitchen Turkey dehydrated 

Taste of the Wild Prey (Angus, Beef, and Lentils) 

Sender information 
Darcy Adin 
2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville, FL 32608 
USA 

To view this PFR Event, please click the link below: 

! ______________________________________B 6 ___________________________________i ___________ ______________ 

To view the PFR Event Report, please click the link below: 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

l----------------------------------------------------------~~---------------------------------------------------------1 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-001203 



From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; [__ _______________________86 _____________ ! ______

Sent: 5/20/2019 2:56:40 PM 

Subject: Taste of the Wild Pacific Salmon Grain Free: Darcy Adin - EON-388244 

Attachments: 2067171-report.pdf 

A PFR Report has been received and PFR Event [EON-388244] has been created in the EON System. 

A "PDF" report by name "2067171-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388244 
ICSR #: 2067171 
EON Title: PFR Event created for Taste of the Wild Pacific Salmon Grain Free, Red Barn Bully sticks and 
slices, Sam's Club Chicken Jerky, Nubs Chicken Treats, Nudges Chicken Jerkey; 2067171 

AE Date 03/19/2019 

Best By Date 

Animal Species Dog 

Breed American Pit Bull Terrier 

Age 7.5 Years 

District Involved PFR-Florida DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2067171 
Product Group: Pet Food 
Product Name: Taste of the Wild Pacific Salmon Grain Free, Red Barn Bully sticks and slices, Sam's Club 
Chicken Jerky, Nubs Chicken Treats, Nudges Chicken Jerkey 
Description: [ B6 f presented to UF Cardiology for evaluation of a heart murmur and arrhythmia discovered by 
his primary c~~e-~et~rinarian. r

1-•-•-•-•-•-•-•-• 

-·-·1is-·-·1 had a recent history of a progressively worsening cough. On ECG, 
had intermittent ventricular premature complexes (right bundle branch block:).!_ 

r•-•-•-•-•-•-•-•-: i_ 
r·-·-iiis·- 

___ BG _ ___iwas diagnosed widi-iiiitra.1 
I 

regurgitation with systolic dysfunction. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
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Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Sam's Club Chicken Jerky 

Nudges Chicken Jerkey 

Red Barn Bully sticks and slices 

Nubs Chicken Treats 

Sender information 
Darcy Adin 
2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville, FL 32608 
USA 

,_To view this _PFR Event,_ please dick _the _link _below: 

! 86 ! 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

To view the PFR Event Report, please click the link below: 
! i 

! ! i 
! i 
! i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

B6 ; 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=JENN IFER.JONESAA8> 

To: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Nemser, Sarah; eerie, Olgica; 
'Guag, Jake* (Jake.Guag@fda.hhs.gov)'; Rotstein, David; Palmer, Lee Anne; Carey, Lauren 

Sent: 11/28/2017 12:34:03 PM 
Subject: Case Final reports-For resume 

Jones J, Nemser S, Ceric 0, Guag J, Rotstein D, Palmer LA, Carey L, Reimschuessel R. Investigation into the 
death of one cat and illness of another after consuming Kit and Caboodle cat food-Case Study 800.208. Final 
Report. 2017. 

Jones J, Nemser S, Ceric 0, Guag J, Rotstein D, Palmer LA, Carey L, Reimschuessel R. Investigation into the 
illness of two dogs after consuming Farmer's Market Grain Free Roast Meat dog food and Vegetables and 
Farmer's Market Meatballs with chicken, sweet potato, and pea dog food-Case Study 800.209. Final Report. 
2017. 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

U.S .. IFOOICII & DRIIJG 
ADMll~ll5r"_.,T!Ollit 
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From: Nemser, Sarah </O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS 
/CN=SARAH.YACHETTI> 

To: Reimschuessel, Renate; eerie, Olgica; Jones, Jennifer L 
Sent: 11/21/2016 9:21:15 PM 
Subject: Case Review document - follow up via email 
Attachments: follow up review-11-21-2016.doc 

11-21-2016 
PENDING 
CC-147575-; B6 fBlueRidgeBeef-kitten deaths - currently no Vet-LI RN action 
CC-147708; 86 ~-Purina-FrostyPaws - No diagnostic sample available - NFA? 
EON pending-i '86 ~Dog DCM-vegan - Tufts is working on the case and will submit ...................... ---·-·-
EON-288439-j B6 f-dead-MRx-hold food - NFA? 
EON-291123-(13s-·Fc~esarClassic-dog-waiting for response from owner 
No CC-3 dead'::cfo"g food-outdoorsr-·-·-·-ss-·-·-·-·:-waiting for complaint 

CASE FOLLOW UP 
Signed and need to file 
800.175 - Final Report - Ceric 
800.180 - Final Report - Jones 
800.184 - Final Report- Jones 
Submitted for Signature 
800.169- Final Report 
800.173 - Final Report - Ceric 
800.185 - Final Report - Nemser 
Sent to RR for review 
Working on Final Report 
800.179 - Final Report - Nemser 
800.183 - Final Report - Nemser 
800.186 - Final Report - Jones 
800.187 - Final Report - Jones 
800.193- Final Report - Jones 
Pending_cases·-·-·-
800.06 --1 B6 !-pap~L.§!J_Qil}itted 
800.188-'EOl'J~283065-i B6 ~Diamond - NFA? 
800.189-EON-282600~-"-·-·-·s-s-·-·-·-l~ Fresh Pet - WGS endin .-·•·············-·-·-·- p g 
800.190-CC-147100-:._._.86.___j-lams-Salm   - ORA is testing dog food 
800.191-cc-14 7287-! 86 iZignature Zssentials- results of purchased food pending 
800.192-EON-287255-L._.B6 .__jBig Heart-sal-sweet pot - testing open product 
800.194-EON-285575-i 86 i-PurinaProPlan-cat - received formalin fixed tissue - plan to collect food 
800.195-EON-289034(_.86.JBlue Ridge Beef-Salm - fecal testing pending 
800.196 - Bone Stomacher project - samples received 

Sarah Nemser M.S. 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Vet-LIRN Network Coordinator 
8401 Muirkirk Road, G202, HFV 500 
Laurel, Maryland 20708 
tel: 240-402-0892 
fax: 301-210-4685 
sa rah. nemser@fda. h hs.qov 
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Please consider the environment before printing this email 

Vet-LIRN 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 

To: Nemser, Sarah; Jones, Jennifer L; eerie, Olgica 
Sent: 11/4/2016 7:04:50 PM 
Subject: Cases for YOU! 
Attachments: 800.179-EON-246811.docx; 800.183-CC146411.docx; 800.183-CC146411-

Photomicrographs.pdf; CC-503-800.04-EON-276400.docx; CC-503-800.04-EON-276400-
Photomicrographs.pdf 

Here's all of the cases: 

Note 
800.179 No photos 

800.. 04 CC-503 A couple of additional findings of note including vasculitis and fibrin exudation in the intestine 
(which goes along with findings in other organs) plus a mild lymphangiectasia. 

! i 

I I
! 

B5,B6 
i 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

 

dave 
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800.183-CC146411 

by Vet-LIRN 

FDA-CVM-FOIA-2019-1704-001275 



  

  
B6 

    

800.183-CC146411-Lung 4X 
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B6 

    

800.183-CC146411-Lung 10X 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: r-·-·-·-·-·-·-·1i6-·-·-·-·-·-·-·1 HQ Pet Food Report Notification;i 86 i 
•·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Sent: 10/8/2018 7:12:54 PM 

Subject: Taste of the Wild Pacific Stream (dry): Lisa Freeman - EON-367849 

Attachments: 2055795-report.pdf; 2055795-attachments.zip 

A PFR Report has been received and PFR Event [EON-367849] has been created in the EON System. 

A "PDF" report by name "2055795-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2055795-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-367849 
ICSR #: 2055795 
EON Title: PFR Event created for Taste of the Wild Pacific Stream (dry); 2055795 

AE Date 02/02/2018 Number Fed/Exposed 2 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Doberman Pinscher 

Age 9.76 Years 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2055795 
Product Group: Pet Food 
Product Name: Taste of the Wild Pacific Stream (dry) 
Description: DCM and CHF diagnosed 2/2/18. Owner did not change diet after diagnosis. Just rechecked echo 
and no improvement. Taurine levels pending and will echo other dog in household on same diet to screen. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 2 
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Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild Pacific Stream (dry) 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 
i i 
i i 
i i 

i iUSA 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

; B6 ; 

To view this PFR Event, please click the link below: 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! B6 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

To view the PFR Event Report, please click the link below: 
r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

; B6 
.. 

i i 

i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

; 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Hartogensis, Martine; McDermott, Patrick; Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; 
Carey, Lauren; Burkholder, William; Edwards, David; Conway, Charlotte 

CC: Delancey, Siobhan 
Sent: 7/12/20181:13:44 PM 
Subject: DCM Comms going live today at 2:00 pm 
Attachments: CVMU_DCM_GrainFree_FINAL.docx; FDA In Brief_DCM_grainfree_FINAL.docx 

Hi all, 

The DCM comms will be going live at 2:00 pm today! Attached are the final versions. I'll shoot you links when 
they're live. Thanks so much for everyone's cooperation. Hopefully getting the message out will help us get 
more/better reports to aid in the investigation. 

Anne 

Anne Norris 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0 : ~4Q7_4_Q27.QJ)2,_,, 
M: i._ _________~~ ----·-·-·-j 
Anne.Norris@fda.hhs.gov 

U.S. FOOD & DRUG 
ADM INI STRATIO N 

FDA-CVM-FOIA-2019-1704-001572 



From: Joshua A Stern <jstern@ucdavis.edu> 
To: Jones, Jennifer L; Reimschuessel, Renate 
Sent: 10/19/2018 5:11 :29 PM 
Subject: DCM question 

HI Jennifer & Renate -
I'm giving a presentation at the ACVIM Cardiology conference (all board certified vet cardiologists will be the 
audience) and I'm giving an update on our work in golden retrievers. I will however be i 85 i 

' ' i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
! B5 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

I was hoping I could get a tiny bit of general info from you to update my slides. I'm happy to chat by phone if 
that is easier. 

Here a few questions - that I would love to know if you are able to answer: 

B5 
I really appreciate your help if possible. The cardiologists would love to have a tiny bit more info and I'm in a 
position to pass this on to a captive audience tomorrow afternoon. 

Also I'll be reviewing the recommendations for reporting and necropsy info too - so this will hopefully give the 
investigation a bit of a boos. 

Best 

Josh 

Joshua Stern, DVM, PhD, DACVIM (Cardiology) 
Associate Professor of Cardiology 
Department of Medicine & Epidemiology 
University of California Davis; CCAH Room 258 

l.-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-j (530) 7 52.24 75 office 
jstern@ucdavis.edu 

Associate Editor - Journal of Veterinary Cardiology 
www. journals. elsevier. com/jou rnal-of-veteri nary-cardiology 
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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=JENN IFER.JONESAA8> 

To: ! B6 r 
CC: ;eerie,· Olgica;-Nemser, ·sa'rah 
Sent: 6/7/2016 11 :30:46 AM 
Subject: FDA Follow-up for 5 [ ___ 86 __ _pats-DCM & low Taurine 
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf.html; 03-Vet-LI RN-Network 

ProceduresOwners-12.22.2015.pdf.html 

Good morning Dr-l._B6 __ i 

We received your pet food reports for Mr. and Mrs.! 86 !Scats. Thank you for submitting the reports. We'd 
like to request the following: ;________________; 

Full medical records for each cat-Please email or fax (301-210-4685) a copy to attention: Dr. Jones 
Owner interview-We'd like to speak with the owner about the cats' diet and environment just prior to the 
illness. The phone interview usually lasts less than 30 minutes. Please let me know if it would be okay to 
contact the owner. 

Attached are a copy of our network procedures. They describe how veterinarians help with our case 
investigations. An owner friendly version is also attached. 

Thank you for reporting your case to FDA. 
Please email or call with questions. 
Kind regards, 
Jennifer 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

FDA-CVM-FOIA-2019-1704-001590 



From: Darcy Adin <dbadin@ncsu.edu> 
To: Jones, Jennifer L 
Sent: 2/27/2018 3:36:45 AM 
Subject: blr0004.1.pdf 
Attachments: blr0004.1.pdf 

Hi Jennifer, 

Here i~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-84, ___ BS ____________________________! ____________________________________________________________________ 
The talk of grain free related DCM is exploding on our list serve. One question people have is related to data collection 
and I thought I ,vould get your input. Should "e as a group: 

' . 
' ' 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

; B5 ; 
Thanks for your thoughts! 
Darcy 

FDA-CVM-FOIA-2019-1704-001591 



From: Freeman, Lisa <Lisa.Free ma n@t ufts. ed u > ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
To: Jones, Jennifer L; Darcy Adin; Joshua A Stern; Fries, Ryan c;i B5, B6 ! 
CC: Rotstein, David; Norris, Anne; Delancey, Siobhan; eerie, Olgica 
Sent: 4/27/201811:26:51 PM 
Subject: DCM cases - proposed diet history 
Attachments: diet history form 4-27-18 external.doc 

,·-· ~~ e~~:~:g __ a proposed diet histon· form. _r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·s5·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.-·-·-·-·-·-·-·-·-·-·-·-1 

i B5 i 
' Please let me Imo\\ if you have any comments - I knmv this is pro9..<!'2.b..-__ 1p._~1.:~j-~f.9. __ !h.~_y9_l!'g __ !ik~.!9 __ s;9J!~.'?.!.P..~1.P.-.9..P-~.fu.!l). 
___ this _could _help us identify patterns as \\ell as provide information 

85 
_j__ _____________________________B5 ____________________ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i ___, 

! 

! 
! ! 
! 
! 

i 

____ -·-·-·-·-· 
i 

i ; 
i 
i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Once I get some input from you. I can make into a fillable form so \\e can send out electronically. 

~~~;~up also discussed al·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

Lisa 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·__J 

Lisa M. Freeman. DVM. PhD. DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
,,,,,,.petfoodolog,·.01g 

From: Jones. Jennifer L [mailto:Jennifer.Jonesra;fda.hhs.gov] 
Sent: Friday. April 20. 2018 3:50 PM 
To: Darcy Adin <dbadinrc,;ncsu.edu>: Freeman. Lisa <Lisa.Freemanrc,;tufts.edu>: Joshua A Stem <jstemrc,;ucdavis.edu>: 

! ___ Fries ___ Rss;·~6t:frie.sf£l:ill(ois.edu>: l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~?.!. __ ~_~ _______________________________J ________________________

Cc: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Norris. Anne <Anne.Norrisra;fda.hhs.gov>: DeLancey. Siobhan 
<Siobhan.Delanceyrc,;fda.hhs.gov>: Ceric. Olgica <Olgica.Cericra;fda.hhs.gov> 
Subject: RE: hold-call \\ith Dr. Adin re: DCM cases 
Importance: High 

__ 

My apologies for the repeat email. After further internal discussion. in lieu of submitting Consumer Complaints. you can 
just email me a spreadsheet ,vith the data. 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

l)RU  G

From: Jones. Jennifer L 
Sent: Friday. April 20. 2018 1:19 PM 
To: 'Darcy Adin' <dbadinra ncsu.edu>: Freeman. Lisa <lisa.freemanratufts.edu>: Joshua A Stem <jstemra ucdavis.edu>: 

rr!.~?.:}3:Y~~ti~i~?.~c!}!.!i!~~!s.edu>: l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~~!. __ ~~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_] 
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Cc: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Norris, Anne <Anne.Norrisrafda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delancevrafda.hhs.gov>: Cerk Olgica <Olgica.Cericrafda.hhs.gov> 
Subject: RE: hold-call ,,ith Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue and 
potentially act on these adverse events, please file an official consumer complaint. Instructions on hm, to report a pet food 
report can be found at: https://"""·fda.gov/AnimalVeterinan/Safet,Health/Repo1iaProblem/ucml82403.htm. The 
complaint can be submitted through the Safety Reporting Portal: https://\\""·safetueporting.hhs.gov. You can attach 
documents already created that compile your case data. We "ill revie,, the data and may contact you for possible 
follm,-up. 

In the meantime, if you have a dog "ith DCM on a grain free diet that dies or is euthanized, please do not dispose of the 
animal's body or any remaining food. Please submit an individual consumer complaint for that dog, and mention that you 
have been instructed to submit the report by Vet-LIRN. We "ill revie,, the complaint for potential follm,-up and may be 
able to offer a necropsy. I attached a copy of our Vet-LIRN net"ork procedures that describe hm, "e operate. I also 
included a version for animal m,ners. 

Please email or call me "ith any questions. Thank you again for your time and expertise. 
Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Thursday, April 19, 2018 11:00 AM 
,:f!,_:_.f.!:S:S:!ll~,_.!:,_i~9.-_ _::lisa.freeman, a tufts. edu?;.J.9..s..l!i.J.9.-_A . .S..t~_rQ.:". i stern a ~u cdavis. edu~;_ . .f._rj_s:~t Ry an C <rfries, a· illinois. edu>: 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B5,. B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-jones. Jennifer L 
<J ennifer.J onesr a f da.hhs .gov> 
Cc: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Norris, Anne <Anne.Norrisrafda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delance, rafda.hhs.gov> 
Subject: F"d: hold-call "ith Dr. Adin re: DCM cases 

Dear Dr. Jones, 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
! i 

! ; ! i 
! i 
! i 
! i 
! i 

t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

·-·-·-·-, B5 
.--·-·-·-·-·-·-·-. .-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Drs.! BS, B6 freema~ B5, B6 IFries and Stem - the call details are in the forwarded email below. 
·-·-·-·-·-·-·-·-·· i--·-·-·-·-·-·-·-·-·-·-·-·-·. 

Just a brief introduction for the FDA group: 

Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 5 , -·-· B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 
Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 

Dr. Josh Stem is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 

FDA-CVM-FOIA-2019-1704-001593 



Darcy Adin 

---------- Forwarded message----------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: Thu, Apr 19, 2018 at 7:16 AM 
Subject: hold-call with Dr. Adin re: DCM cases 
To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DeLancey, 
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. --

Join WebEx meeting 
.--·-·-·-·-·-·-·-·-·-·-·-·-· . 

Meeting number (access 
·-·-·-·-86-·-·-

code)! 86 
Meeting password: r -·i-·-·-·-·-·-·-·-·-·-·-·-·1 

i 
L--·-·-·-·-·-·-·-·-·-·-·. 

Join by phone 

i B6 iUSToll 
i Toll Free 
! i 

ius 
'-·Global call-in· mui1bers Toll-free calling restrictions 

Can't join the meeting'' 

If you are a host. go here to ,iew host information. 

Il\JPORTA.NT NOTICE: Please note that this WebEx sen·ice allows audio and other infonnation sent during the session to be recorded. which may be discoYerable in a legal matter. 

By joining this session, you auto1natically consent to such recordings. If you do not consent to being recorded, discuss your conce111s with the host or do not join the session. 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

FDA-CVM-FOIA-2019-1704-001594 



From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 10/26/2018 12:30:01 PM 
Subject: DCM cases 10/26/2018 0827 
Attachments: Blue Wilderness:! B6 i- EON-369415; Nov 2015-Nov 2017: Nature's Variety Instinct 

i-·-·-·-·-·-·-·-·-·-·-·- • 
Limited Ingredient Lamb-Nov 2017- Aug 2018: Blue Buffalo Basics Grain Free-Aug 2018-Oct 
2018: American Journey Lamb and Sweet Potato:[_ ________ 86 ______ ___i - EON-369375; taste of the wild 
grain free pacific stream-taste of the wild prey trout limited ingredients:; 86 i-
EON-369346; Taste_ of the_Wild_High _Prairie: Lisa Freeman - EON-369325; WELLNESS CORE 
GRAIN FREE: J 86 i- EON-369373 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

!__ ____________ 86 ___________ _JBB) 

D ~- 111111111:11 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

FDA-CVM-FOIA-2019-1704-001601 



! 86 ~N BullMastiff 
i,•-•-•-•-•-•-•-•-•-•-•-•-• I 

108080 Page 2 of 2 

86 

Dear Doctor, above are the images and measurements. 

Thanks for allowing me to consult on this case. Please feel free to contact me regarding this or any 
other case. 

Respectfully, i B4, B6 I DVM, MS, DACVIM-CA, DECVIM~ 84, 86 ] 
•·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 

10/24/2018 
Print Date: 10/24/2018 

FDA-CVM-FOIA-2019-1704-001646 



From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 12/6/2018 3:20:09 AM 
Subject: DCM cases 12/5/2018 2200 
Attachments: Acana dog food. Varying diet/formulas over the past rn_5)ears.:L_ __________ ~-~---·-·-·-__.l EON-372923; 

Earthborn Meadow Feast dry: Lisa Freeman - EON-372804; Earthborn Meadow Feast dry: Lisa 
Freeman - EON-372828; Earthborn Meadow Feast dry: Lisa Freeman - EON-372831; Earthborn 
Meadow Feast dry: Lisa Freeman - EON-372834; Earthborn Meadow Feast dry: Lisa Freeman -
EON-372842; Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula for 
Dogs:i ·-·-·-·-·B6 _______ J EON-372864; Pure Vita Holistic Pet Foods Turkey and Sweet Potato 
Entre;:-] 86 !- EON-372846; The Honest Kitchen Grain Free Chicken Recipef·-·-·-Bi-·-·-·-i 

r·-·-·-ss°-·-·-!EON~-372539; Wellness Core Natural Grain Free Dry Dog Food Ocean Whit0eflsfi":_"f"-·si-·] 
i----·-·si---·-·1EoN-372851 L------------
L.---·-·-·-·-·-·-·-·. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

i B6 jBB)
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

IDl~U 

D ~- llllllllliil 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

FDA-CVM-FOIA-2019-1704-001656 



  

From: PFR Event <pfreventcreation@fda.hhs.gov> 

  

To: Cleary, Michael *; HQ Pet Food Report Notification B6 
      

Sent: 12/5/2018 12:16:14 AM 

Subject: Pure Vita Holistic Pet Foods Turkey and Sweet Potato Entree, —_ B 6 —_ 
EON-372846 bene eeececeereennecenenennnin   

Attachments: 2059634-report.pdf 

A PFR Report has been received and PFR Event [EON-372846] has been created in the EON System. 

A "PDF" report by name "2059634-report.pdf" is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-372846 

ICSR #: 2059634 

EON Title: PFR Event created for Pure Vita Holistic Pet Foods Turkey and Sweet Potato Entree; 2059634 

  

  

  

  

  

AE Date 05/05/2018 Number Fed/Exposed | 2 

Best By Date Number Reacted ] 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Golden 

Age 6 Years 
  

District Involved             

Product information 

Individual Case Safety Report Number: 2059634 

Product Group: Pet Food 

Product Name: Pure Vita Holistic Pet Foods Turkey and Sweet Potato Entree 

Description: Sudden collapse witnessed in May 2018. Seen by veterinarian same day. Canine cardiologist 

diagnosed Dilated Cardiac Myopathy. Cardiologist strongly suspected grain free diet. Dog had been on grain free 

diet since | year of age. Prognosis 2 - 6 months. 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

Number of Animals Treated With Product: 2 
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Number of Animals Reacted With Product: | 

Product Name Lot Number or ID | Best By Date 

Pure Vita Holistic Pet Foods Turkey and Sweet Potato Entree 

  

        
  

Sender information 
  

B6 
      

To view this PFR Event, please click the link below: 
  

  
B6     

To view the PFR Event Report, please click the link below: 
  

  
B6 

  
  

  

  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

H
 

o

i ;
To: Cleary, Michael *; Q Pet Food Rep rt Notif

i

icatio t _________________________________B6___________ _________________ j 

Sent: 12/4/2018 11 :33:18 PM 
. 

Subject: The Honest Kitchen Grain Free Chicken Recipe:! 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

86 i;_______________________________________ J E ON-3 7283 9 

Attachments: 2059627-report.pdf 

A PFR Report has been received and PFR Event [EON-372839] has been created in the EON System. 

A "PDF" report by name "2059627-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-372839 
ICSR #: 2059627 
EON Title: PFR Event created for The Honest Kitchen Grain Free Chicken Recipe; 2059627 

Best By Date 

AE Date 06/01/2018 

Animal Species Dog 

Breed Other Canine/dog 

Age 8 Years 

District Involved PFR� 86 PO

Number Fed/Exposed 

Number Reacted 1 

Outcome to Date Stable 

Product information 

Individual Case Safety Report Number: 2059627 
Product Group: Pet Food 
Product Name: The Honest Kitchen Grain Free Chicken Recipe 
Description: June 2018- Seen by vet (dehydration) Around September 2018 - Seen by vet for rabies and batella 
shot September 2018 - Seen by Vet multiple times for dehydration, coughing and weekends. This went on for a 
month. Heart murmur detected. October 2018 - Seen by vet for dehydration, coughing. X-ray taken. Heart 
murmur confirmed. Placed on two heart medicines. Told she must take for remainder of her life. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 

FDA-CVM-FOIA-2019-1704-001710 
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Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

The Honest Kitchen Grain Free Chicken Recipe 

Sender information 
! ! 
' ' 
i i 
i i 
i i 
i i 

i 
i 

__ 
i 

U SA ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___i 

; 86 ; 

, To_ view this_ PFR_Event,pl_ease_ click_ the.link_ bel?w: 

; 86 ; i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

  
To: Cleary, Michael *; HQ Pet Food Report Notification; B6 

      

Sent: 12/5/2018 12:32:29 AM 

  

Subject: Wellness Core Natural Grain Free Dry Dog Food Ocean Whitefish B6 
B6 (EON-372851 

      

Attachments: 20596 36-report.pdf 

A PFR Report has been received and PFR Event [EON-372851] has been created in the EON System. 

A "PDF" report by name "2059636-report.pdf" is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-37285 1 

ICSR #: 2059636 

EON Title: PFR Event created for Wellness Core Natural Grain Free Dry Dog Food Ocean Whitefish Herring & 

Salmon; 2059636 

  

  

  

  

  

   

AE Date 01/01/2016 

Best By Date 

Animal Species Dog 

Breed Chihuahua 

Age 15 Years 
 

District Involved | PFR: B& DO 
      
 

Number Fed/Exposed | 6 

Number Reacted 2 

Outcome to Date Worse/Declining/Deteriorating 

           
Product information 

Individual Case Safety Report Number: 2059636 

Product Group: Pet Food 

Product Name: Wellness Core Natural Grain Free Dry Dog Food Ocean Whitefish, Herring & Salmon 

Description: 2 years ago my dog was diagnosed with canine dilated cardiomyopathy. All of my pets had been on 

wellness grain fee food because the vet said it was good for their skin. 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 

Number of Animals Treated With Product: 6 
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Number of Animals Reacted With Product: 2 

  

Product Name 
Lot Number or 
ID 

Best By 

Date 

Wellness Core Natural Grain Free Dry Dog Food Ocean Whitefish, 

Herring & Salmon 

  

        
  

Sender information 
  

  
B6 
  

USA 

To view this PFR Event, please click the link below: 
  

  
B6 

    

To view the PFR Event Report, please click the link below: 

  

  

  
B6 
  

  
  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 11/11/2018 1 :55:59 AM 
Subject: DCM cases- Lisa Freeman and/or Tufts-related- 11/10/18 
Attachments: Earthborn grain free weight management dry: Lisa Freeman - EON-370708; Nutro Ultra adult dry 

dog food the superfood plate (chicken: Lisa Freeman - EON-370712; Pure Balance Salmon and 
Pea dry: Lisa Freeman - EON-370760; Rachel Ray peak open range recipe (beef: Lisa Freeman 
- EON-370720; Zignature trout & salmon dry: Lisa Freeman - EON-370715; Zignature Trout & 
Salmon Meal Limited Ingredient Formula Grain-Free Dry Dog Food::______________ B6 ·-·-·-·-·-___! 
EON-370762; Zig nature trout and salmon dry: Lisa Freeman - EON-370713 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

i B6 !
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-,.•-·-·-·~-·-· . 

D ~- 111111111:11 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael *; HQ Pet Food Report Notification 
  

B6 
  

Sent: 11/9/2018 10:08:47 PM 

Subject: Earthborn grain free weight management dry: Lisa Freeman - EON-370708 

Attachments: 20586 78-report.pdf; 20586 78-attachments.zip 

A PFR Report has been received and PFR Event [EON-370708] has been created in the EON System. 

A "PDF" report by name "2058678-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2058678-attachments.zip" 

and 1s attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370708 

ICSR #: 2058678 

EON Title: PFR Event created for Earthborn grain free weight management dry; 2058678 

  

AE Date B6 
      

  

  

  

  

  

   

Number Fed/Exposed | | 

Best By Date Number Reacted ] 

Animal Species Dog Outcome to Date Stable 

Breed Doberman Pinscher 

Age 
  

B6 ears 
                  District Involved | PFR' B6 ‘DO 

      
 

Product information 

Individual Case Safety Report Number: 2058678 

Product Group: Pet Food 

Product Name: Earthborn grain free weight management dry 
Description: Diagnosed with DCM, CHF, and atrial fibrillation! B6 ‘Currently hospitalized. Taurine 

submitted to UC Davis. Unclear if related to diet, given breed but eating boutique,   grain-free diet. Only prior 

history is traumatic injury in 2015. 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 
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Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date

Earthborn grain free weight management dry 

Sender information 

Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

B6 
To view this PFR Event, please click the link below: 

' ; 

i i 

B6 i i 

i i 

i i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

; ; 

 

.To_ view_ the_ PFR_ Event Report, __ pl ease_ cli_ck _ the_ link_ below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·,; ;i i 

B6 i i 
i i 
i i 

t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;[ ________________________ B6 ·-·-·-·-·-·-·-·-·-·-___j 

Sent: 11/9/2018 10:28:41 PM 

Subject: Nutro Ultra adult dry dog food the superfood plate (chicken: Lisa Freeman -
EON-370712 

Attachments: 2058680-report.pdf; 2058680-attachments.zip 

A PFR Report has been received and PFR Event [EON-370712] has been created in the EON System. 

A "PDF" report by name "2058680-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2058680-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370712 
ICSR #: 2058680 
EON Title: PFR Event created for Nutro Ultra adult dry dog food the superfood plate ( chicken lamb salmon); 
2058680 

AE Date 09/17/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Setter - Irish Red 

Age 11 Years 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

District Involved PFR) 86 iDO 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Product information 
Individual Case Safety Report Number: 2058680 
Product Group: Pet Food 
Product Name: Nutro Ultra adult dry dog food the superfood plate (chicken, lamb, salmon) 
Description: DCM and CHF diagnosed 9/17 /l 8. Unclear if this is a diet-associated DCM because this is not 
boutique company or grain free but some properties of diet could be suspicious (lamb, rice bran, etc). Owner has 
fed this same food since dog was a puppy. Has since changed to Pro plan adult sensitive skin and stomach dry 
plus Science beef/barley canned. Plasma taurine:°-BEi] 

j_ ________ ! 
WB~

j 
 
___________ 
B6 !

j 
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Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Nutro Ultra adult dry dog food the superfood plate ( chicken, lamb, 
salmon) 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

86 
,._Tn . .Y..i_e..w.:.th_is_P_ER._Ey_eo.L.nLe..as.e_c.li_ck_th.e_tink_bel.ow: 

i 86 i 
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To view the PFR Event Report, please click the link below: 
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i i 
i i 
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; B6 ; 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

To: Cleary, Michael*; HQ Pet Food Report Notificationi B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: 11/10/2018 8:40:39 PM 

Subject: Pure Balance Salmon and Pea dry: Lisa Freeman - EON-370760 

Attachments: 2058697-report.pdf; 2058697-attachments.zip 

A PFR Report has been received and PFR Event [EON-370760] has been created in the EON System. 

A "PDF" report by name "2058697-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2058697-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370760 
ICSR #: 2058697 
EON Title: PFR Event created for Pure Balance Salmon and Pea dry, Taste of the Wild High Prairie dry; 
2058697 

AE Date 10/31/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Golden 

Age 6.8 Years 

District Involved PFR~ B6 iDo 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Product information 
Individual Case Safety Report Number: 2058697 
Product Group: Pet Food 
Product Name: Pure Balance Salmon and Pea dry, Taste of the Wild High Prairie dry 
Description: DCM and CHF diagnosed 10/31/18. On BEG diet. Taurine pending 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
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Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild High Prairie dry 

Pure Balance Salmon and Pea dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

l-------------~-~-------------1 
To view this PFR Event, please click the link below: 
.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
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; 86 ; 

To view the PFR Event Report, please click the link below: 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· I 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael *; HQ Pet Food Report Notification: B6       
Sent: 11/9/2018 11:12:45 PM 

Subject: Rachel Ray peak open range recipe (beef: Lisa Freeman - EON-370720 

Attachments: 2058685-report.pdf; 2058685-attachments.zip 

  

A PFR Report has been received and PFR Event [EON-370720] has been created in the EON System. 

A "PDF" report by name "2058685-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2058685-attachments.zip' ' 

and 1s attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370720 

ICSR #: 2058685 

EON Title: PFR Event created for Rachel Ray peak open range recipe (beef venison lamb), 2058685 

  

  

  

AE Date 10/06/2018 Number Fed/Exposed | | 

Best By Date Number Reacted ] 

Animal Species Dog Outcome to Date Stable 
  

Breed Boxer (German Boxer) 
  

Age B6 Nears 
      
  

District Involved PFE: §©6~B6 DO 
                    

Product information 

Individual Case Safety Report Number: 2058685 

Product Group: Pet Food 

Product Name: Rachel Ray peak open range recipe (beef, venison, lamb) 

Description: DCM and arrhythmias diagnosed at time of GDV surgery so unclear if sepsis/post-op or true DCM. 

Had recheck echo 10/31/18 and still has DCM. Taurine pending. Owner has changed diet to Royal Canin Boxer 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

Number of Animals Treated With Product: | 
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Number of Animals Reacted With Product: | 

  

Product Name Lot Number or ID | Best By Date 

Rachel Ray peak open range recipe (beef, venison, lamb) 

  

          

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 
  

  
B6 

    

To view this PFR Event, please click the link below: 
  

  
B6 

    

To view the PFR Event Report, please click the link below: 
  

  
B6 

    

  

  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

rom further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

hrough your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

  

To: Cleary, Michael *; HQ Pet Food Report Notification B6 
      

Sent: 11/9/2018 10:52:44 PM 

Subject: Zignature trout & salmon dry: Lisa Freeman - EON-370715 

Attachments: 2058683-report.pdf; 2058683-attachments.zip 

A PFR Report has been received and PFR Event [EON-370715] has been created in the EON System. 

A "PDF" report by name "2058683-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2058683-attachments.zip" 

and 1s attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370715 

ICSR #: 2058683 

EON Title: PFR Event created for Zignature trout & salmon dry; 2058683 

  

  

  

  

  

  

  

AE Date 11/07/2018 Number Fed/Exposed | 3 

Best By Date Number Reacted 2 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Labrador 

Age 3 Years 

District Involved | PFR B6 IO 
                  

Product information 

Individual Case Safety Report Number: 2058683 

Product Group: Pet Food 

Product Name: Zignature trout®& salmon dry eee , 

Description: Older housemate diagnosed with DCM and CHF. Screening B6 because he has been eating the 
  

same diet. Does not have clearcut DCM on echo but has reduced cardiac contractility. Taurine pending and owner 
has changed diet and started taurine supplementation 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 
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Number of Animals Treated With Product: 3 

Number of Animals Reacted With Product: 2 

  

Product Name Lot Number or ID | Best By Date 

Zignature trout & salmon dry 

  

          

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 
  

  
  

  
To view this PFR Event, please click the link below: 
  

B6 
      

To view the PFR Event Report, please click the link below: 
  

B6 
  
  

  

  

  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=CF7C8BD53B6C45A39318A596ACEA 7C53-
LPALMER> 

To: Carey, Lauren; Rotstein, David; Jones, Jennifer L; Peloquin, Sarah; Reimschuessel, Renate; 
Hartogensis, Martine; Norris, Anne; Burkholder, William 

Sent: 2/19/2019 2:04:57 PM 
Subject: DCM paper - Darcy Adin, 2019 Vet Cardiology 
Attachments: Adin 2019.pdf 

Hi - please forgive me if we have this already, but I think this just came out. 

I haven't read it yet. 

Thanks, lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

1111111 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 3/20/2019 10:26:46 AM 
Subject: DCM reports 3/20/19; 0630 , . 
Attachments: Fromm's Four Star Grain Free Salmon and Tunalini:i B6 f EON-382722; Natural Balance 

··-·-·-·-·-·-·-·-·-·-·.
LID High Protein Grain-free Lamb or Beef flavo~s-~.LJ.sa.F1"f'....eman_, EON-382772; Redford Limited 
Ingredient Grain-Free Lamb and Sweet Potato:! 86 pON-382721 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l!OIRU 

IH I 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 6/10/2019 8: 11 :44 PM 
Subject: DCM Taste of the Wild EON-390065 
Attachments: Taste of the Wild_{various_flavors) since Nov 2013: Lisa Freeman - EON-390087; Taste of the 

Wild PREY: i._ _____________ ~-~---·-·-·-·-__j EON-390065; Taste of the Wild PREY: [_·:.·:.·:.·:.·:.·:~·~:.·:.·:.·:.·:.·:.J-
EON-390066 

Everyone, 

I know that we aren't forwarding all of these, but since they've added a lot of information, I felt like it's worthwhile 
to share it with everyone. 

FDA-CVM-FOIA-2019-1704-002108 



From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: i B6 ]; Cleary, Michael*; HQ Pet Food Report Notification; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·• 1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

!__·-·-·-·-·-·-·-·-·-·-·-·-· B6 ·-·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 6/10/2019 6:20:41 PM 

Subject: Taste of the Wild PREY: !__ ____________ BG ______________ i-EON-390066 

Attachments: 2068022-report.pdf; 2068022-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-390066] has been created in the EON System. 

A "PDF" report by name "2068022-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2068022-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-390066 
ICSR #: 2068022 
EON Title: Related PFR Event created for Taste of the Wild PREY; 2068022 

AE Date l _____________ B 6 -·-·-·-·-·-·-! Number Fed/Exposed 1 

Best By Date 03/12/2020 Number Reacted 1 

Animal Species Dog Outcome to Date Died Naturally 

Breed Mixed (Dog) 

Age i BG!Years 
L--·-·-·· 

District Involved PFRi 86 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

po 

Product information 
Individual Case Safety Report Number: 2068022 
Product Group: Pet Food 
Product Name: Taste of the Wild PREY 
Description: On! ______ B6·-·-·-i night,l__ _______ ~-~-------J36 j couldn't n!~J~~-_i!_~~-c._k from his nightly walk, had labored 
breathing, and no-appetite. His hind legs were.shaking. Or( ______ '?._~---·-·)10rning, [~~Jwas brought in to [:::::::~)f
i B6 ] where he underwent general sedation for a hip/knee X-Ray. The thought 
proce·s·s-was-tiiat·Iie-hacf"1n}i:irela-h1~d leg. Under sedation early on, [~~]experienced abnormal heart rate and 
blood pressure readings as well as gum/ tongue color while being monitored. The vet staff pulled him from 

:::::J 
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sedation, ran a general blood panel (which was unremarkable and otherwise normal - general parameters). The 
vet then decided to do a chest x-ray and found his heart to be 3x the normal size. That same day, I took him to 

[~~~~~~~~~~~~~~~~~~~~~~~~:~~~~~~~~~~~~~~~~~~~~~~~~~~!3-:r~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~Jfor a car di ol ogi st foll ow up as part of th eirl__·-·-·---~~---·-·-·-_j 
extension. l. 86 _!was diagnosed with dilated cardiomyopathy and right ventricular congestive heart failure from an 
echo cardiogram preformed by:_ _______________ B6 ________________ i He was prescribed pimobendan and lasix and 1,000 mg of 

• • • j-•-•-•-•-•-•-•-•-•-•-•-•-) j I • • j i 
taunne 3x a day. It was the opm10n of[_ _________ ~~----·-·-Jthat L~-~_Jq.~_c! __ q1_~t:· __ r~!.?._ted DCM. The followmg week,[. ___ ~§_ ___ ] 
ap_2etite declined severely to the point of syringe feeding. Oq __________ '?._~---·-·-___!we brought him back to[ _______________ !3-~---·-·-·-·-·-
i B6 Jon the recommendation of the[::::::$.f:::::J~xtension Cardiology department for a kidney panel before his 
~-;~-;~d--~-ardiologist follow up with another cardiologist, r-·-·-si-·-·-·1 on the same day. UnfortunatelyJiis-·: died of a 

fatal arrhythmia at the cardiologist,'s_office 8 days after his initial diagnosis of suspected diet-related DCM and 
right ventricular CHF. The reason i B6 i was suspected to have diet related.DCM was due to his diet. He was on 
Taste of the Wild PREY, which is ~-i~;;fted ingredient dry food for the las(~-~-~ears. Before that, he was on ____________ 
Merrick grain-free dog food. After reading information on diet related - DCM, I checked the ingredients onl_ __ B6 _ ___: 
food and lentils was the second ingredient listed.[ B6 !¥as grain-free his whole life and on a grain-free diet high 
in lentils for[ _____ BG ___ }ears of his life. His last 2 b~g-s-·c,-t Taste of the Wild PREY: Bag 1 ( consumed up to the time 

of death): UPC 0-74198-61368-7 Best by 12/Mar/2020 Possible Lot Numbers: 9072080 PDR0301-19 MSH 
17:27 Bag 2 (consumed 1.5 months before time of death): UPC 0-74198-61366-3 Best by 08/Mar/2020 Possible 
Lot Numbers: 9068080 PDB0301-19 JDM 08:09 On a personal note: When I had taken [_B6_: into his initial 
cardiologist app_qiptment and the vet came back in with the results, my reaction was "you have to have the wrong 
dog, he's onlyl.B6_~ears old!". His response immediately was, "what are you feeding him?" As soon as I said 
grain-free, he said he had a very belief L_ __ !:3_~ ___ 1case was diet-related because he was a mixed breed. We had 
reached out to Taste of the Wild to ask them if they knew about this and had heard. Their answer was yes. It's a 
long shot, but please do contact me to follow up be I want to know if the FDA has plans to more closely monitor 
dog food companies in the coming future. I believe that this is necessary. These dog food companies have a huge 
responsibility to do due-diligence on nutrition profiles. The animal space is highly desirable because it's a 
channel where savvy marketing pays big dividends and it is completely unregulated by a government agency. I 
don't want to live in a country where basic items like food are subject to the belief that marketing means more 
than testing. Please call with any additional questions you have. I'm happy to sharei_ __ BG __ _i story and provide as 
much details as I can to help make a difference. I also want to know how many cases have been reported. 
Submission Type: Followup 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Died Naturally 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

·j 

____ 

Product Name Lot Number or ID Best By Date 

Taste of the Wild PREY 9072080 PDR0301-19 MSH 17:27 03/12/2020 

This report is linked to: 
Initial EON Event Key: EON-390065 
Initial ICSR: 2068021 

Sender information 
i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

; 86 
USA 
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. 

; 
To_ view_ the_ Related_ PFR Event _Report, _pl_ease_ click the_ 

i 

i 
i 
i 
i 

B6 
link below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

! 

! 
! ! 
! 
! 

i ! 
i,•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

·-·-·-·-·-·-·-·-·-·-·-·~ 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 1/28/2019 1 :38:48 PM 
Subject: DCM-Lisa Freeman 
Attachments: 4Health grain=free beef and potato: Lisa Freeman - EON-375111; 4Health whitefish and potato 

dry: Lisa Freeman - EON-376448; Acana Free Run Poultry dry: Lisa Freeman - EON-374786; 
Annamaet chicken and rice dry+ Honest kitchen beef: Lisa Freeman - EON-376360; 
Homecooked diet - see diet history in medical record: Lisa Freeman - EON-374789; Orijen Adult 
Original dry (until Aug 2018): Lisa Freeman - EON-375110; Orijen grain free original dry: Lisa 
Freeman - EON-375114; Orijen Original dry: Lisa Freeman - EON-374783; Taste of the Wild 
Sierra Mountain dry: Lisa Freeman - EON-376361; Zignature - various flavors (venison: Lisa 
Freeman - EON-376446; Zignature kangaroo dry: Lisa Freeman - EON-376363 

Here is the Freeman Collection 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

: 86 {BB) 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

D ~- llllllllliil 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 12/6/2018 3:20:09 AM 
Subject: DCM cases 12/5/2018 2200 
Attachments: Acana dog food. Varying diet/formulas over the past 3.5 years.:j BG jEON-372923; 

Earthborn Meadow Feast dry: Lisa Freeman - EON-372804; EaLrthborn Meadow Feast dry: Lisa 
Freeman - EON-372828; Earthborn Meadow Feast dry: Lisa Freeman - EON-372831; Earthborn 
Meadow Feast dry: Lisa Freeman - EON-372834; Earthborn Meadow Feast dry: Lisa Freeman -
EON-372842; Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula for 
Dogs] B6 ~ON-372864; Pure Vita Holistic Pet Foods Turkey and Sweet Potato 
S.IJ.!C~§l____ B6 ~- EON-372846; The Honest Kitchen Grain Free Chicken Recipef-·-·-·s6-·-·-·-·: 
i_______~~----·JE<51'..f~3-i2"s39; Wellness Core Natural Grain Free Dry Dog Food Ocean WhitefisTi:fEffi! 
t 86 tEON-372851 '·-·-·-·-·" 
i--·-·-·-·-·-·-·-·-j 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

!._ ___________ BG ·-·-·-·-·-·-l (BB) 

l!OIRU 

D ~-- 111111111:ii 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 8/8/2018 8:43:16 PM 
Subject: as promised 
Attachments: Canine DCM protocol external 7-8-18.docx 

Hi Jennifer 
Below are the WSAVA guidelines and also my blog that expands on the quality control measures. 
https://www..wsava .. org/WSAVA/mediia/Arpiita--and--E:mma--editoriiall/Sellectiinq--the---Best--r:·ood .. for ... your .. Pet.pdf 
http:/ /vetnutriitii on .. tufts .. edu/2016/ 12/ guestiions-.. you .. shou lld .. be-.. askii ng ... a bout .. your .. pets-.. food/ 

Also, I think I sent the attached to you before but resending in case. 
Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www.petFoodollogy..org 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Jones, Jennifer L 
Sent: 4/24/2018 4:55:40 PM 
Subject: RE: DCM/grain-free - checking in 

Jen, 

The EON number is 345858 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
l. ____________ !3-_~----·-·-·-___] (BB) 

IFOOD DIRU 

D ~-- lllllllllill 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, April 24, 2018 12:31 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Queen, Jackie L 
<Jackie.Queen@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: DCM/grain-free - checking in 

85 
i i 

i i 
i i 
i i 

t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

; B5 ; 
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B5 

84,85 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Friday, April 20, 2018 12:53 PM 
To: Jones, Jennifer l <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM/grain-free - checking in 

Agree wholeheartedly. Thanks for putting that call together, very interesting! 

Anne 

From: Jones, Jennifer l 
Sent: Friday, April 20, 2018 12:42 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM/grain-free - checking in 

Anne and Siobhan, 

; . Dave and I were talking after the call. L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Bs 

B5 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

' 
i 
i 
i 
i 
i 

; . 
' 
i 
i 
i 
i 
i 

i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

What do you think? 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
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From: Norris, Anne 
Sent: Monday, April 16, 2018 11:07 AM 
To: Jones, Jennifer l <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM/grain-free - checking in 

1·-·-·-·-·-·-·-·-·1 

Follq_w.j_o_g __ yp_on our discussion last week, I reached out td B6 i She said we no longer have the arrangement 
with !__ ____ 84 _____ _: we once did. :_______________________________ , -·-·-·-·-··, -·-·-·-·-·-·-·--'·-·-·-·-·-·-·-·-' ___ 85 ·-·-·-·-·-·-·-r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

dead end. Exploring alternatives, will keep you posted. 

Thanks, 
Anne 

From: Jones, Jennifer l 
Sent: Friday, April 13, 2018 6:37 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM/grain-free - checking in 

__ Thanks,. Anne . __ rn be in the office unti I 9am, i__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___! 

!._ _____________ B 6 -·-·-·-·-·-·-· i · 
Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Thursday, April 12, 2018 6:56 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer l <Jennifer.Jones@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: Re: DCM/grain-free - checking in 

Wow. What breeds? I'll send a cal invite for tomorrow AM to try to catch you while you're at Vet-LIRN 
with Jen. 

From: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Date: April 12, 2018 at 5:59:56 PM EDT 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: DCM/grain-free - checking in 

Anne 

I'll be available. I'll be with VetLIRN in the morning. 

This sounds great-thanks for moving it forward. We got two new complaints (same submitter) today. 

From: Norris, Anne <Anne.Norris@fda.hhs.gov> 
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Date: April 12, 2018 at 5:36:50 PM EDT 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM/grain-free - checking in 

Hi Jen and Dave, 

I know it probably looks like nothing has happened! 85 ! 
["-----------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·__-ss _________________________________________________________________________J·1,iro-sT ___

recently, I just talked with Dan McChesney for a while [::::::::::::::::::::::~~:::::::::::::::::::::J If you have any availability 
tomorrow, l__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-ss ____________________________________________________i ___

_______________________________ 

_______________________________________ 

Thanks, 
Anne 

Anne Norris 
Health Communications Specialist 

Strategic Communications & Public Engagement Team 
Office of Foods and Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 
M: [_ ________ B6 _______j __ 

Anne. Norris@fda.hhs.gov 

D D 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Palmer, Lee Anne; Jones, Jennifer L 
Sent: 4/28/2018 1 :00:09 AM 
Subject: Fwd: DCM cases - proposed diet history 
Attachments: diet history form 4-27-18 external.doc 

Lee Anne, 

Thought you would be interested and could provide any comments/suggestions 

From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
Date: April 27, 20 18 at 7:27:27 PM EDT 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu>, Joshua A Stern 
<j stern@ucdavis.edu>, Fries, Ryan C <rfries@illinois.edu>,i 86 ] 

L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

l::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: B 6 :::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::! 
Cc: Rotstein, David <David .Rotstein@fda.hhs.gov>, Norris, Anne <Anne.Norris@fda. hhs.gov>, DeLancey, 

Siobhan < Siobhan.Delancey@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fd a. hhs.gov> 
Subject: DCM cases - proposed diet hi story 

Hi evervone .-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
I'm atta~hing a proposed diet history fonn! B5 i 

---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~··; 
; 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~  

B5 l
; 
; 
; 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

 
Once I get some input from you, I can make into a fillable form so we can send out electronically. 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

B 5 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterina1y Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
\V\V\v.petfoodologv.org 

From: Jones, Jennifer L [mailto:Jennifer.Jones(a;fda.hhs.gov] 

r~
Sent: 

~-~,, __ 
Friday, April 20, 20 18 3:50 PM 

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman(Zi;tufts .edu>: Joshua A Stern <:istern@ucdavis.edu>; 

gyit-~lfE!~.~~t)illinois.edu>L_ _______________________________________________________________ ~~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.J 
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Cc: Rotstein, David <David.Rotsteinrd;fda.hhs.gov>: Norris, Anne <Anne.Norrisrd;fda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrd;fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 
Importance: High 

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints, you can 
just email me a spreadsheet with the data. 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U.S. FOOD & DRUG 

From: Jones. Jennifer L 
Sent: Friday, April 20, 2018 1:19 PM 
To: 'Darcy Adin' <dbadin!Cl'ncsu.edu>: Freeman, Lisa <lisa.freemanrdtufts.edu>: Joshua A Stern <:istern!Cl'ucdavis.edu>: 

i . Fries,_ Ry; C <rfriesr~/ illinois edu>: l__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· BG ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 

'TE:·Rotsfein;-uavid-<bavid.Rotsteinrd1fda.hhs.gov>: Norris, Anne <Anne.Norrisrd1fda.hhs.gov>: DeLancey, Siobhan 
<Siobhai1.Delanceyrdfda.hhs.gov>: Ceric, Olgica <Olgica.CericrZl'fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue and 
potentially act on these adverse events, please file an official consumer complaint. Instructions on how to report a pet food 
report can be found at: https://www.fda.gov/ AnimalVeterinarv/SafetvHealth/ReportaProblem/ucm 182403 .htm. The 
complaint can be submitted through the Safety Reporting Portal: https://ww\v.safetvreporting.hhs.gov. You can attach 
documents already created that compile your case data. We will review the data and may contact you for possible 
follow-up. 

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not dispose of the 
animal's body or any remaining food. Please submit an individual consumer complaint for that dog, and mention that you 
have been instructed to submit the report by Vet-LIRN. We will review the complaint for potential follow-up and may be 
able to offer a necropsy. I attached a copy of our Vet-LIRN network procedures that describe how we operate. I also 
included a version for animal owners. 

Please email or call me with any questions. Thank you again for your time and expertise, 
Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U.S. FOOD & DRUG 

From: Darcy Adin [mailto:dbadin!C/'ncsu.edu] 
Sent: Thursday, April 19, 2018 11:00 AM 

. To:_ Freeman, Lisa <lisa.freeman1Zitufts.edu>: _Joshua A _Stern <j_sternfcl'ucdavis_.edu>:_ Fries, Rvan C <rfries:d@inois.edu>: 
: B6 :Jones, Jennifer L 
' <J e nmte r JO 11 e S I a ta a.libs . g O V > -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

Cc: Rotstein, David <David.Rotsteinrd1fda.hhs.gov>: Norris, Anne <Anne.Norrisrd1fda.hhs.gov>: DeLancey, Siobhan 
<Siobhai1.Delai1cevrdfda.hhs.gov> 
Subject: Fwd: hold-call with Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 

FDA-CVM-FOIA-2019-1704-002843 



concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Drs[·---~-~---j Freemanr-·-·-·86·-·-·-·1 Fries and Stern - the call details are in the forwarded email below. 

Just a brief introduction for the FDA group: 

; p•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i 86 ! ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med 

i 86 i 
: Dr. RyanFne·s-1s ·a CllmcalAss1stant ·professor -◊f Cardiology ·at lllm01s,Colf ege ·01 \7efMed -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 
Darcy Adin 

---------- Forwarded message----------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: Thu, Apr 19, 2018 at 7: 16 AM 
Subject: hold-call with Dr. Adin re: DCM cases 
To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DeLancey, 
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. --

----------b~ 
Join WebEx meeti1w 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

Meeting number (access code L_ _________ B6 -·-·-·-·-___! 
Meeting password:: B6 : 

i--·-·-·-·-·-·-·-·-·-·-·-·-·i 

Join by phone 
, -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

;·-·-·-·-·-·-·-~-~---·-·-·-·-·-· ~: ;::: Free 
Global call-in numbers Toll-free calling restrictions 

Can't join the meeting? 

If you are a host. go here to view host information. 

Hv!PORTANT NOTICE: Please note that this WebEx service allows audio and other infonnation sent during the session to be recorded. which may be discoverable in a legal matter. 

By joining this session, you autoniatically consent to such recordings. If you do not consent to being recorded, discuss your conce111s with the host or do not join the session. 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

FDA-CVM-FOIA-2019-1704-002845 



  

From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12¢eaa9348959a4cbb1e829af244-Jennifer. Jo> 
  

To: ‘Freeman, Lisa’; Darcy Adin; Joshua A Stern; Fries, Ryan C; i   B6 

cc: Rotstein, David: Norris, Anne; DeLancey, Siobhan; Ceric, Olgica 

Sent: 4/30/2018 11:25:31 AM 

Subject: RE: DCM cases - proposed diet history 

Attachments: diet history form 4-27-18 external-jj.doc 

Thank you for sharing, Lisa. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

U.S. FOOD & DRUG 
ACO EIN USER ATE CH 

  

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 

Sent: Friday, April 27, 2018 7:27 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Darcy Adin <dbadin@ncsu.edu>; Joshua A Stern 
  

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>: B6 i 
  

B6 
  

  

Ce: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 

Subject: DCM cases - proposed diet history 

Hi everyone 

I'm attaching a proposed diet history form: 
  

B5 
 

BS 
 

    
Once | get some input from you, | can make into a fillable form so we can send out electronically. 

  
  

BS 
    
Thanks 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 

From: Jones, Jennifer L [mailto: Jennifer. Jones@fda.hhs.gov] 

Sent: Friday, April 20, 2018 3:50 PM 

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern 

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>: 
  

B6 
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B6 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>   

Subject: RE: hold-call with Dr. Adin re: DCM cases 

Importance: High 

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints, 

you can just email me a spreadsheet with the data. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

U.S. FOOD & DRUG 
A A Se eI A Ei ne 

   

   

on Ii on. 
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From: Jones, Jennifer L 

Sent: Friday, April 20,2018 1:19 PM 

To: 'Darcy Adin’ <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern 
  

<jstern@ucdavis.edu>; Fries, Ryan C <rfries illinois.edu>; B6     
B6 t   

Cc: Rotstein, David <David Rotstein@fda.hhs.qov>: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.qov> 

Subject: RE: hold-call with Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue 

and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to 

report a pet food report can be found at:   httos:/Avww.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem 

/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal: 

  https:/Avww.safetyreporting.hhs.gov. You can attach documents already created that compile your case data. 

We will review the data and may contact you for possible follow-up. 

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not 

dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that 

dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint 

for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network 

procedures that describe how we operate. | also included a version for animal owners. 

Please email or call me with any questions. Thank you again for your time and expertise, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

From: Darcy Adin [mailto:dbadin@ncsu.edu]   

Sent: Thursday, April 19, 2018 11:00 AM 

To: Freeman, Lisa <lisa. freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan Cc 

<rfries@illinois.edu>;! 
  

B6 P: 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov>   

Subject: Fwd: hold-call with Dr. Adin re: DCM cases 

Dear Dr. Jones, 

FDA-CVM-FOIA-2019-1704-002851



We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 

concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Drs.i_Bé_ i, Freeman, : B6 _ ;, Fries and Stern - the call details are in the forwarded email below. 
  

Just a brief introduction for the FDA group: 

  

B6 i 

Dr, Lisa Freeman is a Professor of Clinical Nutrition 

B6 
at Tufts University, College of Vet Med 

e 
  ZATITICIIVAIL CUNeEe OL veleiitidry DVIVODITAaT IVICUTONTe (ted OPorosy) 

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 

Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 

Darcy Adin 

n-n------- Forwarded message ---------- 

From: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> 
  

Date: Thu, Apr 19, 2018 at 7:16 AM 

Subject: hold-call with Dr. Adin re: DCM cases 

To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DeLancey, 
  

Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. -- 

Join WebEx meeting 

Join by phone 
peer e eee ee eters -_ 

B6 (US Toll 

  'US Toll Free 

Toll-free calling restrictions 
  

  

  Can't jain the meeting? 

If you are a host, go here to view host information. 

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session ta be recarded, which may be discoverable ina 

legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do 

not join the session. 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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From: Darcy Adin <dbadin@ncsu.edu> 
To: Freeman, Lisa 
CC: Jones, Jennifer L; Joshua A Stern; Fries, Ryan C;L._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i David; 

Norris, Anne; Delancey, Siobhan; eerie, Olgica 
Sent: 4/30/2018 2:12:38 PM 
Subject: Re: DCM cases - proposed diet history 

That is really great Lisa! We have one as well but this is much better/ more detailed. Is this OK to share with 
our group? 
Thanks! 
Darcy 

On Fri, Apr 27, 2018 at 7:26 PM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote: 

Hi everyone 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· i B5 

B5 
Once I get some input from you, I can make into a fillable form so we can send out electronically. 

[_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l B 5 
Thanks 

Lisa 

Lisa M. Freeman. DVM. PhD. DACVN 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodologv.org 
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From: Jones, Jennifer L [mailto:Jennifer.Jonesrd1fda.hhs.gov] 
Sent: Friday, April 20, 2018 3:50 PM 
To: Darcy Adin <dbadinrd1ncsu.edu>: Freeman, Lisa <Lisa.Freemanrdtufts.edu>: Joshua A Stem <jstemrd1ucdavis.edu>: 
Fries, Ryan C <1friesrc/illinois.edu>] B6 r · 
[_·-·-·-·-·-·-86 ·-·-·-·-·-·-·-·-·-·-~ . L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Cc: Rotstein, David <David.Rotstein:Zl'fda.hhs.gov>: Norris, Anne <Anne.NorrisrZl'fda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.DelancevrZHda.hhs.gov>: Ceric, Olgica <Olgica.Cericrci'fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 
Importance: High 

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints, you can 
just email me a spreadsheet with the data. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

ffl7J U.S. FOOD & DRUG 
- ADMINISTRATION ; 

From: Jones. Jennifer L 
Sent: Friday, April 20, 2018 1:19 PM 
To: 'Darcy Adin' <dbadinrZ/ncsu.edu>: Freeman, Lisa <lisa.freemanrZitufts.edu>: Joshua A Stem <:istemrd1ucdavis.edu>: 

.. Fries'. Ryan. C <1fri e srf' ill in o is . e du>; [-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·E:f ff-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

L___ 86 ___ j 

Cc: Rotstein, David <David.Rotstein:Zl'fda.hhs.gov>: Norris, Anne <Anne.NorrisrZl'fda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.DelancevrZHda.hhs.gov>: Ceric, Olgica <Olgica.Cericrci'fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the infonnation about your cases. To help us catalogue and 
potentially act on these adverse events, please file an official consumer complaint. Instructions on how to report a pet food 
report can be found at: https://www.fda.gov/ AnimalVeterinarv/SafetvHealth/Repo1iaProblem/ucm 182403 .htm. The 
complaint can be submitted through the Safety Reporting Portal: https://ww,v.safetvrep01ting.hhs.gov. You can attach 
documents already created that compile your case data. We will review the data and may contact you for possible 
follow-up. 

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not dispose of the 
animal's body or any remaining food. Please submit an individual consumer complaint for that dog, and mention that you 
have been instructed to submit the report by Vet-LIRN. We will review the complaint for potential follow-up and may be 
able to offer a necropsy. I attached a copy of our Vet-LIRN network procedures that describe how ,ve operate. I also 
included a version for animal owners. 

FDA-CVM-FOIA-2019-1704-002855 



Please email or call me with any questions. Thank you again for your time and expertise, 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

ffl!I U.S. FOOD & DRUG 
~ MINISTRATION I, 

~ 

.......... ..... / ....... .. . 

From: Darcy Adin [mailto:dbadinrc/ncsu.edu] 
Sent: Thursday, April 19, 2018 11:00 AM 
,'IQ.; .. :f.r.~.~!1!.@.,.1=,i.~.~.:Slisa.freeman:Zt}tufts.edu~.~.J9.sh11~.b.. .. S.t~m .. :S j stern(Cl'u cdavis. edu>..; . .f..r.~es, Ryan C <1fries:d1 illino is. edu>: 

l. .................................................................................... B6 ................................................................................... J: Jones, Jennifer L 
<Jennifer.Jonesrci'fda.hhs.gov> 
Cc: Rotstein, David <David.RotsteinrZMda.hhs.gov>: Norris, Anne <Anne.NorrisrZt1fda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delancevrcl'fda.hhs.gov> 
Subject: Fwd: hold-call with Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

r·-·-·-·-·-·-·-·1 ! i 

Drs.i B6 !Freeman, i 86 ! Fries and Stern - the call details are in the forwarded email below. 
L--·-·-·-·-·-·-·• ! j 

L---·-·-·-·-·-·-·-·-·-·. 

Just a brief introduction for the FDA group: 

! 86 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med 

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 

Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

FDA-CVM-FOIA-2019-1704-002856 



Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 

Darcy Adin 

---------- Forwarded message----------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: Thu, Apr 19, 2018 at 7:16 AM 
Subject: hold-call with Dr. Adin re: DCM cases 
To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DeLancey,
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

 

-- Do not delete or change any of the following text. --

Join WebEx meeting 
Meeting number (access code):! 86 i 
Meeting password: L_ ____ B6 ___ ___i ' · 

-·-· 
i 

Join bv nhone 
! 

! 86 iusToll 
i !us Toll Free 
i ! 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Global call-in numbers Toll-free calling restrictions 

Can't join the meeting? 

If you are a host. go here to Yiew host information. 

!~!PORTA.NT NOTICE: Please note that this WebEx seIYice allo,Ys audio and other infonnation sent during the session to be recorded. "-hich may be discoYerable in a legal matter. 

By joining this session, you auto111atically consent to such recordings. If you do not consent to being recorded, discuss your concerns "-ith the host or do not join the session. 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
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Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82- 

LAUREN.CARE> 

To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Queen, Jackie L 

cc: Ceric, Olgica; Reimschuessel, Renate; Nemser, Sarah 

Sent: 5/3/2018 4:26:27 PM 

Subject: RE: 800.267-EON-345858-DCM Cluster 

Hi Jen, 

| think 
  

B5 
  
    

Thanks, 

Lauren 

From: Jones, Jennifer L 

Sent: Tuesday, May 01, 2018 9:06 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 

Ce: Ceric, Olgica <Olgica. Ceric@fda.hhs.gov>; Reimschuessel, Renate 

<Renate. Reimschuessel@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: 800.267-EON-345858-DCM Cluster 
  

B5 il wonder about eithe: 
 

BS 
 

  
  

  {houghts? 

Dave previously sent an email about lentils being deficient in Cystine and Methionine. | found the same 

information about peas (attached). For Growing labrador dogs, if cystine is limited (~ 0.2%), a Cys:Met cutoff 

may lie somewhere between 0.32 : 1 and 0.38 : 1. Above that ratio, the dogs in the study here did poorly 
  

B4 ‘. 
  

In chickens (Sarwar article), a Cys/Met ratio of 0.2 : 1 in low protein.diets causes lower 2 wk weiabt.qain..foad 

intake, BUN, and taurine-conjugated bile acids in weanling rats 
  
  

  

B5 
  
  

  

In pigs, there is absolute methionine and cystine values but also the met : mettcys ratio is important. For pigs 

the ratio is between 30-70% but the Qiao says 54.15%. | wonder B5 
  

B5 
 
  
   
  

Also-This is an older study in beagles: B5 
  

B5 
      

B5 
  

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jennifer jones@fda.hhs.gov 

Web: hitp:/Awww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Jones, Jennifer L; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren 

cc: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah 

Sent: 5/4/2018 4:00:40 PM 

Subject: RE: DCM cases-food-lodine screening results 

  

B5 
    

  

From: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> 

Date: May 4, 2018 at 10:03:44 AM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 

Queen, Jackie L <Jackie.Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Ce: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, 

Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-Iodine screening results 

There is no minimum for dogs... it is apparently a conditionally essential amino acid because dogs can make it 

from methione and cystine. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

ig lh. FOOD Se RWG 
ARONA EINES ERE dT CD oe 

  

From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:01 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

  
Interesting...so the AAFCO minimum for cats is 0.1% DMB, } B5 

  

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 9:46 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-lodine screening results 

  

BS 
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Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

ie OOD CORT Gi 
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From: Jones, Jennifer L 

Sent: Monday, April 23, 2018 10:32 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: DCM cases-food-lodine screening results 
  

FY|l-lodine < 10ppm for the foods tested.   B5 
      

    

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 
e-mail: jennifer jones@fda hhs.gov 

Web:   http:/www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm    
Hi) FOP KORY ACO FA ET A 

  “an ae ‘ a 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596ACEA7C53- 
LPALMER> 

To: Rotstein, David; Jones, Jennifer L; Queen, Jackie L; Carey, Lauren 

cc: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah 

Sent: 5/4/2018 4:07:01 PM 

Subject: RE: DCM cases-food-lodine screening results 

  

B5 | If you look at the cases we've received: BS | 
  

    
  

From: Rotstein, David 

Sent: Friday, May 4, 2018 11:59 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; 

Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

Lee Anne 

This is excellent. Based on what is found moving forward,; 
  

B5 
  

BS 
  

  

  

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>   

Date: May 4, 2018 at 11:15:20 AM EDT 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>,   Queen, 
  

Jackie L <Jackie.Queen@fda.hhs.gov>,   Carey, Lauren <Lauren.Carey@tda.hhs.gov>   

Ce: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, 

Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-Iodine screening results 

  

  

  
  

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:35 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>: Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-002883



Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-lodine screening results 

  
Yes. B5 
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

4 U.S. FOOD & DRUG 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:21 AM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.qov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

| know dogs can synthesize taurine 
  

B5 
      

      

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:04 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>: Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

There is no minimum for dogs... it is apparently a conditionally essential amino acid because dogs can make it 

from methione and cystine. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

US.FOOD& DRUG 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:01 AM 

To: Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;   Queen, 

Jackie L <Jackie.   Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov>   

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

  

Interesting...so the AAFCO minimum for cats is 0.1% DMB, : B5 
  

i B5 i 

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 9:46 AM 
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To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Queen, Jackie L <Jackie   Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

One more nutritional deficiency-Taurine low based on AAFCO’s Feline Minimum for Extruded foods. The dog 

consuming the product had a low whole blood Taurine level. 

  

      

  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Jones, Jennifer L 

Sent: Monday, April 23, 2018 10:32 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.qgov>;   Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: DCM cases-food-lodine screening results 
  

FY|-lodine < 10ppm for the foods tested. B5 
        

      
Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: jennifer jones@fda hhs.gov 

Web:   hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334 htm 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: Palmer, Lee Anne; Rotstein, David; Queen, Jackie L; Carey, Lauren 

cc: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah 

Sent: 5/4/2018 4:12:45 PM 

Subject: RE: DCM cases-food-lodine screening results 

  

  
BS 

    

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 12:07 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.nhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

  
B5 |_ If vou look at the cases we've received | B5 

BS 
    
  

  

B5 
      
From: Rotstein, David 

Sent: Friday, May 4, 2018 11:59 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 

Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.qov> 

Subject: RE: DCM cases-food-lodine screening results 

Lee Anne 

  
This is excellent. Based on what is found moving forward, | B5     

B5   

  

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>   

Date: May 4, 2018 at 11:15:20 AM EDT 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>,   Rotstein, David <David.Rotstein@fda.hhs.gov>,   Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>,   Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

FDA-CVM-FOIA-2019-1704-002887



Ce: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   

Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-Iodine screening results 

  

   
    

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:35 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

Yes. |’'m going to | 
  

BS 
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:21 AM 

To: Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

| know dogs can synthesize taurine, 
  

B5 
  

  
BS 

  
  

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:04 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>: Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

There is no minimum for dogs... it is apparently a conditionally essential amino acid because dogs can make it 

from methione and cystine. 

Jennifer Jones, DVM 

FDA-CVM-FOIA-2019-1704-002888



Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:01 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

Interesting...so the AAFCO minimum for cats is 0.1% DMB, 
  

BS 
  

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 9:46 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

  

    
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Jones, Jennifer L 

Sent: Monday, April 23, 2018 10:32 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.qgov>; Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: DCM cases-food-lodine screening results 

  

FYI-lodine < 10ppm for the foods tested.’ B5 
    

B5     
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Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 
e-mail: jennifer jones@fda.hhs.gov 

Web:   http://www. fda .gov/AnimalVeterinary/ScienceResearch/ucm247334 htm 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596ACEA7C53- 
LPALMER> 

To: Jones, Jennifer L; Rotstein, David; Queen, Jackie L; Carey, Lauren 

cc: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah 

Sent: 5/4/2018 4:33:54 PM 

Subject: RE: DCM cases-food-lodine screening results 

Attachments: Ingredients DCM reports per Jen's table v.2.docx 

Just an initial quickie count of Jen’s data in JMF 
  

Be 
  

BS 
  

  

  

  
BS 
  

 

  

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 12:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

BS 
  

  
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

FDA-CVM-FOIA-2019-1704-002891 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 12:07 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

  

  
   
  

From: Rotstein, David 

Sent: Friday, May 4, 2018 11:59 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer Jones@fda.hhs.qov>: 

Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

Lee Anne 

  

This is excellent. Based on what 1s found moving forward, B5 
  
  
    

B5 
  

  

From: Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>   

Date: May 4, 2018 at 11:15:20 AM EDT 

To: Jones, Jennifer L <Jennifer   Jones@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>,   Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Ce: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   

Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>   

Subject: RE: DCM cases-food-Iodine screening results 

  

    
  

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:35 AM 

FDA-CVM-FOIA-2019-1704-002892



To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>:   Rotstein, David <David.Rotstein@fda.hhs.gov>;   

Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

  

Yes. i BS   

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:21 AM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

  
| know dogs can synthesize taurine: B5 ve

e 

  

      

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:04 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda. hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.qov> 

Subject: RE: DCM cases-food-lodine screening results 

There is no minimum for dogs...it is apparently a conditionally essential amino acid because dogs can make it 

from methione and cystine. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
| 
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From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:01 AM 

To: Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;   Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-lodine screening results 

  
Interesting...so the AAFCO minimum for cats is 0.1% DMB,; B5 
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From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 9:46 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-lodine screening results 

  

      

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Jones, Jennifer L 

Sent: Monday, April 23, 2018 10:32 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie   Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: DCM cases-food-lodine screening results 

  

FY|-lodine < 10ppm for the foods tested! BS 
    

      

  

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jennifer jones@fda.hhs.gov 

Web:   http:/www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 
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From: Andrea Fascetti <ajfascetti@ucdavis.edu> 

To: Jones, Jennifer L 

Sent: 3/25/2019 8:14:08 PM 

Subject: Re: reference ranges for plasma amino acids 

Hi Jen - We use the Delaney reference ranges - especially when looking at a complete AA analysis. Remember 

cysteine will be low unless samples are treated with SSA at the time of collection. 

I hope this works. 

Andrea 

On Mar 25, 2019, at 2:57 PM, Jones, Jennifer L <Jennifer   Jones@fda.hhs.gov> wrote: 

Hi Andrea, 

Do you have specific reference ranges for canine plasma amino acids in your lab? | looked at the Delaney et al 

paper but didn’t know if there was a set range you used. 

Thank you in advance, 

Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 
e-mail: jennifer jones@fda.hhs.gov 

Web:   http://www. fda .gov/AnimalVeterinary/ScienceResearch/ucm247334 htm 

<imageQ01.png> <image002.png> 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 2/25/2019 11: 19:34 AM 
Subject: DCM 1 of 2 - Freeman Reports ONLY- 2/25/2019 0615 
Attachments: Acana: Lisa Freeman - EON-380708; Earthborn Coastal Catch dry: Lisa Freeman -

EON-380720; Fromm Large Breed Adult dry: Lisa Freeman - EON-380709; Poulin Pro Form 
Lamb and Rice Adult Maintenance Dry: Lisa Freeman - EON-380706; Purina One Smart Blend 
Lamb and Rice dry: Lisa Freeman - EON-380707; Solid Gold Mighty Mini Beef: Lisa Freeman -
EON-380716; Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-380714 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

____________  86 ·-·-·-·-·-· i (BB) !

D ~-- lllllllllill 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

To: Cleary, Michael*; HQ Pet Food Report Notification! 86 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 2/24/2019 10:08:57 PM 

Subject: Acana: Lisa Freeman - EON-380708 

Attachments: 2063115-report.pdf; 2063115-attachments.zip 

A PFR Report has been received and PFR Event [EON-380708] has been created in the EON System. 

A "PDF" report by name "2063115-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2063115-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-380708 
ICSR #: 2063115 
EON Title: PFR Event created for Acana Natural Balance Petcurean (see diet history for additional details); 
2063115 

AE Date 
i i 

[_ _______ ~-~---·-·-· i 

Best By Date 

Animal Species Dog 

Breed Terrier - Bull - American Pit 

Age ! B6 ~ears 
. -·-·-·-·-·-·i 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

.--·-·-·-·-·-, 

Product information 
Individual Case Safety Report Number: 2063115 
Product Group: Pet Food 
Product Name: Acana, Natural Balance, Petcurean (see diet history for additional details) 
Description: DCM and CHF diagnosedi 86 !. Eating multiple BEG diets Taurine and troponin pending Dog 
changed to Purina HA vegetarian dry while in h~spital and owner has continued this. Will try switching to Pro 
Plan Sensitive Skin and Stomach Salmon when bag of HA nms out. If she tolerates that, will stay on it. If not, 
will switch back to HA since she's done well on that. 
Submission Type: Initial 

FDA-CVM-FOIA-2019-1704-002945 



Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Acana, Natural Balance, Petcurean (see diet history for additional 
details) 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

I 86 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-i.·-·-·-·-·-·-·-·- ·-·-·-·-·-·-· 

lusA 

To view this PFR Event, please click the link below: : ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ss -----------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 
i..·-·---.... -·-·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

, To_ view_ the_ PFR Event Report,pl_ease_ click the_ link below:·-·-·B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
! ! i l 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael *; HQ Pet Food Report Notification! 8 6 ! 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Sent: 2/24/2019 11 :24:38 PM 

Subject: Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-380714 

Attachments: 2063118-report.pdf; 2063118-attachments.zip 

A PFR Report has been received and PFR Event [EON-380714] has been created in the EON System. 

A "PDF" report by name "2063118-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2063118-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-380714 
ICSR #: 2063118 
EON Title: PFR Event created for Taste of the Wild Sierra Mountain Dry; 2063118 

AE Date 01/14/2019 Number Fed/Exposed 7 

Best By Date Number Reacted 2 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Golden 

Age 5 Years 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2063118 
Product Group: Pet Food 
Product Name: Taste of the Wild Sierra Mountain Dry 
Description: BEG diet being fed toi�;�Jdogs. We evaluated her other dog,!__  B6_j who had a murmur and elevated 
BNP, with reduced contractility and elevated troponin found on exam (see previous report - 2061171). Owner 
worried about this dog's breathing so we screened her and found reduced contractility, elevated troponin, but 
normal BNP. Changing diet on both dogs to Pro Plan Sensitive Skin/Stomach Salmon and will recheckin 3 
months Other dogs we have not screened: r·-Efs"loabrador 5 years old[·-·1is-·-i Golden 3 1/2 years old [ 86 !Golden 
3 years old[�:�] Golden 3 years 5 months[_ ___ B6 _ __j Golden 3 years 9•-���-;�ths '·-·-·-·-·-·-· 
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Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 7 
Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date 

Taste of the Wild Sierra Mountain Dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

 I 86 I
i :
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

USA 

To view this PFR Event, please click the link below: 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
-·-·-·-·-·-·-·-·

·-·-B6 -·-·

To view the PFR Event Report, please click the link below: 

! ___________________________________________________________________________________ B 6 ---------------------------------------------------------------------------------------------------------------__i 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

To: Cleary, Michael*; HQ Pet Food Report Notification;
i 8 i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

6 
-·-·-·-·-·-·-·-·1 

! ! 
-·-·-·-·-·-·-·-j 

Sent: 3/21/2019 4:08:56 PM 

Subject: Horizons pulsar grain free diet:: 
i-·-·-·-·-·-·-·-·-·-·-·-·-

B6
·-·-·-·-·-·-·-·-·-i 
 : EON-382952 

Attachments: 2064363-report.pdf; 2064363-attachments.zip 

A PFR Report has been received and PFR Event [EON-382952] has been created in the EON System. 

A "PDF" report by name "2064363-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2064363-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382952 
ICSR #: 2064363 
EON Title: PFR Event created for Horizons pulsar grain free diet; 2064363 

AE Date 03/08/2019 

Best By Date 

Animal Species Dog 

Breed Mixed (Dog) 

Age 4 Years 

District Involved PFR-Baltimore DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Worse/Declining/Deteriorating 

Product information 
Individual Case Safety Report Number: 2064363 
Product Group: Pet Food 
Product Name: Horizons pulsar grain free diet 
Description: L._ __ B6 __ js presented as a consultation through CVCA Cardiology on 3/18/19 for evaluation of a 
coughing and marked cardiomegaly with concern for DCM. Arthur initially presented to the pDVM on 3/11 for a 
few day hx of coughing and was started on cough tabs. His symptoms progressed w/coughing noted mostly at 
night, decreased energy level and appetite, and he presented to the Emergency Vet Service in 1·-·-·-·-·-·-·-·-·-·-·ss·-·-·-·-·-·-·-·-·-·-1 
CXR showed severe heart enlargement and possible early CHF. He was given a dose ofLasix (with significant 
improvement in C and appetite per 0) and started on Enalapril 15 mg BID with recommendation for referral. He 

FDA-CVM-FOIA-2019-1704-003260 



has been on a grain free diet for the last,�4 years (since h� __ w.as . .a.n,uppy) and so DCM was discussed and a diet 
change recommended. The O's switcheq B6 !to Purinai B6 �nd he has had no adverse effects. They also 
submitted a taurine level (unsure if whole-·blooa' vs. plasn1a.Y{o-UC Davis. UTD on HW and F /T preventatives; 
has also been on salmon oils. PE: HR 180 bpm; grade III/VI holosystolic plateau quality heart murmur - PMI 
equal over MV and TV; regular tachycardia with s/s femoral pulses; mildly increased RE, RR 40-50 bpm, harsh 
lung sounds in all fields but no discreet crackles or wheezes. Echo diagnosis: Advanced dilated cardiomyopathy -
suspect secondary to nutritional deficiency Moderate to severe mitral valve regurgitation Severely dilated left 
atrial dimensions Severely dilated left ventricular dimensions with severely decreased heart muscle function 
Moderate to severe right heart enlargement Left-sided congestive heart failure 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Horizons pulsar grain free diet 

Sender information 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

i i 

; 86 ; 
i i 
i i 
i i 
i i 
i i 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

USA 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Owner information -·-·-·-·-·-·-·-·-·-·-·1 

l-------------�-�------------1 

To view the PFR Event Report, please click the link below: 

! ____________________________________________________________________________________________________________________ 6 _____________________________________________________________________________________________________ __! B_ ____________

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 
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The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 4/15/2019 10:48:01 AM 
Subject: DCM cases 4/15/2019 0645 
Attachments: Nature's Domain - Salmon and Sweet Potato-Nature's Domain - Turkey ad Sweet Potato­

Nature's Domain - Beef and Sweet Potato-Nature's Domain - Canned Grain free Dog Food: 
[ ·-·-·-·-·-·BS ___________ i- EON-385037; Solid Gold Mighty Mini Beef: Lisa Freeman - EON-380716; Solid
Gold Mighty Mini Beef: Lisa Freeman - EON-384905

Related EON-348905 (not sure if following the original) 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
i 86 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

iBB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

FDA-CVM-FOIA-2019-1704-003319 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Burkholder, William 
CC: Norris, Anne; Hartogensis, Martine; 'Reimschuessel, Renate 

(Renate.Reimschuessel@fda.hhs.gov)'; eerie, Olgica; Nemser, Sarah 
Sent: 6/27/2018 5:26:20 PM 
Subject: DCM Produc

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
t_ ____________ B5 -·-·-·-·-·-·-·-! 

Attachments: i ; 
i 85 

i ;
i i 
i i 
i i 

i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-:,-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

 

Based on Bill's recommendation, ii B5 �e've been notified about, 
including those from Tufts, CVCA,

0

NCSU, and OH (i.e. not necessarily received through the Safety reporting 
po rt al . ) i_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 85 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

i 85 ! 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

For the Bottom Line, see the PPT. The ppt notes will walk you through my analysis . 
Please let me know if you have questions. 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 

8401 Muirkirk Road. G704 

Laurel. Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: iennife(iones@fda.hhs.gov 

Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

l!.S. f'OIJl:I & DRUG
!�DMINIS!IU.l!ON 

 _,r::r;;;,;:-,< 
,/ V , 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l_ ________________________ B6 ______________________ ___: 

Sent: 1/1/2019 9:32:34 PM 

Subject: 4Health grain=free beef and potato:i ____________ �-�----·-·-___f EON-37 111 5

Attachments: 20607 40-report.pdf; 20607 40-attachments.zip 

A PFR Report has been received and PFR Event [EON-375111] has been created in the EON System. 

A "PDF" report by name "2060740-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060740-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375111 
ICSR #: 2060740 
EON Title: PFR Event created for 4Health grain=free beef and potato; 2060740 

AE Date 12/20/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 4.5 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Stable 

Product information 

Individual Case Safety Report Number: 2060740 
Product Group: Pet Food 
Product Name: 4Health grain=free beef and potato 
Description: Weight loss x 3-4 weeks Cou bi.n_g 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

9 __ ,:lJJQ __ Q.Y.SP.n.��Ld.�.Y..�.lQP_�q __ - too to ER inl_ ___________ �-�----·-·-·-·-
1 

Jwhere they 
did T-FAST and suspected DCM. Started on: 86 . 

i 
' 
before we saw him Eating BEG diet. 

Taurine pending. Switched to new food. Will also try to evaluate other aog in their home eating the same diet ( 15 
years old) Owners happy to provide additional info and have saved some of the food they've been feeding 
(4Health) 
Submission Type: Initial 

;
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

4Health grain=free beef and potato 

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 

To view this PFR Event, please click the link below: 
.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

86 
·-·-·-·-·-·-·-·-·-·-·-·

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

! ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

To view the PFR Event Report, please click the link below: 

I B6 F 
i ! 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l B6 _________________________ -·-·-·-·-·-·-·-·-·-·-·-·-i 

Sent: 1/14/2019 9:56:41 PM 

Subject: Annamaet chicken and rice dry + Honest kitchen beef:! ___________ B6 _______ ___i-
EON-376360 

Attachments: 2061170-report.pdf; 2061170-attachments.zip 

A PFR Report has been received and PFR Event [EON-376360] has been created in the EON System. 

A "PDF" report by name "2061170-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061170-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-376360 
ICSR #: 2061170 
EON Title: PFR Event created for Annamaet chicken and rice dry + Honest kitchen beef chicken or turkey; 
2061170 

AE Date 12/21/2017 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age 86 rears 
-·-·-·-·-·-· ! 

District Involved PFR-New England DO 

Number Fed/Exposed ,., 

Number Reacted ,., 

Outcome to Date Worse/Declining/Deteriorating 

Product information 

Individual Case Safety Report Number: 2061170 
Product Group: Pet Food 
Product Name: Annamaet chicken and rice dry + Honest kitchen beef, chicken, or turkey 
Description: 2 other dogs in household affected previously Eating various BEG diets Early DCM with 
infrequent ventricular ectopy Have been following - owner agreed to change diet at December 2018 appointment 
so will follow Taurine normal 
Submission Type: Initial 
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Treated With Product: 3 
Number of Animals Reacted With Product: 3 

Product Name Lot Number or 
ID 

Best By 
Date 

Annamaet chicken and rice dry + Honest kitchen beef, chicken, or 
turkey 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

I 86 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

lsA 
· 

To view this PFR Event, please click the link below: 
L B6 j 

To view the PFR Event Report, please click the link below: 

! ___________________________________________________________________________________________________________________ B 6 ---------------------------------------------------------------------------------------------------------------__! 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l_ ________________________ BG ______________________ ___: 

Sent: 1/2/2019 5:32:22 PM 

Subject: 4Health beef and potato and-4health untamed lamb and Lentil: i 86 !-
E ON-37 5168 

L--·-·-·-·-·-·-·-·-·-·-·-·-·" 

Attachments: 2060761-report.pdf 

A PFR Report has been received and PFR Event [EON-375168] has been created in the EON System. 

A "PDF" report by name "2060761-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375168 
ICSR #: 2060761 
EON Title: PFR Event created for 4Health beef and potato and 4health untamed lamb and Lentil; 2060761 

AE Date 03/01/2018 Number Fed/Exposed 2 

Best By Date Number Reacted 2 

Animal Species Dog Outcome to Date Died Euthanized 

Breed Griffon - French Wire-haired Pointing 

Age 5 Years 

District Involved PPR-Minneapolis DO 

Product information 

Individual Case Safety Report Number: 2060761 
Product Group: Pet Food 
Product Name: 4Health beef and potato and 4health untamed lamb and Lentil 
Description: Female spayed dog in excellent health developed DCM and died from it. (__ _______________ 86 _______________ ___: 
months old)[ B6 !(2 year Old Spayed female) is now showing early signs of enlarged heart and elevated 
proBNP. No�mal r�nge is 0-900 and her level i{ ____ B6 _ ___:We have an appointment with cardiologist at the 
L_ ____________________ B6 ___________________ j:m Feb 7th, 2019. 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Died Euthanized 
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Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date 

4Health beef and potato and 4health untamed lamb and Lentil 

Sender information 
' ' 
i i 

i ; 
i 

B6 
i 

i i 
i 

i i ;
i � 

 
! ; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

USA 

To view this PFR Event, please click the link below: 

To view the PFR Event Report, please click the link below: 

I 86 f 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·� 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l._ ____________________BG _________________j _________ 

Sent: 12/27/2018 3:16:35 PM 

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-374786 

Attachments: 2060599-report.pdf; 2060599-attachments.zip 

___ 

A PFR Report has been received and PFR Event [EON-374786] has been created in the EON System. 

A "PDF" report by name "2060599-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060599-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-374786 
ICSR #: 2060599 
EON Title: PFR Event created for Acana Free Run Poultry dry; 2060599 

AE Date 08/20/2018 Number Fed/Exposed 2 

Best By Date Number Reacted 2 

Animal Species Dog Outcome to Date Stable 

Breed Doberman Pinscher 

Age 10 Years 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2060599 
Product Group: Pet Food 
Product Name: Acana Free Run Poultry dry 
Description: Housemate was diagnosed with DCM(! 86 i-previously reported).[ B6 !was 

L---·-·-·-·-·-·-·-·-·-·-·-·-·• •·-·-·-·-·-·-·-·-· 
asymptomatic but eating same diet (Acana) so was screened 8/20/18 - reduced contractile function. Owner 
changed d~et.t.o_.P_n1, Plan Weight Management dry. No improvement on 12/12/18 echo. Will recheck in 3 months 
WB tauri~ 86 i 
Submissi~n Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

FDA-CVM-FOIA-2019-1704-003400 



Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date 

Acana Free Run Poultry dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

l ______ B 6 _ I___ USA __ 
__ To_view_this_PFR_Event, please_click the_link b_elow: 
! 86 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

To view the PFR Event Report, please click the link below: 

! __________________________________________________________B 6 ----------------------------------------------------------------------------------_______________________________________________________ ---------------------------J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; L_ _______________________ BG ______________________ ___i 

Sent: 1/12/2019 10:36:20 AM 

Subject: ACANA Lamb and Apple Singles Formula::__ ____________ 86 ___________ ._.!EON-376195 

Attachments: 2061133-report.pdf 

A PFR Report has been received and PFR Event [EON-376195] has been created in the EON System. 

A "PDF" report by name "2061133-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-376195 
ICSR #: 2061133 
EON Title: PFR Event created for ACANA Lamb and Apple Singles Formula; 2061133 

AE Date 10/22/2018 

Best By Date 

Animal Species Dog 

Breed Pit Bull 

Age 11 Years 

District Involved PFRl 
j_•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

86 
I 

bo 

Number Fed/Exposed 2 

Number Reacted 2 

Outcome to Date Unknown 

Product information 
Individual Case Safety Report Number: 2061133 
Product Group: Pet Food 
Product Name: ACANA Lamb and Apple Singles Formula 
Description: Fed our dog [ 

L--•-•-•-•-•-•-•-' 
B6 iACANA lamb and apple. Our dog presented with a hacking cough, eventually 

very quickly became lethargic and refused to eat. Took her to the ER and she was diagnosed with heart failure, 
she stayed in the ICU for three days and was diagnosed by her cardiologist there with nutritional cardiomypathy. 
She has since been removed from the food, on medications, and supplements and has responded well. She still 
has severe damage to her heart and it is severely enlarged. Her cardiologist attributes this to the dog food that she 
was eating and she had no health problems before hand and it was late onset at the age of 11 to be diagnosed with 
DCM. 
Submission Type: Initial 

FDA-CVM-FOIA-2019-1704-003404 



Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Unknown 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date

ACANA Lamb and Apple Singles Formula 

 

Sender information 
i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

; 86 
USA 

To view this PFR Event, please click the link below: 

! ______ ..._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 _______________________________________________ ! 

To view the PFR Event Report, please click the link below: 

i 86 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

f 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-003405 



From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! 86 ! 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 1/2/2019 8:32:33 PM 

Subject: Arcana lamb and apple - grain free:[_ ___________ 86 __________ __!-EON-375208 

Attachments: 2060775-report.pdf 

A PFR Report has been received and PFR Event [EON-375208] has been created in the EON System. 

A "PDF" report by name "2060775-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375208 
ICSR #: 2060775 
EON Title: PFR Event created for Arcana lamb and apple - grain free; 2060775 

AE Date ! j_________ 86 ·-·-·-·-j ! 

Best By Date 

Animal Species Dog 

Breed Weimaraner 

Age 8 Years 

District Involved PF~ B 6 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Died Euthanized 

Product information 
Individual Case Safety Report Number: 2060775 
Product Group: Pet Food 
Product Name: Arcana lamb and apple - grain free 
Description: Congestive heart failure, hypotension/cardiogenic shock, thrombocytopenia, 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Euthanized 
Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 

FDA-CVM-FOIA-2019-1704-003409 



Product Name Lot Number or ID Best By Date 

Arcana lamb and apple - grain free 

Sender information 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

USA 

; 86 ; 

Owner information 

I 
i L--·-·-·-·-·-·-·-·-·-·-·-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

86 I 
lJSA 

: To ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· view this PFR Event, ss -----------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·please click the link below: 

. ! 

-·-·-: 

To view the PFR Event Report, please click the link below: 

j 86 t I : 
i ! 
i ! 

~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;!__ ______________________ B6 __________i _______________ 

Sent: 1/25/2019 2:12:21 PM 

Subject: BLUE BUFFALO GRAIN FREE LAMB AND POTATO: [ i,_ ________________________B6 j !- 
EON-377465 

Attachments: 2061751-report.pdf; 2061751-attachments.zip 

A PFR Report has been received and PFR Event [EON-377465] has been created in the EON System. 

A "PDF" report by name "2061751-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061751-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377465 
ICSR #: 2061751 
EON Title: PFR Event created for BLUE BUFFALO GRAIN FREE LAMB AND POTATO; 2061751 

.--·-·-·-·-·-·-·-·-·-·-·-·-·1 
AE Date ! B6 ! 

i--·-·-·-·-·-·-·-·-·-·-·-·-j 

Best By Date 

Animal Species Dog 

Breed Retriever (unspecified) 

Age 5 Years 

District Involved PF~ 
i_•-•-•-•-•-•-•-•-• 

86 !no 
I 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Died Other 

Product information 
Individual Case Safety Report Number: 2061751 
Product Group: Pet Food 
Product Name: BLUE BUFFALO GRAIN FREE LAMB AND POTATO 

[1?._i:5-~t!.P._ti~-~-:L _________________________ sf ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i R efe rri: G Hosp i tai": [~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ 8 6 ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~j~~~~ ! 
~:::::::::::::::::::::::::;:::::::~~'. ______ t!~ _____j5 yeR _ 
Complaint/Clinical History.:__ __ B6___! was referred for a suspected tracheal mass. The owner reports that his 
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appetite has been off for the past week. He is still eating but eating slowly and only wants people food. No 
vomiting/diarrhea Last night the owner noted increased respiratory noise to his breathing and his cheeks were 
puffing out. He has been coughing some the past 24hours only. He ate 1 cup of foqd_this_mornin_g He_is_on_a·-·-·-·-·-·-·· 
limited ingredient, grain free diet( blue buffalo lamb/potato) for the past 2-3 years.! 86 ! 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
! ! ! 
! 

86 ;i i 
i 
 

! i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-,.__,-.-·-·-·-·-·-·-·-·-·-·· ..,__., -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-··.1..-·-·-·-·-·-•-•.-•-·-·-·-·-·-·-·-·-·..1.·-·-·-·-·-·-·. 

seem weak. He has large thyroid cartilages in his larynx but it is bilaterally symmetrical and is nonpainful. No 
stridor I)iagnostics: RV ran CBC, profile today- all wnl RV sent two upper cervical xrays 3 view chest- marked 
cardiac enlargement with severe pulmonary infiltrate, no efiusion 2 view abdomen- stomach empty no ascites, 
no masses, no significant findings FAST SCAN US of thorax- dilated chambers with very poor contractility, no 
pericardia! effusion seen abdomen- no ascites noted Laboratory: Treatment: I called owner and advised that 
i__ __ 86 _ _.Jis in CHF and likely has DCM. Discussed treatment for CHF. Owner wants to proceed. Gave owner 

~ 
; 

B6 
; 

' 

I 
~ 
; 
; 
; 
; 
; 
; 

l·-·-·-·-·-B-6-·-·-·-·-·1 Continued CPR and advised owner of the situation. Owner elected to stop CPR time of death ; 

i 86 Diagnosis: Fulminating Congestive heart failure. Suspect DCM Thank you very much for the referral, if 
'-yoii-ii"av~ any questions regarding [·-·-·-B-6·-·-·-i or any other case, please do not hesitate to call me. :-·-·-·-·-·-·s6·-·-·-·-·-·-i 

D VM l.-·-·-·-·-·-·-·-·~~----·-·-D VM, L·-·-·-·-_j . ._  ·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·___! 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Other 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

BLUE BUFFALO GRAIN FREE LAMB AND POTATO 

Sender information 
! ! 
' ' 
i i 
i i 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

; B6 ; 
USA 

To view this PFR Event, please click the link below: 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 
! B6 ! 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

To view the PFR Event Report, please click the link below: 
: 86 : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion; L_ ________________________ 86 -·-·-·-·-·-·-·-·-·-·-·___: 

Sent: 12/19/2018 10:28:21 PM 

Subject: BLUE Wilderness with Chicken for Adult Dogs: i 86 i-
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

EON-374327 

Attachments: 2060407-report.pdf 

A PFR Report has been received and PFR Event [EON-374327] has been created in the EON System. 

A "PDF" report by name "2060407-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-374327 
ICSR #: 2060407 
EON Title: PFR Event created for BLUE Wilderness with Chicken for Adult Dogs; 2060407 

AE Date 11/24/2018 

Best By Date 

Animal Species Dog 

Breed American Pit Bull Terrier 

Age 6 Years 

District Involved PF~ ____ B6 _ ___1Do 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Worse/Declining/Deteriorating 

Product information 
Individual Case Safety Report Number: 2060407 
Product Group: Pet Food 
Product Name: BLUE Wilderness with Chicken for Adult Dogs 
Description: l_ ____ B6 _____:  began acting strange (lathargic, lack of appetite, breathing hard) since around thanksgiving. 
His primary vet - chicago pet clinic, ran multiple tests and did an xray- 2 visits from[ ____ B6 _ __J left him stumped. 
We were referred to an internal specialist for an ultrasound who determined there is fluid build up, an enlarged 
right side of the heart, and low function of the heart. [ ____ B6 _ _.Jhas been in our family since he was a pup and has 
never had any significant medical issues until this event. He has also exclusively been fed grain free blue buffalo 
( call of the wild) dog food through out his life. The internal specialist believes i 86 lhas CDM, and that we 

·-·-·-·-·-·-·-·-·· 
need to see a cardiologist immediately. [ _____ B6 __.! __ has already been taken off his grain free diet and now we 
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anxiously wait to see a cardiologist. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

BLUE Wilderness with Chicken for Adult Dogs 

Sender information 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

I 86 I 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
USA 

To view this PFR Event, please click the link below: 

!__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 _·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·t -·-·-·-·-·-· 

To view the PFR Event Report, please click the link below: 
! ! 

r i I 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

: B6 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;[.  B6 : . 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sent: 1/9/2019 2:52:20 AM 

Subject: Canidae Grain Free Pure Wild Dry Dog Food with Wild Boar-Grain Free Limited 
Ingredient Diet: i ________ B6 ______ _i-EON-375880 

Attachments: 2060996-report.pdf; 2060996-attachments.zip 

A PFR Report has been received and PFR Event [EON-375880] has been created in the EON System. 

A "PDF" report by name "2060996-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060996-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375880 
ICSR #: 2060996 
EON Title: PFR Event created for Canidae Grain Free Pure Wild Dry Dog Food with Wild Boar Grain Free 
Limited Ingredient Diet; 2060996 

AE Date 06/21/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Retriever - Golden 

Age 3 Years 

District Involved PFR-San Francisco DO 

Product information 
Individual Case Safety Report Number: 2060996 
Product Group: Pet Food 
Product Name: Canidae Grain Free Pure Wild Dry Dog Food with Wild Boar Grain Free Limited Ingredient 
Diet 
Description: I became aware of a possible link between feeding grain free food and low Taurine levels/DCM. 
Since my dog had been on Canidae grain free for a year (May 2017 - early June 2018), I tested her whole blood 
Taurine level on 6/21/18. Her whole blood Taurine level waL B6__!which is considered low for Golden Retrievers. 
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____ 
l ___ 

I_ changed her food to grain inclusive and retested her on 10/1/2018. Her whole blood Taurine level increased to 
B6 _ __.i still slightly below "normal" for Golden Retrievers. She got an echocardiogram on 10/27/2018 and was 
found to have a "normal" heart. 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Lot Number or 
ID 

Best By 
Date 

Product Name 

Canidae Grain Free Pure Wild Dry Dog Food with Wild Boar Grain Free 
Limited Ingredient Diet 

Sender information 
i ~ 
i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
j_-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

; 86 
USA 

To view this PFR Event, please click the link below: 
i 86 i 
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To view the PFR Event Report, please click the link below: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
' ' ; 86 . i i'.. 
i i 
i i 
t ___________________________________________________________________________________________________________j ____________________________________________________________________________________________________________________________________ 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! B6 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 1/8/2019 2:24:22 PM 

Subject: CANIDAE Grain-Free PURE Land with Bison Limited Ingredient Diet Adult Dry 
Dog Food:!_ ____________ B6 ______J _____ EON-375771 

Attachments: 2060959-report.pdf 

A PFR Report has been received and PFR Event [EON-375771] has been created in the EON System. 

A "PDF" report by name "2060959-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375771 
ICSR #: 2060959 
EON Title: PFR Event created for CANIDAE Grain-Free PURE Land with Bison Limited Ingredient Diet Adult 
Dry Dog Food; 2060959 

AE Date 11/30/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Golden 

Age 4 Years 
. ·-·-·-·-·-·-·-·-·-·-·-·-. 

District Involved PFRI 
~------~------·-·-·-·-·-·-·-·-·-·--~~--------~--~ ! 

B 6 po 
! 

Product information 
Individual Case Safety Report Number: 2060959 
Product Group: Pet Food 
Product Name: CANIDAE Grain-Free PURE Land with Bison Limited Ingredient Diet Adult Dry Dog Food 
Description: For 3.5 years, dog was fed Canidae Pure Land Bison dry dog food. Upon release of FDA warning 
that heart disease was caused in dogs eating Grain Free food, dog was taken off diet as of July 2018 and switched 
to Royal Canin Prescription Gastrointestinal. However, at routine physical on November 30, 2018, a grade 1-2 
heart murmur was d~scovered_ in_ dog._ Upon this finding, an echocardiogram was performed by a licensed 
veterinary internist,!._ _______________B6 ________ _________ __!who concluded that dog has early-stage DCM. 
Submission Type: Initial 
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ ; B6 ; 

Product Name 
Lot Number or 
ID 

Best By 
Date 

CANIDAE Grain-Free PURE Land with Bison Limited Ingredient Diet 
Adult Dry Dog Food 

Sender information 
' ' 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

USA 

,To_view_this PFR Event,_please_ click the_ link bel~w: 
! B6 ! 
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To view the PFR Event Report, please click the link below: 

j 86 i 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion;[ __________________________B6 ·-·-·-·-·-·-·-·-·-·-·-·-___ _i 

Sent: 1/11/2019 2:28:08 AM 

.--·-·-·-·-·-·-·-·-·· 
Subject: CRAVE Dog Food with Protein from Salmon and Ocean White Fish:! B6 i 

:-·-·-·-·s"s"-----·-: E oN-3 76088 L------------------' 

Attachments: 2061078-report.pdf 

A PFR Report has been received and PFR Event [EON-376088] has been created in the EON System. 

A "PDF" report by name "2061078-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-376088 
ICSR #: 2061078 
EON Title: PFR Event created for CRAVE Dog Food with Protein from Salmon and Ocean White Fish; 
2061078 

AE Date 12/06/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Shih Tzu 

Age 

District Involved 

Product information 
Individual Case Safety Report Number: 2061078 
Product Group: Pet Food 
Product Name: CRAVE Dog Food with Protein from Salmon and Ocean White Fish 
Description: i._ _____ BG ______iwas  eating Crave Grain Free Salmon & White Fish kibble as his main diet. After 
presenting to the veterinarian with a heart murmur, he was evaluated by echocardiogram and found to have 
severe dilated cardiomyopathy. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
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Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

CRAVE Dog Food with Protein from Salmon and Ocean White Fish 

Sender information 

!._ _______________ B 6 _______i _________ 

USA 

_To_ view_ the_ PFR_ Event_ Report, pl ease_ click_ the_ link_ below:_·-·-·-·-·-

I B6 i 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification] 86 i 
i,•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Sent: 1/10/2019 7:48:20 PM 

Subject: Diamond -Naturals-Skin & Coat-All Life Stages Dog-Salmon & Potato Formula: 

:_ ________________ B6 -·-·-·-·-·-·-·___! EON-3 76046 

Attachments: 2061059-report.pdf 

A PFR Report has been received and PFR Event [EON-376046] has been created in the EON System. 

A "PDF" report by name "2061059-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-376046 
ICSR #: 2061059 
EON Title: PFR Event created for Diamond Naturals Skin & Coat All Life Stages Dog Salmon & Potato 
Formula; 2061059 

Number 
2 

Fed/Exposed 
AE Date 12/23/2018 

Best By Date 12/17/2019 Number Reacted 

Worse/Declining 
Outcome to Date 

/Deteriorating 
Animal Species Dog 

Basset - Griffon Vendeen 
Breed 

(unspecified) 

Age 6 Years 

District 
PFJ 

Involved 
86 IDo 

L.-·-·-·-·-·-·-·-·-·-·-·-·-·!  

Product information 
Individual Case Safety Report Number: 2061059 
Product Group: Pet Food 
Product Name: Diamond Naturals Skin & Coat All Life Stages Dog Salmon & Potato Formula 
Description: After changing foods to a grain-free diet, the dog went into heart failure. His heart failure onset was 
sudden. 
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Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Diamond Naturals Skin & Coat All Life Stages Dog Salmon & Potato 
Formula 

12/17/2019 

Sender information 
' ! i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

; B6 
USA 

To view this PFR Event, please click the link below: 

! 86 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

To view the PFR Event Report, please click the link below: 
; ' 
i i 
i i 
i i 
i i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-003444 



From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;!._ __________________________ B6 -·-·-·-·-·-·-·-·-·-·-·-·___! 

Sent: 12/26/2018 3:16:26 PM 

Subject: Fromm Family-From the Heartland-Grain Free-Dog Food:!._ __________________B6 -·-·-·-·-·-·-·-·___!  
EON-374687 

Attachments: 2060556-report.pdf 

A PFR Report has been received and PFR Event [EON-374687] has been created in the EON System. 

A "PDF" report by name "2060556-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-374687 
ICSR #: 2060556 
EON Title: PFR Event created for Fromm Family From the Heartland Grain Free Dog Food; 2060556 

AE Date 04/01/2018 Number Fed/Exposed 1 

Best By Date N um her Reacted I 

Animal Species Dog Outcome to Date Died Naturally 

Breed Retriever - Labrador 

Age 8 Years 
.-•-·-·-·-·-·-·-·-· 

District Involved PF~ 
i..·-·-·-·-·-·-·-·-j 
86po 

Product information 
Individual Case Safety Report Number: 2060556 
Product Group: Pet Food 

Product N a~~-:--~-~?m1~~-J-~I~1_i!y _ _f._r:_q1J~ __ t_~~--]j_~-~!!l_,):1!.9 __ ~rain Free Dog Food 
Descriptiont_ __ B6 _Jiaq _ ______________________________ B6 _____________________________ _i As part of his recovery process, the surgeon put him on 
Antibiotics. He remained on those for about 3 months. After his recovery period, he was given a clean bill of 
health from the surgeon and he seemed fine. About a month later, he began coughing one day and the cough 
gradually worsened over the next few days. We took him to our regular vet. She put him on a different antibiotic 
stating the one from surgery may have killed off good bacteria and this one should correct that. Within 10 days, 
he seemed perfectly normal again. About two weeks later, his cough returned and got really bad quickly. We took 
him to the emergency vet hospital and they diagnosed him with an enlarged heart. We took him back two days 
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later for an echo cardiogram and it confirmed it. His heart was more than double the normal size. He died three 
weeks later. Becausei 86 ! had always had some apparent allergies, we at the suggestion of our first veterinarian, 
we put him on grain f~ee.cfog food when_he _was about 3 years oldf·-ss·-·]had regular check-ups, lived a great life 

I I L--·-·-·-·-·-' 

with great care. Even when they did the! 86 ~urgery, they never detected any abnormalities with his heart. When 
this occurred, we were stunned, as this ~oiid;ition was usually attributed to a birth defect. Yet at no time did he 
every exhibit any issues that would have led anyone to believe this was congenital. It was not until this article, 
that I realized that we had switched l_ __ B6 _ __:to a different grain free dog food about 12 months before he died. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Died Naturally 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Fromm Family From the Heartland Grain Free Dog Food 

Sender information 
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 

t-·-·-·-·-·-·-·-·-·-· .., ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_i 

; B6 
USA 

To view the PFR Event Report, please click the link below: 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
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through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification{ ________________________B6 ·-·-·-·-·-·-·-·-·-·-·-·- ·i 

Sent: 1/6/2019 12:12:23 AM 

Subject: Fromm Surf & Turf dry dog food:i 86 f EON-375559 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Attachments: 2060907-report.pdf; 2060907-attachments.zip 

A PFR Report has been received and PFR Event [EON-375559] has been created in the EON System. 

A "PDF" report by name "2060907-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060907-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375559 
ICSR #: 2060907 
EON Title: PFR Event created for Fromm Surf & Turf dry dog food; 2060907 

AE Date 10/30/2018 

Best By Date 

Animal Species Dog 

Breed Pit Bull 

Age 8 Years 

District Involved PF~ B6 iDo 
L-·-·-·-·-·-·-·-· ! 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2060907 
Product Group: Pet Food 
Product Name: Fromm Surf & Turf dry dog food 
DescriptionL __ B6 Jwas slightly lethargic and upon veterinary examination, a new heart murmur was discovered. 
We scheduled an echocardiogram and she was diagnosed with Dilated Cardiomyopathy and a Mitral Valve 
Regurgitation. We sent her blood into UC Davis for a taurine test and her taurine levels were normal. It is 
suspected that her food caused this issue. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
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Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Fromm Surf & Turf dry dog food 

Sender information 
i i 

i i 
i i 
i i 
i i 
i 

 86 
i 

; 
i i 

t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

USA 

To view this PFR Event, please click the link below: 
r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-

! 86 i 
i_•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

To view the PFR Event Report, please click the link below: 
! ! : B6 : i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification:l._ ________________________B6 __________i  __________

Sent: 1/3/2019 6:40:20 PM 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
Subject: GO Venison:! 86 !- EON-375313 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Attachments: 2060813-report.pdf 

______ 

A PFR Report has been received and PFR Event [EON-375313] has been created in the EON System. 

A "PDF" report by name "2060813-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375313 
ICSR #: 2060813 
EON Title: PFR Event created for GO Venison; 2060813 

AE Date 12/27/2018 Number Fed/Exposed 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Golden 

Age 5 Years 

District Involved PFR-Foreign Firms DO 

Product information 
Individual Case Safety Report Number: 2060813 
Product Group: Pet Food 
Product Name: GO Venison 
Description:l__ BG__ilrns been eating grain free GO Venison since September 2014 up until November 2018 when 
we switched her to Hills Science Diet large breed chicken and barley. Her Taurine level in November 2017 was 
l__B_6 i _ She had an echocardiogram on December 27th and has been diagnosed with Taurine deficient dilated 
cardiomyopathy. It is recommended that she take Taurine and 1-carnitine supplements daily and have another 
Taurine blood test in 3 months and a recheck cardiology examination and echocardiogram in 6 months. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
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Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

GO Venison 

Sender information 

CAN 

To view this PFR Event, please click the link below: 

1-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

To view the PFR Event Report, please click the link below: 

[_ ______________________________________________B_ 6 ________________________

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification:l._ _______________________ B6 _______________i ______

Sent: 12/27/2018 3:56:41 PM 

Subject: Homecooked diet - see diet history in medical record: Lisa Freeman -
EON-374789 

Attachments: 2060600-report.pdf; 2060600-attachments.zip 

____ 

A PFR Report has been received and PFR Event [EON-374789] has been created in the EON System. 

A "PDF" report by name "2060600-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060600-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-374789 
ICSR #: 2060600 
EON Title: PFR Event created for Homecooked diet - see diet history in medical record; 2060600 

AE Date 11/15/2018 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age i 86 ~ears 
' j_ _____________j '  

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2060600 
Product Group: Other 
Product Name: Homecooked diet - see diet history in medical record 
Description: Arrhythmia identified at primary care vet on 11/15/18. Evaluated at Tufts 12/5/18 and diagnosed 
DCM with VPCs and APCs. Eating unbalanced homecooked diet. WB taurinL_86._ _!plasma not measured 
because owner had started taurine supplementation). Owner was recommended to change diet and we will 
recheck in 3 months 
Submission Type: Initial 
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Homecooked diet - see diet history in medical record 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

; 
Owner information 
i ! 
i ! 

i ! 
i ! ! 
i 

86 
! 

! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

iusA 

To view this PFR Event, please click the link below: 
i------------------------86 ________________________ ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

To view the PFR Event Report, please click the link below: 
! i 

! ! i 
! i 
! i 
! i 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

86 ; 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: Carey, Lauren; Cleary, Michael*; HQ Pet Food Report Notification; 
. . 
i 86 i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: 1/23/2019 10:32:40 PM 

Subject: Honest Kitchen Grain Free Beef Recipe (Love}!__ ________ B6 ____J _____ EON-377314 

Attachments: 2061661-report.pdf; 2061661-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-377314] has been created in the EON System. 

A "PDF" report by name "2061661-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061661-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377314 
ICSR #: 2061661 
EON Title: Related PFR Event created for Honest Kitchen Grain Free Beef Recipe (Love), Honest Kitchen 
Grain Free Turkey Recipe (Embark), Honest Kitchen Dehydrated Grain Free Veggie Nut & Seed Base Mix 
(Kindly), TrnDog FEED ME Crnnchy Mun .. ; 2061661 

AE Date 07/11/2018 

Best By Date 

Animal Species Dog 

Pointing Dog - Hungarian Short-haired 
Breed 

(Vizsla) 

Age 5 Years 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! 

 B6 
i 

District 
PFR~

Involved 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

po 
· 

Number 
Fed/Exposed 

Number Reacted 

Recovered 
Outcome to Date 

Completely 

Product information 
Individual Case Safety Report Number: 2061661 
Product Group: Pet Food 
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Product Name: Honest Kitchen Grain Free Beef Recipe (Love), Honest Kitchen Grain Free Turkey Recipe 
(Embark), Honest Kitchen Dehydrated Grain Free Veggie, Nut & Seed Base Mix (Kindly), TruDog FEED ME 
Crunchy Munchy Beef Bonanza 
Description: Diagnosed with mild dilated cardiomyopath_y, sinus bradycardia, first degree AV block; found to 
have taurine deficiency based on analysis of whole bloodi B6 ~mol/mL). Update 10/22/18: Recheck whole 
blood taurine after diet change and oral supplementation:': B6 hnol/nL Update 1/8/19: Unremarkable 
echocardiogram; DCM resolved ' ; 
Submission Type: Followup 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Recovered Completely 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Honest Kitchen Grain Free Turkey Recipe (Embark) 

Honest Kitchen Dehydrated Grain Free Veggie, Nut & Seed Base Mix 
(Kindly) 

TruDog FEED ME Crunchy Munchy Beef Bonanza 

Honest Kitchen Grain Free Beef Recipe (Love) 

This report is linked to: 
Initial EON Event Key: EON-362411 
Initial ICSR: 2053786 

Sender information 

USA 

Owner information 
! i 

! i 
! i ! ! i 
! 

B6 
i 
; 

L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i us ·-·-·-·-· A 

! __ To_ view_ this Related .;; R Event, please click t~e link below: 6
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

To view the Related PFR Event Report, please click the link below: 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' ' 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

; B6 ; 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion; !__ _______________________ B6 ·-·-·-·-·-·-·-·-·-·-·-___i 

Sent: 1/3/2019 1 :24 :36 AM 

Subject: Horizon Pulsar Chicken Flavor Dog Kibble:! B6 i- EON-375244 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Attachments: 2060788-report.pdf; 2060788-attachments.zip 

A PFR Report has been received and PFR Event [EON-375244] has been created in the EON System. 

A "PDF" report by name "2060788-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060788-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375244 
ICSR #: 2060788 
EON Title: PFR Event created for Horizon Pulsar Chicken Flavor Dog Kibble; 2060788 

AE Date 08/12/2018 

Best By Date 

Animal Species Dog 

Breed Mixed (Dog) 

Age 8 Years 
t----------------;-·-·-·-·-·-·-·-·-·-·-·-' ; 

District Involved PFR~ 86 
·-·-·t---+------------+-------l 

jno 
t·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Number Fed/Exposed 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2060788 
Product Group: Pet Food 
Product Name: Horizon Pulsar Chicken Flavor Dog Kibble 

Description: Initially presented to the[·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~---·-·-·-·-·-·-·-·-·-·-·-·-.l for a 4 to 5 day history of lethargy, increased 
RR and ADR. Had been fed a grain-free diet for an extended period of time. Was evaluated by the Cardiology 
Service and diagnosed with decreased systolic function and secondary heart enlargement. Chest x-rays from the 
rDVM raised suspicion for congestive heart failure. However, repeat chest x-rays at[ _____ ~§. ___ ___!showed no evidence 
of CHF. During his hospitalization,! B6 i experienced a syncopal episode secondary due to a nm of ventricular 

L.--·-·-·-·-·-·· 
tachycardia. He was started on heart failure therapy (pimobendan, furosemide, spironolcatone, enalapril) as well 
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as taurine supplementation and an anti-arrhythmic (sotalol). He was initially started on L-carnitine as well, but 
this medication caused GI side effects and was discontinued. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Horizon Pulsar Chicken Flavor Dog Kibble 

; 
Sender information 

i ! 

i ! 
i ! 
i ! ! 
i ! 
i 

B6 
! 

i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

USA 

; 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Owner information 

. 
i ! 

i ! 
i ! ! i ! 
i 

B6 
! 

 
usA ! 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
i

To view this PFR Event, please click the link below: 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

To view the PFR Event Report, please click the link below: 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' ' ; B6 , ! f 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! . B6 l . 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Sent: 1/4/2019 3:24:23 PM 

Subject: Instinct by Nature's Variety Original Grain-Free Recipe with Real Chicken Dry 
Dog Food: i B6 !- EON-375409 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Attachments: 2060866-report.pdf; 2060866-attachments.zip 

A PFR Report has been received and PFR Event [EON-375409] has been created in the EON System. 

A "PDF" report by name "2060866-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060866-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375409 
ICSR #: 2060866 
EON Title: PFR Event created for Instinct by Nature's Variety Original Grain-Free Recipe with Real Chicken 
Dry Dog Food Instinct by Nature's Variety Raw Boost Grain-Free Recipe with Real Chicken Dry Dog Food; 
2060866 

AE Date 04/14/2016 

Best By Date 

Animal Species Dog 

Breed Sheepdog - Shetland 

Age 8 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 2 

Number Reacted 2 

Outcome to Date Died Euthanized 

Product information 
Individual Case Safety Report Number: 2060866 
Product Group: Pet Food 
Product Name: Instinct by Nature's Variety Original Grain-Free Recipe with Real Chicken Dry Dog Food, 
Instinct by Nature's Variety Raw Boost Grain-Free Recipe with Real Chicken Dry Dog Food 
Description: In April 2016,l_ __ BG ___ !developed pancreatitis and her breathing was worsening. We brought her in for 
an ultrasound when we discovered she had fluid in her chest. The pleural effusion persisted from April 14, 2016 

FDA-CVM-FOIA-2019-1704-003515 



until her death on r·-·-·-·s·s-·-·-·1 On April 23' 2016, we brought her tor·-·si;-·lin r--·-·-·-·-·-·-·-·-si-·-·-·-·-·-·-·-·-·iand implanted 
L--·-·-·-·-·-·-·-•-•-' L--·-·-·-·-·-· 1---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

p l eural ports. Prior to the surgery, a cardiac consult was performed which revealed the start of mitral valve 
disease. In May 2016, we switched from Natures Variety Grain Free food to Royal Canin Prescription Low Fat 
Kibble. The pleural effusion persisted with no known cause, we tested for everything. In July 2018, she went into 
congestive heart failure and had an enlarged heart. Her fluid from the pleural effusion ipcreased, exponentially 
from 100 ml's every 2-3 weeks to 500-600 mls every 1-2 days. She was euthanized on! _______ ~~---___! due to fluid 
buildup in her lungs not responding to IV Lasix or Torsemide treatment. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Euthanized 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 2 

Product Name 
Lot Number 
or ID 

Best By 
Date 

Instinct by Nature's Variety Original Grain-Free Recipe with Real Chicken Dry 
Dog Food, Instinct by Nature's Variety Raw Boost Grain-Free Recipe with Real 
Chicken Dry Dog Food 

; 
Sender information 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
' i ' i 
i i 
i i 
i i 

! 
i 

B6 ; 
)
i 

 
i.·-·-·-·-·-·-·-~·-·-·-·-~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

USA 

To view this PFR Event, please click the link below: 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

i 86 ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

To view the PFR Event Report, please click the link below: 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
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secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion; l ________________________ 86 -·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 1/17/2019 9:00:20 PM 

Subject: Merrick Good Earth Grain Free Pork Beef and Lamb Kibble: i B6 i 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

- EON-376709 

Attachments: 2061375-report.pdf 

A PFR Report has been received and PFR Event [EON-376709] has been created in the EON System. 

A "PDF" report by name "2061375-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-376709 
ICSR #: 2061375 
EON Title: PFR Event created for Merrick Good Earth Grain Free Pork Beef and Lamb Kibble; 2061375 

AE Date 12/05/2018 

Best By Date 

Animal Species Dog 

Breed Shepherd Dog - Australian 

Age 2 Years 

District Involved PPR-Seattle DO 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Worse/Declining/Deteriorating 

Product information 
Individual Case Safety Report Number: 2061375 
Product Group: Pet Food 
Product Name: Merrick Good Earth Grain Free Pork Beef and Lamb Kibble 
Description: Diagnosed with dilated cardiomyopathy. Diet: Merrick's Good Earth Grain Free Pork Beef and 
Lamb kibble 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 1 
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Product Name Lot Number or ID Best By Date 

Merrick Good Earth Grain Free Pork Beef and Lamb Kibble 

; 
Sender information 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' ' 
i i 
i i 
i i 
i i 
i 

B6 ; 
i 

i i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
USA 

To view this PFR Event, please click the link below: 
i B6 ! 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

To view the PFR Event Report, please click the link below: 

l-----------------------------------------------------------------------------------------------------------------~~--------------------------------------------------------------------------------------------------------------J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;[ B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: 1/9/2019 2:56:32 PM 

Subject: Merrick Grain-Free Chicken and Sweet Potato: !__ ________ B6 ________ __:- EON-375900 

Attachments: 2061013-report.pdf; 2061013-attachments.zip 

A PFR Report has been received and PFR Event [EON-375900] has been created in the EON System. 

A "PDF" report by name "2061013-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061013-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375900 
ICSR #: 2061013 
EON Title: PFR Event created for Merrick Grain-Free Chicken and Sweet Potato; 2061013 

AE Date 08/21/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 3 Years 

' 

District Involved PF~
; 
 86 6

; 
; ; 

0 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Number Fed/Exposed 2 

Number Reacted 2 

Outcome to Date Recovered Completely 

Product information 
Individual Case Safety Report Number: 2061013 
Product Group: Pet Food 
Product Name: Merrick Grain-Free Chicken and Sweet Potato 
Description: Critically Low Taurine Levels in both dog{sslfor one anl 86 lfor the other on this diet, Merrick 
Grain-Free Chicken and Sweet Potato •-·-·-·-' l. __________ J 

Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Recovered Completely 
Number of Animals Treated With Product: 2 
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Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date 

Merrick Grain-Free Chicken and Sweet Potato 

; 
Sender information 
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To view this PFR Event, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; [_ ________________________86 -·-·-·-·-·-·-·-·-·-·-·-· ! 

Sent: 1/18/201911:48:22 PM 

Subject: Merrick Limited Ingredient Diet Grain-Free Real Lamb & Sweet Potatoes 
Recipe Dry Dog Food! B6 :- EON-376853

L--·-·-·-·-·-·-·-·-·-·-·-·-· 

Attachments: 20614 74-report.pdf 

A PFR Report has been received and PFR Event [EON-376853] has been created in the EON System. 

A "PDF" report by name "2061474-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-376853 
ICSR #: 2061474 
EON Title: PFR Event created for Merrick Limited Ingredient Diet Grain-Free Real Lamb & Sweet Potatoes 
Recipe Dry Dog Food 22 1, Nature's Variety Instinct Limited Ingredient Diet Lamb Meal & Peas given ~2014 
through 03/15/2016; 2061474 

AE Date [_________ 86_________ j 

Best By Date 

Animal Species Dog 

Breed Mixed (Dog) 

Age 9 Years 
·-·-·-·-·-·-

B 6 
-·-·-·-·-·-·-·-·-·-·-·

District Involved PFR! !no 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Died Naturally 

1-----------+------,~·-·-·-·-·-·-·- ·~;---+--

!.-· -· ! 

---------+-----------! 

Product information 
Individual Case Safety Report Number: 2061474 
Product Group: Pet Food 
Product Name: Merrick Limited Ingredient Diet Grain-Free Real Lamb & Sweet Potatoes Recipe Dry Dog 
Food, :2:2 I, Nature's Variety Instinct Limited Ingredient Diet Lamb Meal & Peas given <2014 through o:,/ I S/:2016 
Description:i 86 ihad just turned 9 years old and was fine. She still played with toys, had lots of energy, took 

L--·-·-·-·-' 
long daily walks, and was in good health. She was a happy rambunctious dog. Overnight she became ill with an 
enlarged heart. She was coughing, had trouble breathing, lost her appetite and had no energy. I took her to her vet 
and was told she needed to be seen by the cardiologist at i 86 !immediately. She had an 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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enlarged heart, fluid on her lungs, and a leaky valve. Although she was on a heavy regimen of prescription drugs 
(increased in frequency and strength over time), and had frequent follow up visits with the cardiologists at 

[~~-8-~-~~J she grew weaker over time and her heart eventually gave out after af_8..sJmonth battle with DCM. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Died Naturally 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Nature's Variety Instinct Limited Ingredient Diet Lamb Meal & Peas given 
~2014 through 03/15/2016 

Merrick Limited Ingredient Diet Grain-Free Real Lamb & Sweet Potatoes 
Recipe Dry Dog Food, 22 1 

;
Sender information 
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To view this PFR Event, please click the link below: 
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To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial inf'or111ation that you receive f'ro111 the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
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shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification:l._ _______________________8-~----·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 1/8/2019 6:36:20 PM 

Subject: Natural Balance L.I.D. Limited Ingredient Diets- Sweet Potato & Fish Dry Dog 
Formula:i__ ________B6________ __:- EON-375818 

Attachments: 2060968-report.pdf 

A PFR Report has been received and PFR Event [EON-375818] has been created in the EON System. 

A "PDF" report by name "2060968-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375818 
ICSR #: 2060968 
EON Title: PFR Event created for Natural Balance L.I.D. Limited Ingredient Diets® Sweet Potato & Fish Dry 
Dog Formula; 2060968 

AE Date 05/01/2018 

Best By Date  

Animal Species Dog 

Breed Terrier - Boston 

Age 8 Years 

District Involved PFR~  
i 

B6 !no 
!  

j_•-•-•-•-•-•-•-•-•-•-• I 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Unknown 

Product information 
Individual Case Safety Report Number: 2060968 
Product Group: Pet Food 
Product Name: Natural Balance L.I.D. Limited Ingredient Diets® Sweet Potato & Fish Dry Dog Fomrnla 
Description: Our dog has been eating a grain-free food (Natural Balance) since she was a puppy. She was 
recently diagnosed with a heart murmur and enlarged heart. This is unusual in her breed, and has been associated 
with grain free foods by the FDA. If possible, I would like assistance with testing expenses. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Unknown 
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Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 

ID 

Best By 

Date 

Natural Balance L.I.D. Limited Ingredient Diets® Sweet Potato & Fish 

Dry Dog Formula 

Sender information 

USA 

To view this PFR Event, please click the link below: 
i B6 i
·------------------' 

To view the PFR Event Report, please click the link below: 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-�-�----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods(tj)fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;[ ______________________________ BG·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 1/1/2019 9:24:38 PM 

Subject: Orijen Adult Original dry (until Aug 2018): Lisa Freeman - EON-375110 

Attachments: 2060739-report.pdf; 2060739-attachments.zip 

A PFR Report has been received and PFR Event [EON-375110] has been created in the EON System. 

A "PDF" report by name "2060739-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060739-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375110 
ICSR #: 2060739 
EON Title: PFR Event created for Orijen Adult Original dry (until Aug 2018); 2060739 

AE Date 12/19/2018 

Best By Date 

Animal Species Dog 

Breed Terrier - Border 

Age l_B6 _iYears 

District Involved PFR-New England DO 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2060739 
Product Group: Pet Food 
Product Name: Orijen Adult Original dry (until Aug 2018) 
Description: Diagnosed with degenerative mitral valve disease in Aug 2017. Progressed to CHF. On 
pimobendan, furosemide, enalapril. At regular re-evaluation on 12/19/18, reduced contractile function was noted 
on echo. Dog was noted to be eating BEG diet. Taurine pending Will recheck in 3 months Will evaluate other 
dog in household also eating same diet (asymptomatic). Owner is ok to provide further info. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
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Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Orijen Adult Original dry (until Aug 2018) 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

To_view this_ PFR Event,_please_ clickthe_ linkbelow: 
! 86 i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; :._ __________________________8-_~----·-·-·-·-·-·-·-·-·-·-·-·J 

Sent: 1/1/2019 9:48:33 PM 

Subject: Orijen grain free original dry: Lisa Freeman - EON-375114 

Attachments: 20607 41-report.pdf; 20607 41-attachments.zip 

A PFR Report has been received and PFR Event [EON-375114] has been created in the EON System. 

A "PDF" report by name "2060741-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060741-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375114 
ICSR #: 2060741 
EON Title: PFR Event created for Orijen grain free original dry; 2060741 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-. 
AE Date i B6 ! 

L--·-·-·-·-·-·-·-·-·-·-·-·-· . 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age 9 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2060741 
Product Group: Pet Food 
Product Name: Orijen grain free original dry 
Description: DCM and CHF diagnosed[ ______ B6___ ___iat emergency clinic. Started on furosemide, diltiazem, digoxin, 
pimobendan Seen by Tufts cardiologyj 86 l. Eating Orijen grain free original dry so unclear ifjust 
genetically associated DCM or if diet associated. 

L--•-•-•-•-•-•-•-•-1 

Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
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Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Orij en grain free original dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

1--------~~-------I usA 

To view this PFR Event, please click the link below: 
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To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-003557 



From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; [ __________________________ BG·-·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 12/27/2018 3:00:35 PM 

Subject: Orijen Original dry: Lisa Freeman - EON-374783 

Attachments: 2060598-report.pdf; 2060598-attachments.zip 

A PFR Report has been received and PFR Event [EON-374783] has been created in the EON System. 

A "PDF" report by name "2060598-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060598-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-374783 
ICSR #: 2060598 
EON Title: PFR Event created for Orijen Original dry; 2060598 

AE Date 10/05/2017 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Mixed (Dog) 

i i 

Age ! B6!Years 
! ! 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2060598 
Product Group: Pet Food 
Product Name: Orijen Original dry 
Description: DCM diagnosed 10/2017. We saw July 2018 Originally feeding Orijen original dry since he was a 
puppy. Started taurine at time of diagnosis ( 10/2017). Heart improved significantly between echoes. Changed to 
Purina Proplan Adult 7+ July 2018. Will be rechecking soon. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
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Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Orij en Original dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

86 ;! -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ i 
! i 
! i ! ! i 
! i 

l__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· iUSA 

To view this PFR Event, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;L_ _____________________________ B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 1/14/2019 10:08:36 PM 

Subject: Taste of the Wild Sierra Mountain dry: Lisa Freeman - EON-376361 

Attachments: 2061171-report.pdf; 2061171-attachments.zip 

A PFR Report has been received and PFR Event [EON-376361] has been created in the EON System. 

A "PDF" report by name "2061171-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061171-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-376361 
ICSR #: 2061171 
EON Title: PFR Event created for Taste of the Wild Sierra Mountain dry; 2061171 

AE Date 01/02/2019 Number Fed/Exposed 7 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Golden 

Age 3 Years 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2061171 
Product Group: Pet Food 
Product Name: Taste of the Wild Sierra Mountain dry 
Description: Eating Taste of the Wild Sierra Mountain since June 2018 (Acana Heritage Poultry before that). 
This diet was fed to multiple dogs - have not screened other dogs yet so unknown whether they are also affected. 
Echo showed reduced contractility and mild left atrial enlargement. BNP and troponin mildly elevated, troponin 
=0.547. Taurine WNL (88 and 250) Changing to Pro Plan Sensitive Skin/Stomach dry and will recheck in 3 
months 
Submission Type: Initial 
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 7 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild Sierra Mountain dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; [ B6 i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sent: 1/15/2019 8:56:35 PM 

Subject: Zignature - various flavors (venison: Lisa Freeman - EON-376446 

Attachments: 2061214-report.pdf; 2061214-attachments.zip 

A PFR Report has been received and PFR Event [EON-376446] has been created in the EON System. 

A "PDF" report by name "2061214-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061214-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-376446 
ICSR #: 2061214 
EON Title: PFR Event created for Zignature - various flavors (venison goat kangaroo lamb turkey pork); 
2061214 

AE Date 01/09/2019 

Best By Date 

Animal Species Dog 

Breed Boxer (German Boxer) 

Age ! 86 ~ears 
. ·-·-·-·-·-·-·-i 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2061214 
Product Group: Pet Food 
Product Name: Zignature - various flavors (venison, goat, kangaroo, lamb, turkey, pork) 
Description: 2 syncopal episodes in summer got echo in October 2018 and arrhythmia identified Feeding BEG 
diets all of her life (Zignature) DCM and VPCs identified 1/9/19 Owner changing to Purina EN Fiber and we will 
recheck in 3 months BNP elevated, troponin and taurine pending 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
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Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Zignature - various flavors (venison, goat, kangaroo, lamb, turkey, 
pork) 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

; 
Owner information 
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To view this PFR Event, please click the link below: 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B6_______________________________________________ i 

To view the PFR Event Report, please click the link below: 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;: 86 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

Sent: 1/14/2019 10:24:45 PM 

Subject: Zignature kangaroo dry: Lisa Freeman - EON-376363 

Attachments: 2061172-report.pdf; 2061172-attachments.zip 

A PFR Report has been received and PFR Event [EON-376363] has been created in the EON System. 

A "PDF" report by name "2061172-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061172-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-376363 
ICSR #: 2061172 
EON Title: PFR Event created for Zignature kangaroo dry; 2061172 

AE Date 04/11/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age !
' 

86 
! 

j____________
(ears
• 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Better/Improved/Recovering 

Product information 
Individual Case Safety Report Number: 2061172 
Product Group: Pet Food 
Product Name: Zignature kangaroo dry 
Description: Eating BEG diet; developed DCM and CHF 4/11/18 Owner changed diet to Royal Canin Early 
Cardiac and dog has improved significantly. Will recheck again in 3 months. Have not gotten approval for you to 
contact owner but sent an email today 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
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Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Zignature kangaroo dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

; 
Owner information 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! __________________________ 86_________________________ i 

Sent: 1/4/2019 7:40:21 PM 

Subject: 4 Health Untamed:!.________ 86________ i- EON-375466 

Attachments: 206087 4-report.pdf 

A PFR Report has been received and PFR Event [EON-375466] has been created in the EON System. 

A "PDF" report by name "2060874-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375466 
ICSR #: 2060874 
EON Title: PFR Event created for 4 Health Untamed; 2060874 

AE Date 12/08/2018 

Best By Date 

Animal Species Dog 

Breed Shepherd Dog - German 

Age 6 Years 

District Involved PFR-Foreign Firms DO 

Number Fed/Exposed 

Number Reacted 1 

Outcome to Date Worse/Declining/Deteriorating 

Product information 
Individual Case Safety Report Number: 2060874 
Product Group: Pet Food 
Product Name: 4 Health Untamed 
Description: Since my dog was about a year or so old, he has been eating the Tractor Supply Co. brand of Dog 
Food, 4Health grain-free and Untamed. Starting in December 2018, my dog developed a cough, stopped eating, 
and experienced difficulty breathing. He was seen by a veterinarian December 20th. He had blood work done 
which was unremarkable, his radiograph of his chest showed an enlarged heart with pulmonary edema. He was 
then started on cardiac medications, and sent to a cardiologist for an echocardiogram. The echo confirmed the 
diagnosis of Dilated Cardiomyopathy. This is when the topic of grain-free diet associated DCM came up. My Vet 
recommended supplementing Taurine into his diet, switching to a mainstream brand of dog food that has 
participated in nutritional research, and limiting his physical activity. We are hoping for the best but he is in 
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rough shape. We will recheck the echocardiogram in 3 months to see if there have been any improvements. I 
hope this will help with any research ongoing with this issue. Please let me know if there is any more info I can 

provide or any additional research that has been done. Thank you. l__________ B6-·-·-·-·-·: 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

4 Health Untamed 

Sender information 
i 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: Rotstein, David; Cleary, Michael*; HQ Pet Food Report Notification; 
i B6 i
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: 1/23/2019 7:12:35 PM 

Subject: Natural Balance Lamb and Brown Rice: !__ _________86__________ i -EON-377272 

Attachments: 2061634-report.pdf; 2061634-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-377272] has been created in the EON System. 

A "PDF" report by name "2061634-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061634-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377272 
ICSR #: 2061634 
EON Title: Related PFR Event created for Natural Balance Lamb and Brown Rice, Merrick Lamb Peas and 
Ancient Grains, Zignature Fish; 2061634 

AE Date 08/13/2014 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 10 Years 

District Involved PPR-Baltimore DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Better/Improved/Recovering 

Product information 
Individual Case Safety Report Number: 2061634 
Product Group: Pet Food 
Product Name: Natural Balance Lamb and Brown Rice, Merrick Lamb, Peas, and Ancient Grains, Zignature 
Fish 
Description: Presented for increased respiratory rate and effort at rest and exercise intolerance; was diagnosed 
with DCM and ventricular premature complexes of left bundle branch block morphology; was started on 
Pimobendan, enalapril, furosemide, and Taurine supplementation. 09/17/2018: i 86 !was changed to

·-·-·-·-·-·-·-·-•-•-' 
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NutriSource Chicken and Rice - developed diarrhea. 10/6/2018:[ B6 !was changed to Instinct - developed 
diarrhea. 11/7 - 11/11/2018 r·-·-Efs·-·-·-·~as transitioned to Royal c·an{rijfp Hydrolyzed Protein. 

Submission Type: Followup 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Natural Balance Lamb and Brown Rice 

Zignature Fish 

Merrick Lamb, Peas, and Ancient Grains 

This report is linked to: 
Initial EON Event Key: EON-364756 
Initial ICSR: 2054795 

Sender information 

USA 

Owner information 
' i ' i 
i i 
i i; B6 ;
i i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i usA 

To view this Related PFR Event, please click the link below: 
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To view the Related PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

FDA-CVM-FOIA-2019-1704-003584 



The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification:l_ ________________________ B6_______________________ ___: 

Sent: 1/14/2019 5:08:21 PM 

Subject: Natural Balance LID Dry Dog Food - Sweet Potato and Fish Formula: i B6 i
i-·-·-ss-·-·-i- E ON-3 76311 '·-·-·-·-·-·· 
·-·-·-·-·-·-·-·-) 

Attachments: 2061163-report.pdf 

A PFR Report has been received and PFR Event [EON-376311] has been created in the EON System. 

A "PDF" report by name "2061163-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-376311 
ICSR #: 2061163 
EON Title: PFR Event created for Natural Balance LID Dry Dog Food - Sweet Potato and Fish Formula; 
2061163 

AE Date 11/15/2018 

Best By Date 

Animal Species Dog 

Breed Mixed (Dog) 

Age 7 Years 

District Involved PPR-Atlanta DO 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Worse/Declining/Deteriorating 

Product information 
Individual Case Safety Report Number: 2061163 

Product Group: Pet Food 
Product Name: Natural Balance LID Dry Dog Food - Sweet Potato and Fish Formula 
Description: After about a year on Balanced Diet Grain Free Dog Food - Salmon and Sweet Potato formula -
Dog started having coughing symptoms. Upon evaluation at the vet it was determined she was heart worm free 
with an enlarged hear upon Xray. Dog was put on two hear medications and referred for ultrasound. Ultrasound 
determined mitral valve disease and congestive heart failure 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
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Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Natural Balance LID Dry Dog Food - Sweet Potato and Fish Formula 

Sender information 

USA 

To view this PFR Event, please click the link below: 
! -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 -! 
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To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods((j)fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-003593 



From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Report Not ificat ion; !_________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-___! 

Sent: 1/11/2019 5:12:22 PM 

Subject: Now Fresh Grain Free Adult Dog Food-Now Fresh Grain Free Puppy Food: 
!_ __________ B6________ __i- E ON-3 76136 

Attachments: 2061092-report.pdf 

A PFR Report has been received and PFR Event [EON-376136] has been created in the EON System. 

A "PDF" report by name "2061092-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-376136 
ICSR #: 2061092 
EON Title: PFR Event created for Now Fresh Grain Free Adult Dog Food Now Fresh Grain Free Puppy Food; 
2061092 

AE Date 12/03/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Labrador 

.-·-·-·-·! 

Age !
i, ________
B6iYears 

• 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2061092 
Product Group: Pet Food 
Product Name: Now Fresh Grain Free Adult Dog Food Now Fresh Grain Free Puppy Food 
Description: Patient has been on Now Fresh Grain Free adult dog food/puppy dog food since purchased from 
breeder at approximately 16 weeks of age. P has developed, and confirmed by echocardiogram by boarded 
veterinary cardiologist, changes consistent with Nutritional Cardiomyopathy. P is currently on taurine 
supplementation and food has been changed to non grain-free diet, recheck echo planned for March/April 2019. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
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Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Now Fresh Grain Free Adult Dog Food Now Fresh Grain Free Puppy 
Food 

Sender information 
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USA 

To view this PFR Event, please click the link below: 
! B6 i 
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To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

i B6 :

Sent: 1/3/2019 12:52:20 AM 

Subject: Nutrisource Small and Medium Breed Puppy Grain Free Dog Food:l_ __ B6___: 
t ______ BG ___ j EON-375242 

Attachments: 2060786-report.pdf 

A PFR Report has been received and PFR Event [EON-375242] has been created in the EON System. 

A "PDF" report by name "2060786-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375242 
ICSR #: 2060786 
EON Title: PFR Event created for Nutrisource Small and Medium Breed Puppy Grain Free Dog Food; 2060786 

AE Date 01/02/2019 

Best By Date 

Animal Species Dog 

Breed Mixed (Dog) 

Age 9 Months 

District Involved PPR-Kansas City DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Unknown 

Product information 
Individual Case Safety Report Number: 2060786 
Product Group: Pet Food 
Product Name: Nutrisource Small and Medium Breed Puppy Grain Free Dog Food 
Description=!._ __ ��--_! 9 month old labradoodle, has been fed Nutrisour��-g!. in free small/medium breed puppy�
food since weaning. For the past 4-5 months it had been noticed that! 

L•-•-•-•-•-•I 

86 jwas often short of breath and had a 
rapid heart rate. After being taken to the vet, a grade 2 murmur was found leading to the finding of 
cardiomyopathy. Awaiting echocardiogram. Advised by veterinarian to switch dog food to researched and 
approved brand because adverse health effects related to foods with lentils, such as the one! 

. ·-·-·-·-·-� 

86 i was on. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
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Outcome of reaction/event at the time oflast observation: Unknown 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Nutrisource Small and Medium Breed Puppy Grain Free Dog Food 

; .-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
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B6 
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i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Sender information 

USA 

To view this PFR Event, please click the link below: 
i B6 ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

To view the PFR Event Report, please click the link below: 

; ; B6 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification:l_ ________________________ B6_______________________ ___: 

Sent: 12/29/2018 9:24:22 AM 

Subject: NutriSource Super Premium Pet Foods:i B6 !- EON-374952 
··-·-·-·-·-·-·-·-·-·-·-·-·. 

Attachments: 2060676-report.pdf 

A PFR Report has been received and PFR Event [EON-374952] has been created in the EON System. 

A "PDF" report by name "2060676-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-374952 
ICSR #: 2060676 
EON Title: PFR Event created for NutriSource Super Premium Pet Foods; 2060676 

AE Date 12/17/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 11 Years 

District Involved PFR! 86 !no 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Better/Improved/Recovering 

·-·-·-·-·-·-·-·-·-· 

' ! ! ' 
-·-·-·-·-·-·-·-·-

Product information 
Individual Case Safety Report Number: 2060676 
Product Group: Pet Food 
Product Name: NutriSource Super Premium Pet Foods 
Description: Dog is a mixed breed: golden retriever and poodle hybrid (goldendoodle). He has developed heart 
disease (DCM) on the diet. Was told it is most likely related to taurine deficiency. Have put him on heart 
medication and a taurine supplement. Have already seen marked improvement in his demeanor. EKG to see if 
taurine supplement has reversed heart disease in 3-6 months. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
Number of Animals Treated With Product: 1 
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Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

NutriSource Super Premium Pet Foods 

Sender information 
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USA 

To view this PFR Event, please click the link below: 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B6________________________________________________! 

To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! _________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-___! 

Sent: 1/8/201911:00:19 PM 

Subject: NWBARBF-Beef Recipe for Dogs-Ground Bone Added-Not for Human 
Consumption-Made in the USA by Northwest Naturals:! B6 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i

EON-375869 

Attachments: 2060992-report.pdf 

A PFR Report has been received and PFR Event [EON-375869] has been created in the EON System. 

A "PDF" report by name "2060992-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375869 
ICSR #: 2060992 
EON Title: PFR Event created for NWBARBF Beef Recipe for Dogs Ground Bone Added Not for Human 
Consumption Made in the USA by Northwest Naturals; 2060992 

AE Date 11/14/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 8 Years 

District Involved PPR-Atlanta DO 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Unknown 

Product information 
Individual Case Safety Report Number: 2060992 
Product Group: Pet Food 
Product Name: NWBARBF Beef Recipe for Dogs Ground Bone Added Not for Human Consumption Made in 
the USA by Northwest Naturals 
Description: Whole Blood Taurine was 224 Plasma Taurine was 90 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Unknown 
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Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number 
or ID 

Best By 
Date 

NWBARBF Beef Recipe for Dogs Ground Bone Added Not for Human 
Consumption Made in the USA by Northwest Naturals 
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To view the PFR Event Report, please click the link below: 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: Carey, Lauren; Cleary, Michael*; HQ Pet Food Report Notification; 

l·-·-·-·-·-·-·-·-·-·-·-·-· B 6 -·-·-·-·-·-·-·-·-·-·-·-·-! 

Sent: 1/4/2019 12:52:23 PM 

Subject: Orijen Regional Red Dry Dog Food-Fromm Beef Frittata A La Veg Dry Dog 
Food-From Duck & Sweet Potato Dry Dog Food-Purina Fortiflora: i B6 i

[-·-·-·-·Efs"-·-·-·-i- E ON-3 7 5393 '-·-·-·-·-·-·-·-·' 

Attachments: 2060845-report.pdf; 2060845-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-375393] has been created in the EON System. 

A "PDF" report by name "2060845-report.pdf' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060845-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375393 
ICSR #: 2060845 
EON Title: Related PFR Event created for Orijen Regional Red Dry Dog Food Fromm BeefFrittata A La Veg 
Dry Dog Food From Duck & Sweet Potato Dry Dog Food Purina Fortiflora; 2060845 

AE Date 10/25/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 3 Years 
·-·-·-·-·-·-·-·-·-·-·-· ;; ' 

District Involved PFRi B6 ;
too

i ; 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Better/Improved/Recovering 

Product information 
Individual Case Safety Report Number: 2060845 
Product Group: Pet Food 
Product Name: Orijen Regional Red Dry Dog Food Fromm BeefFrittata A La Veg Dry Dog Food From Duck 
& Sweet Potato Dry Dog Food Purina Fortiflora 
Description: This submission is in furtherance of your nutritionally-mediated DCM investigation. My young, 

FDA-CVM-FOIA-2019-1704-003613 



energetic and very healthy Golden Retriever male had his second echocardiogram on Thursday, October 25, 
2018. His first was approximately one year ago in September 2017. The 2017 echo was normal. The one from 
last week was not. It showed a subjective increase in sphericity of his heart, as well as mild systolic dysfunction 
compared with last year. ACK!!! His whole blood taurine level at U.C. Davis was 226 in September 2018. I had 
scheduled echocardiograms for i 86 iand my other two Gold ens out of an abundance of caution after two 
f-ss·-·1 and his littermate broth~ifiest~d below 250 nmol/ml for taurine in whole blood). I'm glad I did. My 
veterinary cardiologist is[·-·-·-·-·-86·-·-·-·-·1 DVM ACVIM (Cardiology) of [~~~~~~~~~~~~~~~~~f~~~~~~~~~~~~J At last week's 
echocardiogram, he drew blood for CBC, chemistry, a repeat of the taurine test with paired samples, a full 
tick-borne disease panel, and thyroid tests. All test results are in except for the repeat taurine test fromL. __ B6,_,i 

i_ ___ ~§ _ _j All[·-·-·86 __ ___i results were unremarkable or normal, except for a slightly low globulin level. That test will be 
repeated this week. I never purposely fed a "grain-free" food or an "exotic protein" food. I'm a physicist and I 
believe in science and common sense. HOWEVER, after FD A's investigation was announced, I noted that some 
of the commercial food I was feeding[ 86 !(which I thought was perfectly conventional) met the FD A's 

L--·-·-·-·-·-·-' 

description of "suspect diets". In addition, I had been giving my three Goldens a probiotic from Purina -- their 
Fortiflora product -- as a routine part of feeding after a period in which all three dogs had loose stool and 
diarrhea. I added the Fortiflora to their food for a period of over a year. I think the current thinking on this issue 
is that it's multifactorial, I wanted to mention first that I had added the Fortiflora and that while I didn't purposely 
choose a grain-free food (high in legumes), I've also found that the food itself has added "probiotics". I was 
surprised to see that. Now, I wonder if my accidental food choice for him, plus my "probiotic" supplement, 
changed something in how his body processed the taurine precursors and dietary taurine. In addition, he's 
definitely an "easy-keeper", eating nowhere near the amount of food advised on the bag. After his "equivocal" 
taurine level in mid-September 2018, I stopped feeding F ortiflora to all three Gold ens. Their stool is perfectly 
fine, perhaps even better. I changed[ _____ 86 __ ,_j diet from Fromm to Purina ProPlan Sport 30/20 at the same time. 
Please do get in touch if there's any further information you require or that you might provide me. Obviously, I 
hope this is diet-related and can be reversed. FOLLOW UP -- JANUARY 3, 2019 ECHOCARDIOGRAM Hey, 
good news. After 90 days of diet change, 8 weeks of taurine supplementation, and 6 weeks of 1-carnitine 
supplementation, [_·---~~---___i echocardiographic findings are either within normal limits or are improving. I will 
attach his cardiologist's detailed report. I'm delighted, of course. 
Submission Type: Followup 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 1 

Product Name 
Lot Number 
or ID 

Best By 
Date 

Orijen Regional Red Dry Dog Food Fromm BeefFrittata A La Veg Dry Dog 
Food From Duck & Sweet Potato Dry Dog Food Purina Fortiflora 

This report is linked to: 
Initial EON Event Key: EON-370539 
Initial ICSR: 2058584 

Sender information 

B6 
USA 

FDA-CVM-FOIA-2019-1704-003614 



To view this Related PFR Event, please click the link below: 
! B6 i 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

To view the Related PFR Event Report, please click the link below: 

1i iB6 ~ i i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;l ________________________ B6________________________ i 

Sent: 1/22/2019 10:12:20 PM 

Subject: Rachel Ray's only six - EON-377164 

Attachments: 2061580-report.pdf 

A PFR Report has been received and PFR Event [EON-377164] has been created in the EON System. 

A "PDF" report by name "2061580-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-377164 
ICSR #: 2061580 
EON Title: PFR Event created for Rachel Ray's only six; 2061580 

AE Date 09/12/2018 

Best By Date 

Animal Species Dog 

Breed Chihuahua 

Age 10 Years 

District Involved PFR~ B6!Do 

Number Fed/Exposed 2 

Number Reacted 2 

Outcome to Date Worse/Declining/Deteriorating 

.-·-·-·-·-·-·-, 

! ! 
-·-·-·-·-·-·-

Product information 
Individual Case Safety Report Number: 2061580 
Product Group: Pet Food 
Product Name: Rachel Ray's only six 
Description: dog began coughing at night. very did x-ray and listened; heart murmur which wasn't evident six 
months earlier, enlarged heart and connection which was also new. began feeding dog grain free food one year 
ago. dogs heart was healthy at that time at vet visit. have since been prescribed vetmedin and am switching back 
to mixed diet. 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating 
Number of Animals Treated With Product: 2 
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Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date 

Rachel Ray's only six 

Sender information 
.--·-·-·-·-·. 
! j_ __________B6 i• 
USA 

To view this PFR Event, please click the link below: 
i B6 i
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

To view the PFR Event Report, please click the link below: 

I 86 F 
! i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-003654 



From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;j B6 ! 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sent: 1/8/2019 10:44:21 PM 

Subject: Stella & Chewy's -Frozen Raw -Stell la's Super Beef -Dinner Patties:L___ B6___ i 
t______B6 ___ __i- EON-375865 

Attachments: 2060990-report.pdf 

A PFR Report has been received and PFR Event [EON-375865] has been created in the EON System. 

A "PDF" report by name "2060990-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375865 
ICSR #: 2060990 
EON Title: PFR Event created for Stella & Chewy's Frozen Raw Stellla's Super Beef Dinner Patties; 2060990 

AE Date 11/14/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 3 Years 

District Involved PPR-Atlanta DO 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Not Applicable 

Product information 
Individual Case Safety Report Number: 2060990 
Product Group: Pet Food 
Product Name: Stella & Chewy's Frozen Raw Stellla's Super Beef Dinner Patties 
Description: Whole Blood Taurine Level was 204 Plasma Taurine Level was 79 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Not Applicable 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 1 
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Product Name Lot Number or ID Best By Date 

Stella & Chewy's Frozen Raw Stellla's Super Beef Dinner Patties 

Sender information 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' i ' i 
i i 
i i;
i 

86 ;
i 

i i 

i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

USA 

To view this PFR Event, please click the link below: I·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·ss·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·: 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

To view the PFR Event Report, please click the link below: 

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·I 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-003663 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; i 86 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Sent: 1/22/201911:08:32 PM 

Subject: Taste of the Wild High Prairie grain-free with roasted bison and roasted 

venison: :____________ 86 ·-·-·-·-·-__:- E ON-3 7717 4 

Attachments: 2061583-report.pdf 

A PFR Report has been received and PFR Event [EON-377174] has been created in the EON System. 

A "PDF" report by name "2061583-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-377174 
ICSR #: 2061583 
EON Title: PFR Event created for Taste of the Wild High Prairie grain-free with roasted bison and roasted 
venison; 2061583 

AE Date i 86 !
'-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Best By Date 

Animal Species Dog 

Breed Mixed (Dog) 

Age 11 Years 

' 

District Involved PF~ 
; 

!no ; 
; 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Better/Improved/Recovering 

-·-·-·-·-·-·-·-·-·-·-·-·-· 

86 
! 

'-•-·-·-·-·-·-·-·-·-·-·-·-· 

Product information 
Individual Case Safety Report Number: 2061583 
Product Group: Pet Food 
Product Name: Taste of the Wild High Prairie grain-free with roasted bison and roasted venison 
Description: Anorexia, lethargy and abdominal distention noted 6 days before presentation to the ER. He was 
diagnosed with chronic degenerative valve disease, Dilated cardiomyopathy, myocardial dysfunction, congestive 
heart failure, both left- and right-sided, atrial fibrillation, 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
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Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Taste of the Wild High Prairie grain-free with roasted bison and roasted 
vemson 

Sender information 

! 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.
i ! 

i ! 
i ! 
i ! 

i ! 

t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

;
i 

B6 
! 

USA 

Owner information 

I B6 I 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· !usA 

To view this PFR Event, please click the link below: 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6_______________________________________________ ! 

To view the PFR Event Report, please click the link below: 

l-----------------------------------------------------------------------------------------------------------------~-~--------------------------------------------------------------------------------------------------------------J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;l_ _________________________ B6 _________________________ ! 

Sent: 12/22/2018 10:28:56 PM 

Subject: Taste of the Wild Prey[_ ______________ B6 ·-·-·-·-·-·-·__i- EON-37 454 7 

Attachments: 2060525-report.pdf 

A PFR Report has been received and PFR Event [EON-374547] has been created in the EON System. 

A "PDF" report by name "2060525-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-374547 
ICSR #: 2060525 
EON Title: PFR Event created for Taste of the Wild Prey; 2060525 

AE Date {. _________ 86 ·-·-·-·-· j 

Best By Date 

Animal Species Dog 

Breed Terrier - Bull - Staffordshire 

Age 2 Years 

----~ 

District Involved PFR] B 6 !no 
~------~------,!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·->-!---~--- -----~--

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Died Naturally 

Product information 
Individual Case Safety Report Number: 2060525 
Product Group: Pet Food 
Product Name: Taste of the Wild Prey 
Description: Patient presented on l__ 86 _] with a 10 day history of reduced appetite and an episode of diarrhea 2 
weeks prior. Prior to presentation he was found to be very lethargic with a distended abdomen. Patient was found 
to have changes consistent with dilated cardiomyopathy were severe pump dysfunction and biventricular 
congestive heart failure. Had been given a grain free diet for over a year (Tate of the Wild Prey). The abdomen 
was drained of about 2.6 L for comfort. The patient initially responded favorably but died suddenly the next 
morning with an acute onset of respiratory difficulty. Contacted Jennifer Jones, DVM who recommended a 
complaint be submitted and obtained tissue samples from the pet even though a full necropsy was unable to be 
performed. 
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Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Died Naturally 

Number of Animals Treated With Product: | 

Number of Animals Reacted With Product: | 

  

Product Name Lot Number or ID | Best By Date 
  

  Taste of the Wild Prey 
  

      

Sender information 
  

B6 
      
USA 

To view this PFR Event, please click the link below: 
  

! B6 i 

  

To view the PFR Event Report, please click the link below: 

B6 
  

    
  

  

  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l_ ________________________ BG ______________________ ___: 

Sent: 1/24/2019 4:28:19 PM 

Subject: Taste of the Wild Sierra Mountain:!._ _______ 86 ______ J EON-377360 

Attachments: 2061702-report.pdf 

A PFR Report has been received and PFR Event [EON-377360] has been created in the EON System. 

A "PDF" report by name "2061702-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-377360 
ICSR #: 2061702 
EON Title: PFR Event created for Taste of the Wild Sierra Mountain; 2061702 

AE Date 07/01/2018 

Best By Date 

Animal Species Dog 

Breed Bulldog 

Age 10 Years 

District Involved PF~ B6 ~o 
t-·-·-·-·-·-·-·-·-· i 

Number Fed/Exposed 5 

Number Reacted 1 

Outcome to Date Died Euthanized 

Product information 
Individual Case Safety Report Number: 2061702 
Product Group: Pet Food 
Product Name: Taste of the Wild Sierra Mountain 
Description: Diet for entire life consisted of grain free food. Started in July to have labored breathing with an 
occasional gag. Activity level had decreased. X-rays showed displacement of trachea. Vet treated for pneumonia 
due to white areas of lung. Finally got an echocardiogram and the diagnosis was Dilated Cardiomyopathy. Tests 
also showed his liver, spleen, and caudal vena cava were enlarged. The last week of life, he could not lay down 
but would just stand and pant. When it got so bad, I chose to let him be euthanized. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Euthanized 

FDA-CVM-FOIA-2019-1704-003686 



Number of Animals Treated With Product: 5 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild Sierra Mountain 

Sender information 

USA 

To view this PFR Event, please click the link below: : ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ss -----------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

To view the PFR Event Report, please click the link below: 

l-----------------------------------------------------------------------------------------------------------------~~--------------------------------------------------------------------------------------------------------------J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion; [ _________________________ B6 -·-·-·-·-·-·-·-·-·-·-·___: 

Sent: 12/22/2018 3:44:09 PM 

Subject: Taste of the Wild Wetlands Canine Formula with roasted Fowl:!__ ____________ B6 ___________ ___! 

- EON-374534 

Attachments: 2060519-report.pdf 

A PFR Report has been received and PFR Event [EON-374534] has been created in the EON System. 

A "PDF" report by name "2060519-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-374534 
ICSR #: 2060519 
EON Title: PFR Event created for Taste of the Wild Wetlands Canine Formula with roasted Fowl; 2060519 

AE Date !~~~~~~~~~~ B 6-~~~~~~~~~ j 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 6 Years 

District Involved 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Died Euthanized 

Product information 
Individual Case Safety Report Number: 2060519 
Product Group: Pet Food 
Product Name: Taste of the Wild Wetlands Canine Formula with roasted Fowl 
Description: On third and final visit to vet due to heavy panting, difficulty breathing, and collapse the vet started 
an IV to hydrate her and found excessive fluid around the heart in x-ray. Sent us to emergency pet hospital which 
eventually asked us if we wanted to have them insert breathing tube to aid her struggle to breathe. Eventually, put 
her down because decided to discontinue breathing assistance. 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Died Euthanized 

FDA-CVM-FOIA-2019-1704-003690 



Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date

Taste of the Wild Wetlands Canine Formula with roasted Fowl 

Sender information 
i 86 i 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

To view this PFR Event, please click the link below: : ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ss -----------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

To view the PFR Event Report, please click the link below: 

 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! 86 ; ! i 
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l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;L_ ________________________ BG _______________________ ___i 

Sent: 1/15/201911:08:32 PM 

Subject: Taste of the Wild.: [_ ____________ 86 ·-·-·-·-·-___! - EON-376466 

Attachments: 2061221-report.pdf; 2061221-attachments.zip 

A PFR Report has been received and PFR Event [EON-376466] has been created in the EON System. 

A "PDF" report by name "2061221-report. pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061221-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-376466 
ICSR #: 2061221 
EON Title: PFREvent created for Taste of the Wild.; 2061221 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
; ' ; 

; 

AE Date 
; 
; B6 ; 
; ; 

; 
! ! 

Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Retriever - Golden 

Age 4 Years 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2061221 
Product Group: Pet Food 
Product Name: Taste of the Wild. 
Description: [ B6 ipresented on emergency for lethargy, hyporexia, and tachypnea. Diagnostics testing 
( echocardiog~a{;{f~e~ealed Dilated Cardiomyopathy. It was discovered that[·-·-·ss ____ [ had been on a grain free diet. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
Number of Animals Treated With Product: 1 

FDA-CVM-FOIA-2019-1704-003694 



Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild. 

Sender information 
! ' 

! ; ! i 
! i 
! i 
! i 
! i 
! i 

t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

USA 

B6 

Owner information 

I B6 I 
l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-:US A 

To view this PFR Event, please click the link below: 

To view the PFR Event Report, please click the link below: 

r 86 t i ~ 
i ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;l_ ________________________ BG __________________________ ! 

Sent: 12/26/2018 4:36:21 PM 

Subject: Taste of the Wild:!__ ____________ 86 ___________ ___!- EON-37 4698 

Attachments: 2060561-report.pdf 

A PFR Report has been received and PFR Event [EON-374698] has been created in the EON System. 

A "PDF" report by name "2060561-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-374698 
ICSR #: 2060561 
EON Title: PFR Event created for Taste of the Wild; 2060561 

AE Date 03/01/2016 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Died Other 

Breed Boxer (German Boxer) 
' . 

Age i 
i ! 

B6~ears 
i ! 
j_•-•-•-•-• I 

. ·-·-·-·-·-·-·-·-·-. 

District Involved PFRi 
' 
B6 po 

! ' 

Product information 
Individual Case Safety Report Number: 2060561 
Product Group: Pet Food 
Product Name: Taste of the Wild 
Description: Started feeding him Taste of the Wild bison formula on 03/2016. On 11/2016 we started to notice a 
decrease in his activity level and his health in general. After undergoing several test on 05/2018 we were told that 
he had now an enlarged heart. Something that was not detected previously. We finally determined that it was the 
food we were feeding him that was causing all the problems. We change the food we were feeding him but the 
damage had already been done. Sadly he passed away on !_ _________ 86 _________ :while playing in the park. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Other 
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Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild 

Sender information 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! i 

! 

! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
USA 

B6; 

To view this PFR Event, please click the link below: 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 86 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

To view the PFR Event Report, please click the link below: 
! 
; 
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w · B6 ~ ; ~ 

i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion; [_ ________________________ 86 ·-·-·-·-·-·-·-·-·-·-·-___i 

Sent: 1/22/2019 9:08:23 PM 

Subject: Under the Sun Grain-Free Lamb Recipe Adult Dry Dog Food: [ _____________ 86 ___________ __:-
EON-377156 

Attachments: 2061571-report.pdf; 2061571-attachments.zip 

A PFR Report has been received and PFR Event [EON-377156] has been created in the EON System. 

A "PDF" report by name "2061571-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061571-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377156 
ICSR #: 2061571 
EON Title: PFR Event created for Under the Sun Grain-Free Lamb Recipe Adult Dry Dog Food 23.5-lb bag by 
CANIDAE, Zignature Turkey Limited Ingredient Fomrnla Grain-Free Dry Dog Food 27-lb bag; 2061571 

AE Date 12/26/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Unknown 

Breed Shepherd Dog - Australian 

Age 11 Years 

District Involved PFR~ 
! 
B6 bo 

! 
·-·-·-·-·-·-·-·-·-

Product information 
Individual Case Safety Report Number: 2061571 
Product Group: Pet Food 
Product Name: Under the Sun Grain-Free Lamb Recipe Adult Dry Dog Food, 23.5-lb bag by CANIDAE, 
Zignature Turkey Limited Ingredient Formula Grain-Free Dry Dog Food, 27-lb bag 
Description:[__ B6 __!has NEVER had a heart issue and has been fed a grain free diet for several years at least (two 
different brands, which I purchased from Chewy.com) - and she developed a heart murmur just recently (valve 
issue), and an irregular heartbeat just recently. This was first noticed in December 2018, at a mostly routine visit; 

FDA-CVM-FOIA-2019-1704-003703 



and then the specialist told me that the grain free diets could be linked. We visited the specialist in January 2019. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Unknown 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Under the Sun Grain-Free Lamb Recipe Adult Dry Dog Food, 23.5-lb 
bag by CANIDAE 

Zignature Turkey Limited Ingredient Formula Grain-Free Dry Dog Food, 
27-lb bag 

Sender information 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
USA 

; B6 ; 

To view this PFR Event, please click the link below: 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 86 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

To view the PFR Event Report, please click the link below: 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; ; ! ! 
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B6 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion; !._ _______________________ B 6 ·-·-·-·-·-·-·-·-·-·-·___! 

Sent: 1/24/2019 4:20:22 PM 

Subject: Wholesomes Grain-free Food for Dogs: Grain-Free/Gluten-Free. Chicken Meal 
& Chickpeas Formula Net Wt. 35Ibs: ! B6 i- EON-377359 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Attachments: 2061700-report.pdf; 2061700-attachments.zip 

A PFR Report has been received and PFR Event [EON-377359] has been created in the EON System. 

A "PDF" report by name "2061700-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2061700-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377359 
ICSR #: 2061700 
EON Title: PFR Event created for Wholesomes Grain-free Food for Dogs: Grain-Free/Gluten-Free. Chicken 
Meal & Chickpeas Formula Net Wt. 35lbs; 2061700 

AE Date 12/23/2018 Number Fed/Exposed 2 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Shepherd Dog - German 

Age 3 Years 
; ·-·-·-·-·-·-·-·-· 

District Involved PFR! 
! 
B6!Do 

! 

Product information 
Individual Case Safety Report Number: 2061700 
Product Group: Pet Food 
Product Name: Wholesomes Grain-free Food for Dogs: Grain-Free/Gluten-Free. Chicken Meal & Chickpeas 
Formula Net Wt. 35lbs 
Description: i 86 ibegan vomiting once a day for a few days, then it progressed to a couple of times a day. Her 
energy seeme'd to dissipate too ... she was lethargic, depressed. I was contacting the vet via email and inquiring on 
ideas of what was going on. We put her on a bland rice/egg diet for a week, but no change was noted ... other than 

FDA-CVM-FOIA-2019-1704-003718 



a new symptom occurred of her panting a lot. When l_ ___ 86 _ ___: started to noticeably lose weight, I immediately took 
her into the vet for a physical exam. She had dropped 9 lbs from the previous visit of two months earlier! The vet 
kept us there most of the day running blood work, etc. Everything came back fine. When xrays were performed, 
it was clear what the problem was .. L_ ___ BG __ ___iheart was clearly enlarged. Where it normally was supposed to be 
within 3 ribs, it was over 5 ribs and encroaching on her other organs! The vet immediately suspected it was the 
grain-free kibble (Wholesomes Food For Dogs Chickmeal and Chickpea formula:Grain-free/Gluten-free that I 
purchased at Tractor Supply) that I had her on .... and she prescribed her heart meds, an antibiotic (going the 
remedial course as if peritonitis as a secondary diagnosis), and a medication to alleviate the nausea. We 

purchased Purina dogfood and immediately fed it to her...and she is still on it to this very day. i._ __ ~~---j is still 
throwing up occasionally, but the vet assured me that if her heart heals this will lessen. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 1 

Product Name 
Lot Number 
or ID 

Best By 
Date 

Wholesomes Grain-free Food for Dogs: Grain-Free/Gluten-Free. Chicken 
Meal & Chickpeas Formula Net Wt. 35lbs 

Sender information 
! ' ! i 

! 
! i 
! i 
! i 
! i 
! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

USA 

B6 ; 

To view this PFR Event, please click the link below: 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 86 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

To view the PFR Event Report, please click the link below: 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 
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The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Darcy Adi n <d b_c!9.lQ@D_~Y.c~9-~.___?... _____________________________ 
To: 

0 

Lisa Freeman;: B6 i jstern@ucdavis.edu; rfries@illinois.edu; 
L·-·-·-·-·-·-·-·-·-· ss ·-·-·-i.-·-·-·-·-·-l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

CC: Jones, Jennifer L 
Sent: 4/18/2018 11 :09:14 AM 
Subject: Diet DCM Call 

Hi All, 

i ... we. h.ad .. orig.inany·proposed== B.s.====- B5 =i·would. wori for yoU·a1i··································i 

I'm going to pick i 85 !-please let me know if you can talk then or if a different time is better. I'm available 
throughout the day. 

Thanks Everyone! 
Darcy 
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From: Freeman, Lisa <Lisa.Free ma n@t ufts. ed u > ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
To: Jones, Jennifer L; Darcy Adin; Joshua A Stern; Fries, Ryan C;! ________________________B6 _______________! _____ __
CC: Rotstein, David; Norris, Anne; Delancey, Siobhan; eerie, Olgica 
Sent: 5/24/2018 7:21 :01 PM 
Subject: diet related DCM - a couple forms 
Attachments: diet history form 5-24-18 external.doc; protocol NP 5-17-18.docx 

, Hi Pvet:\:'.onP -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

I 85 I 

_______ 

I'm working on the editorial which will include a writable pdfversion of the diet histo1y form (Josh and Darcy- you'll be 
hearing from me soon) 
Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
,,ww.petfoodologv.org 

From: Jones, Jennifer L [mailto:Jennifer.Jonesrd;fda.hhs.gov] 
Sent: Friday, April 20, 2018 3:50 PM 
To: Darcy A din <dbadinrc✓;ncsu .edu;_;_.f.r.~smEW_,_Lj_~_9'_:::J.,_i;;A .. Ei;~-~-m._@"f{\1.1J.ft;i_,~_Ql!?.-;.J._q_~1J!!A.A Stem_ <j stem@ucdavis.edu>: 

~-~i_e._8-,_~X~l!:-~--~1!.~.~e._8-rf.1/illinois.edu>l_ ____________________________________________~~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___·-·-J __ ________ ~~---·-·-j 
4 _________________ = 86 ·-·-·-·-·-·-·-·-·-i 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>: Norris, Anne <Anne.Norris@fda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 
Importance: High 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
My apologies for the repeat email. After further internal discussion, i B5 !you  can 
just email me a spreadsheet with the data. L • 

Jennifer Jones, DVM 
Veterinmy Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Friday, April 20, 2018 l: 19 PM 
To: 'Darcy Adin' <dbadin!tj'\ncsu.edu>; Freeman, Lisa <lisa.freemanrc?\tufts.edu>; Joshua A,.S.~~rn_:::::jstemrc/\ucdavis.edu>; 
Fries, Rvan C <ifries((/hllinois.edu>; [."~--~--~--~--~--~--~~~--~--~--~--~--J <r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·1 i B6 f 
<r--·-·-·-·-·""-·-·ss-·-·-·-·-·-·-·-·1 •---------·-·-·-·-·-·-·-·-·-·-·-·-~~----·-·-·-·-·-·L-----------------·-·-·-·-·-·-·-·----------­ ·; 

\._._,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_, 
Cc: Rotstein, David <David.Rotsteinrcy\fda.hhs.gov>; Norris, Anne <Anne.Norris!tT\fda.hhs.gov>; DeLancey, Siobhan 
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<Siobhan.Delancevrafda.hhs.gov>: Cerk Olgica <Olgica.Cericrafda.hhs.gov> 
Subject: RE: hold-call \\ith Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue and 
potentially act on these adverse events. please file an official consumer complaint. Instructions on ho\\ to report a pet food 
report can be found at: https://,v,v,v.fda.gov/ AnimalVeterinan/Safet,Health/Repo1iaProblem/ucm 182403 .htm. The 
complaint can be submitted through the Safety Reporting Portal: https:/Arn,v.safetuep01ting.hhs.gov. You can attach 
documents already created that compile your case data. We \\ill revie\\ the data and may contact you for possible 
follo\\-up. 

In the meantime. if you have a dog \\ith DCM on a grain free diet that dies or is euthanized. please do not dispose of the 
animal's body or any remaining food. Please submit an individual consumer complaint for that dog. and mention that you 
have been instructed to submit the report by Vet-URN. We \\ill revie\\ the complaint for potential folio\\ -up and may be 
able to offer a necropsy. I attached a copy of our Vet-URN net\\ork procedures that describe ho\\ ,ve operate. I also 
included a version for animal O\\ners. 

Please email or call me ,vith any questions. Thank you again for your time and expertise. 
Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Thursday. April 19. 2018 11:00 AM 
To: Freeman. Lisa <lisa.freemanratufts.edu>: Joshua A Stern <jstern:a ucdavis.edu>: Fries. Ryan C <1friesra illinois.edu>: 

!~;~ ~~~:;~ ~:~~~~~~~;;:;~~~l~~l~s~~,;~~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:J L_·-·-·---~-~---·-·-·-·Jt_ __________~.~---·-·-·_____ -·-·-·-·-_j Jones. Jennifer L 1 1
Cc: Rotstein. David <David.Rotsteinrafda.hhs.gov>: Norris. Anne <Anne.Norrisrafda.hhs.gov>: DeLancey. Siobhan 
<Siobhan.Delance, rafda.hhs.gov> 
Subject: F\\d: hold-call \\ith Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Drs. i-·-·1i
L---·-·-·-•-•-' 

s-·-1 Freeman, i 86 : Fries and Stern - the call details are in the forwarded email below. 
L--·-·-·-·-·-·-·-·-·-·-·.: 

Just a brief introduction for the FDA group: 

i B6 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' ' 
i i 
i i 
i i 
i i 

; 86 ; 
Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

; 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 
Darcy Adin 
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---------- Forwarded message----------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: Thu, Apr 19, 2018 at 7:16 AM 
Subject: hold-call with Dr. Adin re: DCM cases 
To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DeLancey, 
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. --

Join WebEx meeting 
Meeting number ( access code):!__ ________ B6 _______! ___ 

Meeting password:l_ ____ B6 ___ J 

Join by phone 
+1-210-795-0506 US Toll 

+l-877--'65-7975 US Toll Free 

Global call-in numbers Toll-free calling restrictions 

Can't join the meeting'' 

If you are a host. go here to ,iew host information. 

Il\JPORTA.NT NOTICE: Please note that this WebEx sen·ice allows audio and other infonnation sent during the session to be recorded. which may be discoYerable in a legal matter. 

By joining this session, you auto1natically consent to such recordings. If you do not consent to being recorded, discuss your conce111s with the host or do not join the session. 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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CARDIOLOGY DIET HISTORY FORM 
Please answer the following questions about your pet 

85 
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Document properties 

Author: Reed Elsevier 
Company: Reed Elsevier 
Template: Normal.dotm 
Page count: l 
Paragraph count: 62 
Line count: 112 
Word count: 438 
Character count (spaces excluded) 3088 
Character count (spaces included) 3638 
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DCM Protocol (canine and feline) 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

Sent: 5/11/2018 10:05:00 PM 
To: Rotstein, David <David. R otst e i n@fd a. h hs. gov>; !_ __________________________________________BG-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___! _ 

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: Dilated Cardiomyopathy 
Start: 5/18/2018 5:00:00 PM 
End: 5/18/2018 6:00:00 PM 
Recurrence: (none) 
Meeting Status: Accepted 

' ' Required Attendees: Rotstein, David;! B6 i Jones, Jennifer L; Hartogensis, Martine; Carey, Lauren; 
Burkholder, William; Palmer, Lee Anne; Norris, Anne; Delancey, Siobhan; Lovell, Randall A 

Optional Attendees: Atkinson, Krisztina Z 

Good Afternoon, 

Please join us for a discussion of dilated cardiomyopathy cases and current knowledge. 

Agenda: 

1. Roll Call and Introduction (CVM) 
2. CVCACase discussion (CVCA) 
3. CVM/CVM Vet-LIRN Case Information (Vet-LIRN/DVPS/CERT) 
4. Open Discussion 

-- Do not delete or change any of the following text. --

Join WebEx meeting 
Meeting number (access code)i 86 i 
Meeting password: [-·-·-·-1is·-·-·-·l __________J ______________ 

Join by phone 
+1-210-795-0506 US Toll 

+1-877-465-7975 US Toll Free 

Global call-in numbers I Toll-free calling restrictions 

Can't join the meeting? 

If you are a host, go here to view host information. 

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded. which may be discoverable in a 
legal matter. By joining this session. you automatically consent to such recordings. W you do not consent to being recorded. discuss your concerns with the host or do not 

join the session. 
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From: 
   

  

To: Peloquin, Sarahi_ 

cc: Jones, Jennifer L; jstern@ucdavis.edu 

Sent: 3/8/2019 12:37:17 AM 
Subject: 

Attachments: 8. 7.19.Cardiology Echocardiogram Report 

\ischecjsaran. SsoquinEDA. hhs.gov.pdf 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 

To: CVM Vet-LRN-OR; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren 

Sent: 10/22/2014 10:16:29 AM 

B6 Subject: EON-183693-ICSR-1036446 Purina Whisker lickins 

      Attachments: 1036446-report.pdf.html 

 

This is an interesting onel!! 

11 YO NM 

Product Information: 

LIVER, WHEAT FLOUR, CORN GLUTEN MEAL, CHICKEN BY-PRODUCT MEAL, WATER, BEEF TALLOW 

PRESERVED WITH BHA, GLYCERIN, PHOSPHORIC ACID, CALCIUM SULFATE, HYROGENATED STARCH 

HYDROLYSATE, SALT, SOY PROTEIN ISOLATE, SORBIC ACID (PRESERVATIVE), ADDED COLOR (RED 40 AND 

OTHER COLOR), POTASSIUM PHOSPHATE, DRIED CHEESE POWDER, CHOLINE CHLORIDE, PROPIONIC 

ACID (PRESERVATIVE), TAURINE, ZINC SULFATE, FERROUS SULFATE, NIACIN, CALCIUM PANTOTHENATE, 

ETHOXYQUIN (PRESERVATIVE), VITAMIN SUPPLEMENTS (E, B12, D3), MANGANESE SULFATE, RIBOFLAVIN 

SUPPLEMENT, BIOTIN, FOLIC ACID, COPPER SULFATE, PYRIDOXINE HYDROCHLORIDE, THIAMINE 

MONONITRATE, MENADIONE SODIUM BISULFITE COMPLEX (SOURCE OF VITAMIN K ACTIVITY), CALCIUM 

IODATE, SODIUM SELENITE. 

Analysis: 

Moisture (maximum)34.00% 

Crude Fat (minimum)8.50% 

Crude Fiber (maximum)1.00% 

Crude Protein (minimum)23.00%<BR< div> 

  

Comment: 

Site of manufacture- couldn't find this, but that won't tell us about the ingredients (e.g., glycerin). 

Recommend: 

MRx 

Urine 

Exposure history (make sure no other exposures) 

Treat collection with lot code evaluation® 

“If this case pans out and we have lot information, we may be able to get the district to find out about product 

manufacture/ingredient sources 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM OSC/DC/ICERT 

7519 Standish Place, RM 120 
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aon and Fax) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It mav contain information that is protected. privileged. or 

confidential, and shox ld not be disseminated. distributed. or copied to persons not authorized to receive such intormation. If vou are not the intended 

recipient. anv dhsve mination, di strib ution. or copving is strictly prohibsted. Tf vou think vou recerved this e-mail message in error. please e-mail the 

sender immediately at david rotstemmertda hhs.gov. 

  

From: PFR Event [mailto: pfreventcreation@fda.hhs.gov] 

Sent: Tuesday, October 21, 2014 6:20 PM 
  

To: i _ BE i 
    

Subject: Purina Whisker lickins: B6 

A PFR Report has been received and PFR Event [EON-183693] has been created in the EON System 

A "PDF" report by name "1036446-report. pdf" is attached to this email notification for your reference. 

Below is the summary of the report 

EON Key: EON-183693 

EON Title: PFR Event created for Purina Whisker lickins chicken and cheese flavors soft and delicious; 

1036446 

To view this PFR Event, please click the link below: 
  

  B6 P 
  

To view the PFR Event Report, please click the link below: 

B6 
  

      

Product information 

Individual Case Safety Report Number: 1036446 

Product Group: Pet Food 

Product Name: Purina Whisker lickins, chicken and cheese flavors, soft and delicious 

Description: In August I started to give Purina Whisker lickings soft treats on a regular basis (twice a day). After   

a month I noticed that! BG ad excessive urinations. Urinalysis on 9/9/14 showed 4+ glucose in urine, protein 

in urine - 30; bloodwork 
      

was tiormal 9normal glucose). There have been no other changes in what he eats/takes. I 

stopped the treats. After a few week, the excessive urination stopped. recheck urinalysis on 10/21/14 showed no 

glucose. 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Recovered Completely 

Number of Animals Treated With Product: | 

Number of Animals Reacted With Product: | 

Sender information 
  

  B6     

  

  
B6 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableF oods@fda.hhs. gov immediately. 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA1 2EAA9348959A4CBB1E829AF244- 
JENNIFER.JO> 

To: ‘Jones, Jennifer L (Jennifer. Jones@fda.hhs.gov)' 

cc: Norris, Anne 

Bcc: ajfascetti@ucdavis.edu; jstern@ucdavis.edu; Freeman, Lisa; ADIN,DARCY BRITTAIN; Steven 

Rosenthal 

Sent: 6/27/2019 3:10:45 PM 

Subject: FDA DCM Update Links-Live 6/27/2019 

Good morning, 

| wanted to let you know that FDA Consumer update about DCM when live this morning. Here are the links: 

CVM Update 

Web Update — DCM Investigation 

Web QA (Updated) 

Vet-LIRN Update 

  DCM Complaint Spreadsheet — 1/1/14 - 4/30/19 

If you have any questions about the content, please direct them to: AskCVM@fda.hhs.qov 

Thank you and take care, 

Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jenniferjones@fda hhs.gov 

Web: hito:/Awww.fda   .gov/AnimalVeterinary/ScienceResearch/ucm247334 htm 

i U.S. FOOD & DRUG 
ACCOR ATT CY 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=CF7C8BD53B6C45A39318A596ACEA 7C53-
LPALMER> 

To: Hartogensis, Martine; Jones, Jennifer L; Rotstein, David; Carey, Lauren; Norris, Anne 
CC: Delancey, Siobhan; Burkholder, William 
Sent: 7/5/2018 6:59:03 PM 
Subject: RE: Redacted complaint file for the DCM webposting 
Attachments: Slides for MH.pptx 

85 
Thanks, Lee Anne 

From: Palmer, Lee Anne 
Sent: Thursday, July 5, 2018 1 :50 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hello - L_ _____________________________________ BG ____________________________________ ___iand working my way through emails. To answer these 2 
questions: 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i i 

i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

; B5 ;
Martine 

Hi Jen and Dave, 

Looks like Lee Anne and Lauren are both out, so I'm hoping you can helpj___ ___________________________ B5 ______________________________ ! 
; i 85 ; i 

i i 
i i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Thanks, 
Anne 

85 
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' ; 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Please ask me questions you have if I haven't made sense. 

; B5 ; 

Thanks, Lee Anne 

From: Hartogensis, Martine 
Sent: Thursday, July 5, 2018 10:00 AM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ho'ls'leiin@fda..hhs .. gov>; Carey, 
Lauren <ll .... auren .. Carey@fdaJ1hs .. gov>; Norris, Anne <Anne . .Nmriis@fda.J1hs .. gov>; Palmer, Lee Anne 
<ll ... eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <.$iiobhan .. Dellancey@fda..hhs .. gov>; Burkholder, William 
<Willlliam.Burkhollder@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Awesome! Thank you Jen!! 

Martine 

From: Jones, Jennifer L 
Sent: Thursday, July 05, 2018 7:02 AM 
To: Hartogensis, Martine <Martiine.Har'logensiis@fda.hhs.gov>; Rotstein, David <DaviidHo'ls'leiin@fda.hhs.gov>; 
Carey, Lauren <ll .... auren .. Carey.@fda..hhs .. gov>; Norris, Anne <Anne.Norriis@fda..hhs .. gov>; Palmer, Lee Anne 
<ll ... eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Burkholder, William 
<Willlliam.Burkhollder@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

It's poss i b I e we ar~'--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· j 

1_:n-pIB t~gether so~e-sli~~s· f~,:;;A t~a~ y~~ -~:~ ch~e ~om_----- ,- -- ______ · ·, - , ---- " -- ~· •M ___ ,. _ , --- .- _______ [ 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Tuesday, July 03, 2018 4:13 PM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ho'ls'leiin@fda..hhs .. gov>; Carey, 
Lauren <L.auren .. Carey@fda..hhs .. gov>; Norris, Anne <Anne.Norriis@fda..hhs .. gov>; Palmer, Lee Anne 
<ll ... eeAnne .. Pallmer@fda.. hhs .. qov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Jen, 

i ! 

! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

; B5 
Also, would it be possible to get a few high level slides for me to present at AVMA? I will be there July and I 15th 
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am pretty sure DCM will come up! 85  defer to the experts J 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Thanks again for all the excellent work! 

Martine 

From: Jones, Jennifer L 
Sent: Tuesday, July 03, 2018 2:03 PM 
To: Rotstein, David <Daviid .. ll~o'lsteiin@fda..hhs .. gov>; Carey, Lauren <L.auren .. Carey.@fda..hhs .. gov>; Hartogensis, 
Martine <Mar'liine .. lHartogensii_s@fdaJ1hs .. gov>; Norris, Anne <Anne.Norriis@fdaJ1hs .. gov>; Palmer, Lee Anne 
<ll ... eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <.$iiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

; 85 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

) . updated _the. slide _deck _with. a_ summary_ from _some_ great_ articles._; ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___l~_§ _________________________________________ ,_,i ·-·-·-·-, 
i ; i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

https:/ /academiic .. oup .. com/in/artiiclle/131/2/276/4687012 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, July 03, 2018 8:26 AM 
To: Jones, Jennifer L <.Jenniiier .. Jones@fdaJ1t1s .. gov>; Carey, Lauren <ll .... auren .. Carey@fdaJ1hs .. gov>; 
Hartogensis, Martine <Martiine .. lHartoqensiis@fda..hhs .. gov>; Norris, Anne <Anne.Norriis@fda..hhs .. gov>; Palmer, 
Lee Anne <11 .... eeAnne. Pallmer@fda. hhs.qov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 

From: Jones, JenniferL <JenniferJones(l4fdahhs.gov> 
Date: July 3, 2018 at 8: 19:29 AM EDT 
To: Carey, Lauren <Lauren.Carey(l4fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis(l4fda.hhs.gov>, 
Norris, Anne <Anne.Norris(l4fda.hhs.gov>, Rotstein, David <David.Rotstein(l4fda.hhs.gov>, Palmer, Lee Anne 
<LeeArn1e Pal 1ner(l4fda hhs. gov> 
Cc: DeLancey, Siobhan <Siobhan Delancey@fda hhs. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

! ' 

! 
! i 
! i 
! i 
! i 
! i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

85 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Carey, Lauren 
Sent: Monday, July 02, 2018 5:59 PM 
To: Hartogensis, Martine <Martiine .. Har'logensiis@fda..hhs .. gov>; Norris, Anne <Anne .. Norriis@fda..hhs .. gov>; 
Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid..Ho'ls'leiin@fda..hhs .. gov>; Palmer, Lee 
Anne <11....eeAnne .. Pallmer@fda..ht1s .. qov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 

I just double checked our database and these are all complaints that came directly to FDA through our reporting 
portals, not CVCA complaints. 

Thanks, 
Lauren 

From: Hartogensis, Martine 
Sent: Monday, July 02, 2018 5:28 PM 
To: Norris, Anne <Anne .. Norris@fdaJ1hs .. gov>; Jones, Jennifer L <Jenniifer .. Jones@fdaJ1hs .. gov>; Rotstein, 
David <David .. Ho'ls'leiin@fda..hhs.gov>; Palmer, Lee Anne <ll ... eeAnne .. Pallmer@fda..hhs .. gov>; Carey, Lauren 
<ll...auren.Carey@fda.hhs.gov> 
Cc: Delancey, Siobhan <.$iiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i i 

i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Martine 

.. ; 85 ; 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ho'ls'leiin@fda..hhs .. gov>; Palmer, 
Lee Anne <ll .... eeAnne .. Pallmer@fdaJ1hs .. gov>; Carey, Lauren <L.auren .. Carey@fdaJ1hs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine.lHar'loqensiis@fda.hhs .. gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

,_LQoks_Jik.e._Le_e.Anoe_.ao.d.La.un:m_are_bQth._Q_uLs_o.J~m_bo_oina_vQLLC.anhelo.1 _________________________________ B5 ________________________________ _.J., 

! 
i 

B5 i 
! 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 

FDA-CVM-FOIA-2019-1704-003747 



To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensi~@fda.hhs.gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file . I hope to have a last look today at the DCM piece. Hopefully this AM , but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. Palmer, VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel : 240-402-5767 
Leeanne .palmer@fda.hhs.gov 

I U.S. FOOD & DRUG 
AOM I MISUATIOH 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073- 
MHARTOGE> 

To: Palmer, Lee Anne; Jones, Jennifer L; Rotstein, David; Carey, Lauren; Norris, Anne 

cc: DeLancey, Siobhan; Burkholder, William 

Sent: 7/5/2018 7:28:56 PM 

Subject: RE: Redacted complaint file for the DCM webposting 

Thank you so very much Lee Anne! Looks like the advisory is going out early next week, so this may be perfect 

timing J 

From: Palmer, Lee Anne 

Sent: Thursday, July 05, 2018 2:59 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>: Burkholder, William 

<William.Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 
  

      
Thanks, Lee Anne 

From: Palmer, Lee Anne 

Sent: Thursday, July 5, 2018 1:50 PM 

To: Hartogensis, Martine <Martine.   Hartogensis@fda.nhs.gov>; Jones, Jennifer L 

<Jennifer.Jones@fda.hhs.gov>;   Rotstein, David <David.Rotstein@fda.hhis.gov>;   Carey, Lauren 

<Lauren.Carev@ fda. hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>;   Burkholder, William 

<William.   Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hello — back from Monday and Tuesday leave and working my way through emails. To answer these 2 

questions: 
  

B5 
    

B5 
    

Martine 

Hi Jen and Dave, 

_Looks like Lee Anne and Lauren are both out, so I’m hoping you can help. In the attachment, there are   

BS 
    
Thanks, 

Anne 
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Lauren is correct, the complaint file is ONLY for complaints that came into FDA (all had come via the SRP). as ¢ of 
the end-date they were pulled = 
  

B5 

 
  
   
Please ask me questions you have if | haven’t made sense. 

Thanks, Lee Anne 

From: Hartogensis, Martine 

Sent: Thursday, July 5, 2018 10:00 AM 

To: Jones, Jennifer L <Jennifer,Jones@fda.tins.qov>;   Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, 

Lauren <Lauren.C arey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.htis.gov>; Palmer, Lee Anne 
    

<LeeArine.Palmer@fda.hhs.qov> 

Cc: DeLancey, Siobhan <Sicbhan,.Delancey@fda.hhs.gov>. Burkholder, William 

<VWilliam, Burkholder@fda nhis.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Awesome! Thank you Jen!! 

Martine 

From: Jones, Jennifer L 

Sent: Thursday, July 05, 2018 7:02 AM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hins.gov>; Rotstein, David <David.Rotstein@fda.nhs.gov>; 

Carey, Lauren <l.auren.Carey@fda.hhs.qov>;   Norris, Anne <Anne.Norris@fda.hhs.gov>;   Palmer, Lee Anne 

<LeeArine.Palmer@fda.nhs.qov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>; Burkholder, William 

<William. Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 
  

It’s possible we are! BS 
  

BS 
 
 

   
 

I’ll put together some slides for AVMA that you can choose from. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

U.S. FOOD & DRU
UE Ma (Oa EE a Bs 

G    , 

  

From: Hartogensis, Martine 

Sent: Tuesday, July 03, 2018 4:13 PM 

To: Jones, Jennifer L <Jennifer,Jones@fda.hhs.gov>;   Rotstein, David <David.Rotstein@fda.hns.gov>; Carey, 

Lauren <|Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.htis.gov>; Palmer, Lee Anne 
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<LeeArine.Palmer@fda.hhs.qov>   

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hi Jen, 

  

This is excellent work! B5 
  

 

BS 
 

      

Also, would it be possible to get a 
  
few. hiah level slides for me to present at AVMA? | will be there July 15" and | 

am pretty sure DCM will come up.   B5 but | defer to the experts J 
    

Thanks again for all the excellent work! 

Martine 

From: Jones, Jennifer L 

Sent: Tuesday, July 03, 2018 2:03 PM 

To: Rotstein, David <David Rotstein@fda.tihs.gov>; Carey, Lauren <l.auren, Carey@fda.htis.gov>; Hartogensis,

Martine <Martine Hartogensis@ida.hhis.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne 

<LeeArine.Palmer@fda.nhs.qov> 

Cc: DeLancey, Siobhan <Siebhan, Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

 

  

| updated the slide deck with a summary from some great articles. B5 
    

BS 
      
httos://academic.oup.corm/jn/article/13 1/2/276/4687012 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

Ue SS, POON Ge RULE 
Ge Sale 1 i 4 SEE A FA Me 

  ae ne,   

From: Rotstein, David 

Sent: Tuesday, July 03, 2018 8:26 AM 

To: Jones, Jennifer L <JenniferJones@fda.nhs.gov>; Carey, Lauren <L.auren.Carey@ida nhs. gov>; 

Hartogensis, Martine <Martine Hartegensis@fda.hhns,gov>; Norris, Anne <Anne.Neorris@ida.hhs,.gov>; Palmer, 

Lee Anne <LeeAnne,Palmer@fda,hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan, Delancey@fda,hhs.qov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 
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From: Jones, Jennifer L <Jennifer   Jones@fda.hhs. gov> 

Date: July 3, 2018 at 8:19:29 AM EDT 

To: Carey, Lauren <Lauren,Carey@fda.hhs   gov>, Hartogensis, Martine <Martine   Hartogensis@fda.hhs gov>, 

Norris, Anne <Anne.Norris@fda.hhs.gov>,   Rotstein, David <David.Rotstein@fda.hhs.gov>,   Palmer, Lee Anne 

<LeeAnne,Palmer@fda.bhs,   goy> 

Ce: DeLancey, Siobhan <Siobhan,Delancey@fda.hhs.gov>   

Subject: RE: Redacted complaint file for the DCM webposting 

  

  
BS 

  
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

U.S. FOOD & DRUG pete on.    ¢     4 Ne ME ME Ge Sg 

  

From: Carey, Lauren 

Sent: Monday, July 02, 2018 5:59 PM 

To: Hartogensis, Martine <Martine,Hartegensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; 

Jones, Jennifer L <JenniferJones@fda.hhs.gov>; Rotstein, David <David.Rotstein@ida.hhs.qov>;   Palmer, Lee 

Anne <LeeAnne.Palmer@fda hhis.gov> 

Cc: DeLancey, Siobhan <Siebhan, Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 

| just double checked our database and these are all complaints that came directly to FDA through our reporting 

portals, not CVCA complaints. 

Thanks, 

Lauren 

From: Hartogensis, Martine 

Sent: Monday, July 02, 2018 5:28 PM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <JenniferJones@fda.hihs.gov>;   Rotstein, 

David <David.Rotstein@fda.hns.gov>; Palmer, Lee Anne <LeeAnne,Palmer@fda.hhs,gov>; Carey, Lauren 

<Lauren.Carey@ fda hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

BS 
 

   

 

   
Martine 

From: Norris, Anne 

Sent: Monday, July 02, 2018 3:57 PM 

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;   Palmer, 

Lee Anne <LeeAnne,Palmer@fda.hhs.gov>; Carey, Lauren <Lauren,Carey@fda.hhs.gov>   

Cc: DeLancey, Siobhan <Siobhan.Delancey@ida.hhs.gov>; Hartogensis, Martine 

<Vartine. Hartogensis@fda.hhs.qov> 

Subject: FW: Redacted complaint file for the DCM webposting 

Importance: High 

Hi Jen and Dave, 
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Looks like Lee Anne and Lauren are both out, so I'm hoping you can help. In the attachment, there are more 
' ' 
i i 
i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda..hhs .. gov>; 
Hartogensis, Martine <Martiine .. lHartogensiis@fda.J1t1s .. gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

6 
1111111 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. ; B5 ; 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: Hartogensis, Martine; Palmer, Lee Anne; Rotstein, David; Carey, Lauren; Norris, Anne 

cc: DeLancey, Siobhan; Burkholder, William 

Sent: 7/6/2018 2:27:31 PM 

Subject: RE: Redacted complaint file for the DCM webposting 

Attachments: 2018-AVMA-VetLIRN DCM. pptx 

Fi Martine, eet 
Here are some updated slides you can pick from. I’m fine if you want to! B5 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

| Hi U.S. FOOD & DRUG 
ee ee 

  

From: Hartogensis, Martine 

Sent: Thursday, July 05, 2018 3:29 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 

Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Thank you so very much Lee Anne! Looks like the advisory is going out early next week, so this may be perfect 

timing J 

From: Palmer, Lee Anne 

Sent: Thursday, July 05, 2018 2:59 PM 

To: Hartogensis, Martine <Martine,Hartogensis@fda.nhs.gov>; Jones, Jennifer L 

<Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David Rotstein@fda.hnis.gov>; Carey, Lauren 

<Lauren.Carey@fda. hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Sicbhan,Delancey@fda.hhs.gov>: Burkholder, William 

<VWilliam, Burkholder@fda nhis.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

  

    
  

Thanks, Lee Anne 

From: Palmer, Lee Anne 

Sent: Thursday, July 5, 2018 1:50 PM 

To: Hartogensis, Martine <Martine Hartogensis@fda.nhs.gov>; Jones, Jennifer L 

<Jennifer,Jones@fda.hhs.gov>; Rotstein, David <David,Rotstein@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda. hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 
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Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>; Burkholder, William 

<VWilliam Burkholder@fda nhis.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hello — back from Monday and Tuesday leave and working my way through emails. To answer these 2 

questions: 

B5 
  

    
  

Martine 

Hi Jen and Dave, 
  

BS Looks like Lee Anne and Lauren are both out. so I’m hoping you can help: 
  

BS     
  

Thanks, 

Anne 

  

    
  

Please ask me questions you have if | haven’t made sense. 

Thanks, Lee Anne 

From: Hartogensis, Martine 

Sent: Thursday, July 5, 2018 10:00 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hns.gov>; Carey, 

Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hnhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.htis.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>; Burkholder, William 

<William. Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Awesome! Thank you Jen!! 

Martine 

From: Jones, Jennifer L 

Sent: Thursday, July 05, 2018 7:02 AM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Rotstein, David <David.Rotstein@ida.hhs.gov>; 

Carey, Lauren <L.auren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.nhis.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.his.gov> 
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Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>; Burkholder, William 

<William.   Burkholder@fda,hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

  

It's possible we are; 
  

    

BS 
Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

DUS PCG Mle CHE Gh 
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From: Hartogensis, Martine 

Sent: Tuesday, July 03, 2018 4:13 PM 

To: Jones, Jennifer L <Jennifer,Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hns.gov>;   Carey, 

Lauren <|Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.htis.gov>;   Palmer, Lee Anne 

<LeeAnne,Palmer@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan, Delancey@fda.hhs.qov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hi Jen, 

  

B5 
 

This is excellent work! 
 

  

      

BS 
Thanks again for all the excellent work! 

Martine 

From: Jones, Jennifer L 

Sent: Tuesday, July 03, 2018 2:03 PM 

To: Rotstein, David <David,Rotstein@fda.hns.gov>; Carey, Lauren <Lauren,Carey@tda,.hhs.qev>; Hartogensis, 

Martine <Martine,Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne,Palmer@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan, Delancey@fda.hhs.qov> 

Subject: RE: Redacted complaint file for the DCM webposting 

  

      

hittos: //academic.oup.com/in/article/131/2/276/4687012 
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Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
“a 
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From: Rotstein, David 

Sent: Tuesday, July 03, 2018 8:26 AM 

To: Jones, Jennifer L <Jennifer,Jones@fda.hs,qgov>; Carey, Lauren <lL.auren,Carey@fda.hihs.qov>:; 

Hartogensis, Martine <Martine Hartogensis@fda.hns.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne,.Palmer@fda. hhs.qov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 

  

From: Jones, Jennifer L <Jennifer   Jones@tda hhs gov> 

Date: July 3, 2018 at 8:19:29 AM EDT 

To: Carey, Lauren <Lauren.Carey(@fda.hhs.   gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs   gov>, 

Norris, Anne <Anne.Norris@fda.hhs.gov>,   Rotstein, David <David.Rotstein@tda.hhs   gov>, Palmer, Lee Anne 

<LeeAnne   Palmer@tda. hhs gov> 

Ce: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.   gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

BS 
  

      

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Carey, Lauren 

Sent: Monday, July 02, 2018 5:59 PM 

To: Hartogensis, Martine <Martine,   Hartogensis@fda.nhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; 
  

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David. Rotstein@fda. hhis.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 

  

  
BS 

    

Thanks, 

Lauren 

From: Hartogensis, Martine 

Sent: Monday, July 02, 2018 5:28 PM 

To: Norris, Anne <Arine.Norris@fda.his.gov>; Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>; Rotstein, 
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David <David.Rotstein@fda.hns.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.nhs.gov>;   Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>   

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gqov> 

Subject: RE: Redacted complaint file for the DCM webposting 
  

BS 
    

Martine 

From: Norris, Anne 

Sent: Monday, July 02, 2018 3:57 PM 

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hihs.gov>;   Palmer, 

Lee Anne <LeeAnne,Palmer@fda.hhis.gov>; Carey, Lauren <Lauren,Carey@ida.hins gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>; Hartogensis, Martine 

<MVartine. Hartogensis@fda.hhns.qov> 

Subject: FW: Redacted complaint file for the DCM webposting 

Importance: High 

Hi Jen and Dave, 

  

_Looks like Lee Anne and Lauren are both out, so I’m hoping you can help! B5 
  

BS 
    

Thanks, 

Anne 

From: Palmer, Lee Anne 

Sent: Friday, June 15, 2018 8:51 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Sicbhan,Delancey@fda.hhs.gov>;   

Hartogensis, Martine <Martine.Hartogensis@ fda. hhs.gov> 

Subject: Redacted complaint file for the DCM webposting 

Hi — all set with the complaint file. | hope to have a last look today at the DCM piece. Hopefully this AM, but may 

creep into the afternoon at this point... 

Thanks! 

Lee Anne 

Lee Anne MV. Palmer, VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 

OSC, Division of Veterinary Product Safety 

U.S. Food and Drug Administration 

Tel: 240-402-5767 

| U.S. FOOD & DRUG 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073- 
MHARTOGE> 

To: Jones, Jennifer L; Palmer, Lee Anne; Rotstein, David; Carey, Lauren; Norris, Anne 

cc: DeLancey, Siobhan; Burkholder, William 

Sent: 7/6/2018 5:14:43 PM 

Subject: RE: Redacted complaint file for the DCM webposting 

These are excellent! Thank you so much Jen and | think they will work well with Lee Anne’s slides very nicely! 

Should be an interesting session! 

Martine 

From: Jones, Jennifer L 

Sent: Friday, July 06, 2018 10:28 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine,   

Here are some updated slides you can pick from. I’m fine if you want to | B5 
      

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Hartogensis, Martine 

Sent: Thursday, July 05, 2018 3:29 PM 

To: Palmer, Lee Anne <|.eeAnne.Palmer@fda.hs.gov>; Jones, Jennifer L <Jennifer   Jones@fda.nris.gov>; 

Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <lL.auren.Carey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs,gov> 

Cc: DeLancey, Siobhan <Siebhan.Delancey@fda.hns.gov>; Burkholder, William 

<William, Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Thank you so very much Lee Anne! Looks like the advisory is going out early next week, so this may be perfect 

timing J 

From: Palmer, Lee Anne 

Sent: Thursday, July 05, 2018 2:59 PM 

To: Hartogensis, Martine <Martine,Hartogensis@fda.nhs.gov>; Jones, Jennifer L 

<Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David Rotstein@fda nis. gov>; Carey, Lauren 

<Lauren.Carey@fda. hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>; Burkholder, William 

<VWilliam, Burkholder@fda nhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Martine — if any of these slides are useful for your talk, please use them. They’re part of what | put together for 
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Thanks, Lee Anne 

From: Palmer, Lee Anne 

Sent: Thursday, July 5, 2018 1:50 PM 

To: Hartogensis, Martine <Martine.   Hartogensis@fda.nhs.gov>; Jones, Jennifer L 

<Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhis.gov>;   Carey, Lauren 

<L_auren.Carev@ fda. hhs.gov>; Norris, Anne <Anne,Norris@fda.hhs.gqov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>;   Burkholder, William 

<William. Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hello — back from Monday and Tuesday leave and working my way through emails. To answer these 2 

questions: 

B5 
  

      

Martine 

Hi Jen and Dave, 

  

BS 
    
  

Thanks, 

Anne 

  

      

  

Please ask me questions you have if | haven’t made sense. 

Thanks, Lee Anne 

From: Hartogensis, Martine 

Sent: Thursday, July 5, 2018 10:00 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hns.gov>; Carey, 

Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.nhs.gov>;   Palmer, Lee Anne 
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<LeeArine.Palmer@fda.hhs.qov>   

Cc: DeLancey, Siobhan <Sicbhan,.Delancey@fda.hhs.gov>.   Burkholder, William 

<VWilliam   Burkholder@fda nhis.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Awesome! Thank you Jen!! 

Martine 

From: Jones, Jennifer L 

Sent: Thursday, July 05, 2018 7:02 AM 

To: Hartogensis, Martine <Martine.   Hartogensis@fda.hins.gov>; Rotstein, David <David.Rotstein@fda.nhs.gov>;   

Carey, Lauren <l.auren,Carey@fda.hhs.qov>;   Norris, Anne <Anne.Norris@fda.hhs.gov>;   Palmer, Lee Anne 

<LeeAnne,Palmer@ida hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>;   Burkholder, William 

<William.   Burkholder@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

BS 
  

eee 
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Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

NUS. FOOD & DRUG en 
5s Me A he EG 
     

  

From: Hartogensis, Martine 

Sent: Tuesday, July 03, 2018 4:13 PM 

To: Jones, Jennifer L <Jennifer,Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hns.gov>; Carey, 

Lauren <|Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.htis.gov>; Palmer, Lee Anne 

<LeeAnne,Palmer@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.qov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hi Jen, 

  

This is excellent work! B5 
   

BS 
   

      
Thanks again for all the excellent work! 

Martine 

From: Jones, Jennifer L 

Sent: Tuesday, July 03, 2018 2:03 PM 

To: Rotstein, David <David Rotstein@fda tihis.gov>; Carey, Lauren <l,auren, Carey@fda.htis.gov>; Hartogensis, 

Martine <Martine,Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne 
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<LeeArine.Palmer@fda.hhs.qov>   

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>   

Subject: RE: Redacted complaint file for the DCM webposting 

  

| updated the slide deck with a summary from some great articles |   BS 
  

BS 
      
httos://academic.oup.corm/jn/article/13 1/2/276/4687012 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Rotstein, David 

Sent: Tuesday, July 03, 2018 8:26 AM 

To: Jones, Jennifer L <Jennifer,Jones@fda.nhs.gov>;   Carey, Lauren <L.auren.Carey@ida.hhs.gov>; 

Hartogensis, Martine <Martine   Hartogensis@fda.hns.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda hhis.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 

From: Jones, Jennifer L <Jennifer   Jones@tda.hhs. gov> 

Date: July 3, 2018 at 8:19:29 AM EDT 

To: Carey, Lauren <Lauren,Carey@fda.hhs   gov>, Hartogensis, Martine <Martine   Hartogensis@fda.hhs gov>, 

Norris, Anne <Anne.Norris@fda.hhs.gov>,   Rotstein, David <David.Rotstein@tda.hhs   gov>, Palmer, Lee Anne 

<LeeAnne   Palmer@tda hhs gov> 

Ce: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>   

Subject: RE: Redacted complaint file for the DCM webposting 

  

  
BS 

    

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

a 
MS Sle 2 Mo EE PT he      

ec 

From: Carey, Lauren 

Sent: Monday, July 02, 2018 5:59 PM 

To: Hartogensis, Martine <Martine.   Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>;   

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;   Rotstein, David <David.Rotstein@fda.   hhis.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.   hhs.gov> 

FDA-CVM-FOIA-2019-1704-003762



Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 

  

BS 
    

‘Thanks. 

Lauren 

From: Hartogensis, Martine 

Sent: Monday, July 02, 2018 5:28 PM 

To: Norris, Anne <Arine,Norris@fda hns.gov>; Jones, Jennifer L <Jennifer,Jones@fda hhs.gov>; Rotstein, 

David <David.Rotstein@fda.hns.gov>;   Palmer, Lee Anne <LeeAnne.Palmer@fda.nhs.gov>;   Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>   

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Redacted complaint file for the DCM webposting 
  

  
BS 

  
  

Martine 

From: Norris, Anne 

Sent: Monday, July 02, 2018 3:57 PM 

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hihns.gov>;   Palmer, 

Lee Anne <LeeAnne,Palmer@fda.hhis.gov>; Carey, Lauren <Lauren,Carey@ida.hins gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hns.gov>; Hartogensis, Martine 

<MVartine.   Hartogensis@fda.hhns.qov> 

Subject: FW: Redacted complaint file for the DCM webposting 

Importance: High 

Hi Jen and Dave, 

  

Looks like Lee Anne and Lauren are both out, so I’m hoping you can help B5 
    

BS 
      
Thanks, 

Anne 

From: Palmer, Lee Anne 

Sent: Friday, June 15, 2018 8:51 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gqov>;   DeLancey, Siobhan <Sicbhan,Delancey@fda.hhs.gov>;   

Hartogensis, Martine <Martine.Hartogensis@fda,hhs.gov> 

Subject: Redacted complaint file for the DCM webposting 

Hi — all set with the complaint file. | hope to have a last look today at the DCM piece. Hopefully this AM, but may 

creep into the afternoon at this point... 

Thanks! 

Lee Anne 

Lee Anne MV. Palmer, VMD, MPH 
Team Leader HFV-242, Supervisory VMO 
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Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

1111111:1 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 

To: Jones, Jennifer L 

Sent: 11/18/2018 8:25:14 PM 
Subject: FW: JAVMA Manuscript (18-08-0453) 
Attachments: 18-08-0453 _COM.pdf 

Hi Jen pene -. 

Please see attached. | got permission fror: B6 to share this with you for internal use only. The 
  

planned publication date is Dec 1. 

Kind regards, 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary Nutritionist! 
Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www, petfoodology.or 

From: Julie McLearen <JMcLearen@avma.org> 

Sent: Friday, November 16, 2018 5:25 PM 

To: Freeman, Lisa <lisa.freeman@tufts.edu> 

Subject: FW: JAVMA Manuscript (18-08-0453) 

Hi Dr. Freeman, 

The final PDF is attached. 

Kind Regards, 

Julie 

Julie L. McLearen 
Senior Production Coordinator | Publications 

American Veterinary Medical Association 

“ AVMA 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: ‘Freeman, Lisa’ 

Sent: 11/19/2018 3:39:08 PM 

Subject: RE: checking in 

Thank you again, Lisa. | hope you have a nice Thanksgiving holiday. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

i U.S. FOOD & DRUG 
ACCOR ATT CY 

  

From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 

Sent: Friday, November 16, 2018 4:24 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Subject: RE: checking in 

Hi Jen 

Let me get the final copy from JAVMA and I'll send that to you asap 

Thanks and have a great weekend 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary Nutritionist™ 
Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 

From: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> 

Sent: Thursday, November 15, 2018 10:58 AM 

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu> 

Ce: adind@ufl.edu 

Subject: RE: checking in 

Great! | sent a calendar appointment. Please forward as necessary. 

Would you be willing to forward me a copy of the DCM article for JAVMA? I’d like to share it with our 

communication team. They may get some inquiries after it’s release, and it would help them prepare. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

   ae ae 

From: Darcy Adin <dbadin@ncsu.edu> 

Sent: Thursday, November 15, 2018 8:01 AM 

To: Freeman, Lisa <Lisa.Freeman@tufts.edu> 

Cc: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; adind@ufl.edu 
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Subject: Re: checking in 

Hi Jennifer,   

Based on Lisa’s times, | could do the:   BS 

Thanks! 

Darcy 

On Nov 15, 2018, at 7:55 AM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote: 

  Hi_lean 

B5 
      
Thanks 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary Nutritionist™ 
Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 

From: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> 

Sent: Thursday, November 15, 2018 7:44 AM 

To: Darcy Adin <dbadin@ncsu.edu> 

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; adind@ufl.edu 

Subject: RE: checking in 

Good morning Darcy and Lisa, poorer eceeeeneeeny 

Yes, let’s plan for a meeting after Thanksgiving. When in early 5 ‘would work well for you? 
Thanks, Naveen eee eee   

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

  

<image001. png> 

From: Darcy Adin <dbadin@ncsu.edu> 

Sent: Wednesday, November 07, 2018 3:20 PM 

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.qov> 

Cc: Freeman, Lisa <lisa. freeman@tufts.edu>; adind@ufl.edu 

Subject: checking in 

Hi Jennifer, 

| hope you are doing well! | wanted to check in with you to let you know that | have changed affiliations and am 

now working at the University of Florida (my new email is adind@ufl.edu, copied above). 

Dr. Freeman and | wanted to check to see if your group be willing to have a follow up call regarding the dietary 

induced DCM issue? 

Thanks! 
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Darcy 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Adjunct Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 
919-513-6032 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYD IBOHF23SPDL T)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE 1-
ANNE. NORRIS> 

To: Carey, Lauren; Jones, Jennifer L; Delancey, Siobhan; Hartogensis, Martine; Burkholder, 
William; Rotstein, David; Palmer, Lee Anne; Peloquin, Sarah 

CC: Ceric, Olgica; Reimschuessel, Renate 
Sent: 12/10/2018 7:03:16 PM 
Subject: RE: FYI-DCM Article-FW: article 

S. T. wrote about the JA VMA paper: http://'truthaboutpetfood.com/ d iet--a ssociated--hea rt--d i sea se--i n--dog s-­
what-we--know / 

From: Carey, Lauren 
Sent: Monday, December 10, 2018 11 :38 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Reimschuessel, Renate 
< Renate. Reimschuessel@fda.hhs.gov> 
Subject: RE: FYI-DCM Article-FW: article 

Did they mention any diets? Just curious how much this matches our reported products. 

From: Jones, Jennifer L 
Sent: Friday, December 07, 2018 8:07 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 
<L.eeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Peloquin, Sarah 
<Sarah. Peloquin@:lfda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Reimschuessel, Renate 
< Renate. Heimschuessel@fda.hhs.gov> 
Subject: FYI-DCM Article-FW: article 

From Dr. Adin. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

11.~~-~;-~~~~~~~'.~-~~-~~-- • __ ,,;?"~~ 

From: ADIN,DARCY BRITTAIN <adi_nd@ufl.edu> 
Sent: Friday, December 07, 2018 7:49 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: article 

Hi Jen, 

Just thought I'd share out diet DCM paper from NCSU with you. It is available for sharing but won't be in the 
journal til 2019. 

It was great to talk this week and hear all the progress you've made! 
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Take care 
Darcy 

Darcy B. Adin, DVM, Diplomate ACVIM (Cardiology) 
Clinical Associate Professor, Cardiology 
University of Florida 
College of Veterinary Medicine 
PO Box 100136 
2015 SW 16th Ave 
Gainesville, FL 32608 
(352) 294-8606 
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From: ADIN,DARCY BRITTAIN <adind@ufl.edu> 
To: Jones, Jennifer L 

Sent: 12/7/2018 9:53:54 PM 

Subject: Re: article 

you too! 
  

From: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> 

Sent: Friday, December 7, 2018 8:05 AM 

To: ADIN,DARCY BRITTAIN 

Subject: RE: article 

Thank you, Darcy. I’ll share with our team here. | hope you have a happy holiday. 

Take care, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

i US. FOO & RvR UG 
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From: ADIN,DARCY BRITTAIN <adind@ufl.edu> 

Sent: Friday, December 07, 2018 7:49 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Subject: article 

Hi Jen, 

Just thought I’d share out diet DCM paper from NCSU with you. It is available for sharing but won’t be in the 

journal til 2019. 

It was great to talk this week and hear all the progress you've made! 

Take care 

Darcy 

Darcy B. Adin, DVM, Diplomate ACVIM (Cardiology) 

Clinical Associate Professor, Cardiology 

University of Florida 

College of Veterinary Medicine 

PO Box 100136 

2015 SW 16! Ave 
Gainesville, FL 32608 

(352) 294-8606 
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From: McDermott, Patrick </O=-EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=3D75459A 1C2A40B8B73B8B1484C8B850- 
PMCDERMO> 

To: Reimschuessel, Renate 

Sent: 7/11/2018 8:13:21 PM 

Subject: FW: For CVM Review: CVM Update for Canine DCM & GF Diets 

Not for sharing, but FYI. 

Pat 

From: Norris, Anne 

Sent: Wednesday, July 11, 2018 3:54 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; McDermott, Patrick 

<Patrick. McDermott@fda.hhs.gov> 

Subject: RE: For CVM Review: CVM Update for Canine DCM & GF Diets 

Hi Martine, 

  

  
BS 

  
  

Going to compare notes with Juli in case there are: 
  

B5 ibut 

don’t see any reason why we couldn't get these out tomorrow. 

Note that in the:   BS 
B5 iPlease let me 

know if you have any concerns. 

I’ll let you know when we have scheduled a time to publish. 

Thanks! 

Anne 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Solomon, Steven M; Forfa, Tracey; Moxley, Shera; Flynn, William T; Murphy, Jeanette; 
Hartogensis, Martine; Allen, Mary; Edwards, David; Conway, Charlotte; Jones, Jennifer L; 
Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Burkholder, William; Benton, Denise; 
Goddard, Kristina; Dewitt, Susan J; Alvey, Laura - CVM; Stamper, Carmela; Smith-Collier, 
Chandra E; Delancey, Siobhan 

Sent: 2/19/2019 3:07:09 PM 
Subject: Now live: DCM Investigation Update 
Attachments: DCM Plan_Feb2019.docx 

Good morning, 

The long-awaited investigative update about the potential link between certain diets and canine DCM is now 
live. Outreach may now begin (plan is attached). Social media and an email to our CVM subscribers will go out 
around 11 :00 am EST. 

Links: 
CVM Update: hUps://www.fda.oov/AniimallVe'leriinary/NewsE:.vents/CVMUpdates/ucm630991.htm 
Investigation home page: http://www.Jda..oov/AniimallVe'leriinary/NewsE:.vents/ucm630993 .. htm 
Vet-LI RN page: hUps://www. fda.. oov/ AniimallVeteriinary/SciienceHesearch/ucm630738 .. him 
Web Q&A: https://www.fda.gov/AniimallVe'leriinary/ll~esourcesforYou/AniimalllHeaUhL.ii'leracy/ucm616279.htm 

Thanks so much to everyone for their hard work and patience! And thank you on behalf of the people who will 
be emailing and calling who might be too preoccupied to express their gratitude. 

Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 

M:i B6 ! 
Anne:No(rls-@laaJlfis.gov 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Solomon, Steven M; Flynn, William T; Forfa, Tracey; Schell, Timothy; Jones, Jennifer L; Palmer, 
Lee Anne; Burkholder, William; Carey, Lauren; Delancey, Siobhan; Hartogensis, Martine; 
Murphy, Jeanette; Dewitt, Susan J; Cepeda, Sandra; Steinberg, Nadine; Rotstein, David; 
Moxley, Shera 

Sent: 5/29/2019 8:38:59 PM 
Subject: RE: Checkpoint on DCM 
Attachments: COMMSPLAN_DCM_Summer_2019.docx 

To help facilitate discussion, attached is the draft communications plan for the next DCM public update. Lee 
Anne, Lauren, and Jen will share some data points/high-level takeaways via WebEx tomorrow. 

-----Original Appointment----­
From: Solomon, Steven M 
Sent: Monday, May 20, 2019 10:36 AM 
To: Solomon, Steven M; Flynn, William T; Forfa, Tracey; Norris, Anne; Schell, Timothy; Jones, Jennifer L; 
Palmer, Lee Anne; Burkholder, William; Carey, Lauren 
Cc: Delancey, Siobhan; Hartogensis, Martine; Murphy, Jeanette; Dewitt, Susan J; Cepeda, Sandra; Steinberg, 
Nadine; Rotstein, David 
Subject: Checkpoint on DCM 
When: Thursday, May 30, 201912:00 PM-1:00 PM (UTC-05:00) Eastern Time (US & Canada). 
Where: CVM 7500 Conf E473 and WebEx 

Purpose: Discuss currently available DCM data, pending updates, and key messaging in forthcoming 
communications. 

Meeting materials forthcoming. 

Apologies for the lunchtime meeting, but schedules were tight . 

.--·-·-·-·-·-·-·-·-·-·-·-·-, JOIN WEBEX MEETING
Meeting number (access code): i 86 i 
Meeting password: i 86 r-·-·-·-·-·-·-·-·-·-·-·-·-·' 

i.·-·-·-·-·-·-·-·-·-·-·-·-· 

Join by phone 

+1-210-795-0506 US Toll 

+1-877-465-7975 US Toll Free 

Cilobal call i11 111..11nbe1rs I loll f1ree calli11q 1rest1·ictions 

Can't ioin the 1r1eeti11q7 

If you are a host, ~Jo here to view host information. 

IMPORTANT NOTICE: Please note that this Webex service allows audio and other information sent during the session to be recorded, which may be discoverable in a 

legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do 

not join the session. 
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A38741 32- 
SARAH.PELOQ> 

To: Jones, Jennifer L; Rotstein, David 

Sent: 6/12/2019 6:58:31 PM 
Subject: RE: DCM write-up for June Web Update 

One correction—| double checked and it should be “There ar 

  

B5 
    

evaluation.” 

FYI, these are the pending necropsy cases: 
  

  
B5, B6 

    

Sarah Peloquin, DVM 

Veterinary Medical Officer 

tel: 240-402-1218 

From: Peloquin, Sarah 

Sent: Wednesday, June 12, 2019 2:41 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 

Sorry for the delay—| added my changes in blue: 

  

    
  

Sarah Peloquin, DVM 

Veterinary Medical Officer 

tel: 240-402-1218 

From: Jones, Jennifer L 

Sent: Wednesday, June 12, 2019 2:10 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>   

Subject: RE: DCM write-up for June Web Update 

Excellent, thanks, Dave. I'll wait for Sarah P to reply to make sure our numbers are correct as of 5/31/2019. 

Jennifer Jones, DVM 

FDA-CVM-FOIA-2019-1704-003921



Veterinary Medical Officer 

Tel: 240-402-5421 

oe U.S, FOCI & CRUG 
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From: Rotstein, David 

Sent: Wednesday, June 12, 2019 10:19 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; 

Hodges, April <April Hodges@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 

Works for me! 

Thank you! 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david. rotstein@fda.hhs. gov. 

From: Jones, Jennifer L 

Sent: Wednesday, June 12, 2019 10:18 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Hodges, 
  

April <April. Hodges@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 

This looks great, Dave. I’m just going to change the date to 
  

B5 ! Does that still work? 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 | 

IV U.S. FOOD & DRUG 
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From: Rotstein, David 

Sent: Wednesday, June 12, 2019 10:05 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; 

Hodges, April <April.   Hodges@fda.hhs.qov> 

Subject: RE: DCM write-up for June Web Update 

Jen, 

Please see below. 

FDA-CVM-FOIA-2019-1704-003922



| didn’t put hard numbers in there given tha   
helpful. 

  

B5 .
    

 | can add those if you think it would be 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david. rotstein@fda.hhs. gov. 

From: Jones, Jennifer L 

Sent: Wednesday, June 12, 2019 7:21 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.qgov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.qov> 

Subject: DCM write-up for June Web Update 

Importance: High 

Good morning team, 

Could you please write-up a summary of the findings we would like to make public for DCM necropsies? This 

will be part of the technical Vet-LIRN update. The information will build on this paragraph: 
  

      

  

Can you get this to me by noon Thursday? | told comm’s I’d have the update complete by COB Thursday. 

Thank you : ) 

Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 
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new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jennifer jones@fda hhs.gov 

Web: hitto://www.fda.cov/AnimalVeterinary/ScienceResearch/ucm247334 him 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Norris, Anne 
CC: Peloquin, Sarah 
Sent: 6/13/20191:31:11 PM 
Subject: RE: Vet-LIRN Update on DCM 

Good morning Anne, 
I finished with the Vet-LI RN updates, and they're ready for your team. 
Please let me know if you want to meet ahead of tomorrow's meeting to discuss the content. 
Thanks again, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Wednesday, June 05, 2019 9:38 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thank you:) 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:37 AM 
To: Jones, Jennifer L <Jenniifer.Jones@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Sure, no problem at all. Thank you and enj~
i ! 

 86 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

From: Jones, Jennifer L 
Sent: Wednesday, June 5, 2019 9:33 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thanks, Anne. I'll take a look and work on the updates.: 86 i 
Can I get it to you by COB Thursday? '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

FDA-CVM-FOIA-2019-1704-003925 

From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:23 AM 



To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov> 
Subject: Vet-LIRN Update on DCM 

Hi Jen, 

Wanted to circle back after Dr. Solomon's DCM briefing. You did a great job! I think he has a much better 
appreciation for where things stand now. 

I mocked up a new document for the June DCM Vet-LI RN Update using the last Vet LI RN-Update as the basis 
and thought you could edit/add/subtract as you wish. 

Draft ...... Vet .. 11 .... IIRN DCM Update for June 2019 

Happy to discuss/help however I can, please let me know! If at all possible, I think we'd like to have drafts ready 
to share with the group by the middle of next week. Is that workable for you? 

Thanks! 
Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 

! B6 i 
'-·Anne. Norris@fda.'hhs.gov 

D 

D 
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From: Jones, Jennifer L <iO=EXCHANGEL.ABSiOU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=R ECIPIENTSiCN=0F6CA 12EAA9348959A4CBB1 E829AF244-
JENNIFER.JO> 

To: Norris, Anne 
CC: Peloquin. Sarah 
Sent: 6/13/2019 2:03: 15 PM 
Subject: RE: Vet-LIRN Update on DCM 

Thanks. Anne.! 85 
time. ; 
We don't need to meet unles{__~_~__B_5_______~i In that case, I'm free loday until 3. 
Otherwise. we can just chat tomorrow with the group. 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

m ll.!S. fDi;ll :/, 1:.RU~ ,;•·.::,Joi;:<-. 
••••:•11•1:i.•1t"'Yof,t• ~ 

From: Norris. Anne 
Sent: Thursday, June 13, 2019 949 AM 
To: Jones. Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Peloquin. Sarah <Sarah.Peloquin@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

,Ihaoks__l/.o.U:re.th.e.bastL.lust.ooe..staLLneed.f.or:.tba..comms..thatJ.d.onl.sea.~n there 1 B5! B5 ! l·-------~ 
~·-·----------- -------- ----·-·-·-------J 
I'll give this a read through, but I think it's in great shape for tomorrow. If you'd like to talk it through before then. 
happy to do that. 

From: Jones. Jennifer L 
Sent: Thursday, June 13, 2019 9:31 AM 
To: Norris, Anne <Arne ~,cr··ic,i1l;foa r-t·s go·-1> 
Cc: Peloquin. Sarah <Sarat·.PekK:Jh@fdci -;--1:;.qnv> 
Subject: RE: Vet-LIRN Update on DCM 

Good morning Anne. 
I finished with the Vet-LI RN updates, and they're ready for your team. 
Please let me know if you want to meet ahead of tomorrow's meeting to discuss the content. 
Thanks again, 
Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

'-i•· 
..::_-~~---•~. 

From: Jones. Jennifer L 
Sent: Wednesday. June 05, 2019 9:38 AM 
To: Norris. Anne <Arne i,0r-'is@_f;;;, t·t·1; :J(,•,;> 

Subject: RE: Vet-LIRN Update on DCM 

Thank you:) 

FDA-CVM-FOIA-2019-1704-003927 

https://l/.o.U:re.th.e.bastL.lust.ooe..staLLneed.f.or


Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris Anne 
Sent: Wednesday. June 05, 2019 9:37 AM 
To: Jones. Jennifer L <J~nr1ift.1r.• lor·es(E 'd.i. -hs. aov> 
Subject: RE Vet-LIRN Update on DCM 

,·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-- --·-·-·-·-·-·-·-·-·-·-·-·-·-. 

Sure, no problem at all.[ ____·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--B-6 --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·I 

From: Jones, Jennifer L 
Sent: Wednesday, June 5, 2019 9:33 AM 
To: Norris, Anne <t~:::of:!..!:,.9.Ii.~.@.'.;,;1;.,._:::!:t§,.gQ;L> 
Subject: RE: Vet-LIRN Update on DCM 

,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . ' 

Thanks. Anne. I'll take a look and work on the updates!..__________________________ 86_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
Can I get it to you by COB Thursday? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

.

....!~-~·~·-?-
...,._ 

From: Norris Anne 
Sent: Wednesday, June 05, 2019 9:23 AM 
To: Jones, Jennifer L <.Jennifer.Jm·csC:1;\h,i.~hs. go:~> 
Subject: Vet-LIRN Update on DCM 

Hi Jen, 

Wanted to circle back after Dr. Solomon's DCM briefing. You did a great job! I think he has a much better 
appreciation for where things stand now. 

I mocked up a new document for the June DCM Vet-LIRN Update using the last Vet LIRN-Update as the basis 
and thought you could edit/addisubtract as you wish. 

Happy to discuss/help however I can, please let me know~ If at all possible, I think we'd like to have drafts ready 
to share with the group by the middle of next week. Is that workable for you? 

Thanks! 
Anne 

Office of the Director 
Center for Veterinary Me<licine 
U.S. Food & Drug Administration 
0: 240-402-0132 

L-·-·-·····-B6·-·-·-····· i
Anne.Norri~@t1a. l1hS.illJV 

FDA-CVM-FOIA-2019-1704-003928 
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From: Norris Anne </O=EXCHANGELABSiOU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDI BOHF23SPDLT)/CN=REC IP IENTSJCN=891982B43D804C93965 55BAF36C73DE1 -
ANNE.NORRIS> 

To: Jones, Jennifer L 
CC: Peloquin, Sarah 
Sent: 6/13f2019 2:41 :29 PM 
Subject: RE: Vet-LIRN Update on DCM 

Thanks! Sounds good. Tracey just asked me to reschedule tomorrow's meeting for early next week. 111 still send 
around the comms docs links for people to start reviewing in the interim. 

From: Jones, Jennifer L 
Sent: Thursday, June 13, 2019 10:03 AM 
To: Norris Anne <Anne.Norris@fda.hhs.gov> 
Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thanks, Annej B5 ; 
time. '··-·······-·····-·-·····-·····-·-·:::·.:::::.:::::::·.:::::.:::::::·.:::::.:::::::.:::::::·.:::::.:::::::·.:::::.:::::::·.:::::.::-·····-·-·····-·······-·····-·······-·····-·-·····-·····-·-·····-·······-·····-·······-····· 
We don't need to meet unlessi B5 i In that case, Im free today until 3. 
Otherwise. we can just chat to'liforfowVJiffilne·groUp~·---···-···--.. --.---' 

Jennife1 Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Thursday. June 13. 2019 9:49 AM 
To: Jones, Jennifer L <l~n.:.:!fer .Jo ·cs@f~.il.N.::i..9£):e 
Cc: Peloquin, Sarah <S~~rat·_. Pelot·uin@f~~JL~.?.,.9.\,X> 
Subject: RE: Vet-LIRN Update on DCM 

! ' 
,..._Thar1k.~...1mu'.tP. .. the.hA~lL.lud.noP...si.af . .L.n,r;,P.r.Ltnr:.tb.e.r..omms...tbat..L.don'L!;Q,e.Io...tl:\ere B 5 !' i 85 ! ,__,. __ ··--·---- --- ·------- .--· 
;..................................................................................................................................................................................., 

I'll give this a read through, but I think it's in great shape for tomorrow. If you'd like to talk it through before then. 
happy to do that. 

From: Jones, Jennifer L 
Sent: Thursday, June 13. 2019 9:31 AM 
To: Norris. Anne <Arn,, r\orris(1;fd<l. ··!liJ;py> 
Cc: Peloquin, Sarah <S<J.rat·,_Pel_ocLIin;x fclaJ1h~,.Q£1e 
Subject: RE: Vet-LIRN Update on DCM 

Good morning Anne, 
I finished with the Vet-LI RN updates and they're ready for your te.::im. 
Please let me know if you want 1-::> meet ahead of tomorrow's meeting to discuss the content. 
Thanks again, 
Jen 

Je11nife1 Jones, DVM 
Veterina1y Medical Officer 
Tel: 240-402-5421 

FDA-CVM-FOIA-2019-1704-003930 



From: Jones. Jennifer L 
Sent: Wednesday. June 05, 2019 9:38 AM 
To: Norris, Anne <Arne i,()r-i~i1'tf.:a t-l'!:> g9'i> 
Subject: RE: Vet-LIRN Update on DCM 

Thank you:) 

Jennifer Jones. DVM 
Vete.-inary Medical Officer 
Tel: 240-402-5421 

From: Norris. Anne 
Sent: Wednesday. June 05, 2019 9:37 AM 
To: Jones. Jennifer L <J.:.i-i· fer Jones@fJ<i.hl's.,.cv> 
Subject: RE: Vet-LIRN Update on DCM 

~-----------------···········, 
Sure, no problem at all. 1 B6 ______ .! 
From: Jones. Jennifer L 
Sent: Wednesday. June 5. 2019 9:33 AM 
To: Norris, Anne <f~C.IJ~l).!d!'.:l!'£tf.:a t·t·!:> go\/> 
Subject: RE: Vet-LIRN Update on DCM 

Thanks. Anne. I'll take a look and work on the updates. i 
Can 

B6I get it to you by COB Thursday? L ........______ 

Jenni fer JonE>s. DVM 
Veterinary Merliml Officer 
Tel: 240-402-5421 

.."'. 
..:':,--~~!'--

From: Norris. Anne 
Sent Wednesday, June 05, 2019 9:23 AM 
To: Jones. Jennifer L <JfJrr fer JC;nes>f.'l)ida.ht-s.::;C;v> 
Subject: Vet-LIRN Update on DCM 

Hi Jen, 

Wanted to circle back after Dr. Solomon's DCM briefing. You did a great job! I think he has a much better 
appreciation for where things stand now. 

I mocked up a new document for the June DCM Vet-LI RN Update using the last Vet LIRN-Update as the basis 
and thought you could edit/add/subtract as you wish. 

Happy to discuss/help however I can. please let me know! If at all possible. I think we'd like to have drafts ready 
to share with the group by the middle of next week. Is that workable for you? 

Thanks! 

FDA-CVM-FOIA-2019-1704-003931 

mailto:Jones@fJ<i.hl's.,.cv


Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 

L._.- _- _-_-.:_es_·_- __-__-__-___l_ 

D m 
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=8607F880DF2B494AA639E6D9A387 4132-
SARAH .PELOQ> 

To: Jones, Jennifer L 
Sent: 6/13/2019 3:31 :42 PM 
Subject: RE: DCM write-up for June Web Update 

The rest of the numbers shouldn't change, but--

As of April 30, 2019: 'There iid, 85 i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B5,B6 
Sarah Peloquin, DVM 
Veterinary Medical Officer 
tel: 240-402-1218 

From: Peloquin, Sarah 
Sent: Wednesday, June 12, 2019 2:59 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: RE: DCM write-up for June Web Update 

arJ 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

One correction-I double checked and it should be 
i 

85 ! 
! 

j_-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

B5,B6 
Sarah Peloquin, DVM 
Veterinary Medical Officer 
tel: 240-402-1218 

From: Peloquin, Sarah 
Sent: Wednesday, June 12, 2019 2:41 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: RE: DCM write-up for June Web Update 

Sorry for the delay-I added my changes in blue: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

;

85 
; 

; 
; 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

I 
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85 
Sarah Peloquin, DVM 
Veterinary Medical Officer 
tel: 240-402-1218 

From: Jones, Jennifer L 
Sent: Wednesday, June 12, 2019 2:10 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov> 
Subject: RE: DCM write-up for June Web Update 

Excellent, thanks, Dave. I'll wait for Sarah P to reply to make sure our numbers are correct as of 5/31/2019. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U.S. FOOD& DRUG 

From: Rotstein, David 
Sent: Wednesday, June 12, 2019 10:19 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>; 
Hodges, April <April. Hodges@fda.hhs.gov> 
Subject: RE: DCM write-up for June Web Update 

Works for me! 

Thank you! 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 

,-7519 Standish. Place, 

! 86 i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

D 10 

D C 
This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Jones, Jennifer L 
Sent: Wednesday, June 12, 2019 10:18 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Hodges, 
April <April.Hodges@fda.hhs.gov> 
Subject: RE: DCM write-up for June Web Update 

This looks great, Dave. I'm just going to change the d[ 85 i Does that still work? 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U..S .. FOOD& DRUG 

From: Rotstein, David 
Sent: Wednesday, June 12, 2019 10:05 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; 
Hodges, April <April. Hodges@fda. hhs.qov> 
Subject: RE: DCM write-up for June Web Update 

Jen, 
Please see below. 

I didn't put hard numbers in there given 1 85 js. I can add those if you think it would be 
he I pfu I. ;-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

r-·-·-·-·-·-·-·-·-·-as·-·-·-·-·-·-·-·-·-! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Cl IIH 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@JdaJ1 ~1 s.gov. 

From: Jones, Jennifer L 
Sent: Wednesday, June 12, 2019 7:21 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov> 
Subject: DCM write-up for June Web Update 
Importance: High 

Good morning team, 
Could you please write-up a summary of the findings we would like to make public for DCM necropsies? This 
will be part of the technical Vet-LI RN update. The information will build on this paragraph: 

FDA-CVM-FOIA-2019-1704-003935 
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I 
----·········································································----·················· 

85 
Can you get this to me by noon Thursday? I told comm's I'd have the update complete by COB Thursday. 
Thank you:) 
Jen 

JennfferL.A.Jones,DVM 
Veterinar~ Medk:al C·'licer 
U ..3. Food e~ Drug .'-dmini&trati,Jn 
Gemer for Veterina rv Medicine 
Offi<:e of Res~arch 
V~terinc11y Lob<•rnf•;;•r)' lnve$tigtHi<•n ~nd Rasponi>e Met,.:...·ork •:Ve:-LIRN~, 
e401 Muirkirk Read. G704 
Laurel, Mar11an<1 :icm,a 
n@•.v b~I: 240-102-5421 
fa,: 3·J1·210·4685 

FDA•CVM•FOIA•2019•1704•003936 



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA 12EAA9348959A4CBB1 E829AF244-
JENNIFER.JO> 

To: Norris, Anne 
CC: Peloquin, Sarah 
Sent: 6/13/2019 2:03:15 PM 
Subject: RE: Vet-LIRN Update on DCM 

Thanks, Anne.! 85 i 
time. L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.!.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
We don't need to meet unless!_________________________________________ ~?_________________________________________ ]In that case, I'm free today until 3. 
Otherwise, we can just chat tomorrow with the group. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 ' - . 
II U.S. FOOD & DRUG r:: . . I 

ADMINISTRATION j ••• .,..- .r·. ~ - -~

From: Norris, Anne 
Sent: Thursday, June 13, 2019 9:49 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.
' ' 

r1ha.ok.s__ y_o_u~re-1he_.b.es.tL.J.us.t..ooa.s.tal.l.nead.JnLihfLComms..tb.at.Ld.on'.Ls.e.e_j;n there~ 85 i
i B 5 ! L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-..,.,....,....,....,....,....,....,...., . 

I'll give this a read through, but I think it's in great shape for tomorrow. If you'd like to talk it through before then, 
happy to do that. 

From: Jones, Jennifer L 
Sent: Thursday, June 13, 2019 9:31 AM 
To: Norris, Anne <Anne. Norris@fda.hhs.gov> 
Cc: Peloquin, Sarah <Sarah.Peloquin@fda. hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Good morning Anne, 
I finished with the Vet-LI RN updates, and they're ready for your team. 
Please let me know if you want to meet ahead of tomorrow's meeting to discuss the content. 
Thanks again, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

II ~;~~N~R~~I! DRUG--~~-t;.~· 

From: Jones, Jennifer L 
Sent: Wednesday, June 05, 2019 9:38 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thank you:) 

FDA-CVM-FOIA-2019-1704-003927 



Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

IIU.S. FOOD & DRUG ..; .;:J 
AD MINI S TRA TION ' .. _,... .,. ...e·.. -.._ .. : 

From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:37 AM 
To: Jones, Jennifer L <Jennifer.Jones@-fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Sure, no pr obi em at al1.!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

From: Jones, Jennifer L 
Sent: Wednesday, June 5, 2019 9:33 AM 
To: Norris, Anne <Anne. Norris@-fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thanks, Anne. I' 11 take a look and work on the updates l___·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Can I get it to you by COB Thursday? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

II ~~~;Nfs~~~,! DRU8 ..~!'.:!~ 
From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:23 AM 
To: Jones, Jennifer L <Jenni-fer.Jones@-fda.hhs.gov> 
Subject: Vet-LIRN Update on DCM 

Hi Jen, 

Wanted to circle back after Dr. Solomon's DCM briefing. You did a great job! I think he has a much better 
appreciation for where things stand now. 

I mocked up a new document for the June DCM Vet-LI RN Update using the last Vet LI RN-Update as the basis 
and thought you could edit/add/subtract as you wish. 

Draft•·····•Vet•·LIHN DCM Update-for June2019 

Happy to discuss/help however I can, please let me know! If at all possible, I think we'd like to have drafts ready 
to share with the group by the middle of next week. Is that workable for you? 

Thanks! 
Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 

L~~~~~~~~~~~ ss ~~~~~~~~~~~- ! 
Anne. Norris@fda.hhs.gov 

FDA-CVM-FOIA-2019-1704-003928 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Jones, Jennifer L 
Sent: 6/13/2019 4:43:51 PM 
Subject: RE: Vet-LIRN Update on DCM 

TY! 

From: Jones, Jennifer L 
Sent: Thursday, June 13, 2019 12:34 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Yes, correct. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Thursday, June 13, 2019 12:22 PM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

Sorry, and l,____________________________________________________________ B5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

From: Jones, Jennifer L 
Sent: Thursday, June 13, 201911:37 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov> 
Cc: Peloquin, Sarah <Sarah .. Pelloquiin@fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

Done:) 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Thursday, June 13, 201911:17 AM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov> 
Cc: Peloquin, Sarah <Sarat1.Pelloquiin~fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
Shoot, sorry I spoke too soon.! 85 ! 

i,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,_,j 

B5 
FDA-CVM-FOIA-2019-1704-003940 



Sorry about that, I wish I could pull the numbers myself without having to bother you again! 

From: Norris, Anne 
Sent: Thursday, June 13, 2019 10:41 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Peloquin, Sarah <Sarah.Peloquin@fda. hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thanks! Sounds good. Tracey just asked me to reschedule tomorrow's meeting for early next week. I'll still send 
around the comms docs links for people to start reviewing in the interim. 

From: Jones, Jennifer L 
Sent: Thursday, June 13, 2019 10:03 AM 
To: Norris, Anne <Anne. Norris@fda.hhs.gov> 
Cc: Peloquin, Sarah <Sarah.Peloquin@fda. hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

! 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i !;
i 

85 
! 

Lwe-·c1o·ri~i·r1ee-<Tto--m-eet·-u·riTessr·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-ss·------------------------------------- f(n--thai"-case:-Fm-·tree-·toeiay-·u-nfiT3:-·-·_i 
Otherwise, we can just chat tohiorrowWitfi-U'1ef"gT6up:-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U.S. FOOD & DRUG 
1t,,C,M I. Nt$U: A f fl) ~ 

From: Norris, Anne 
Sent: Thursday, June 13, 2019 9:49 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Peloquin, Sarah <Sarah.Peloguin@fda. hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

r·-------------------------------------------------------------------·-·· 
-i 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Thanks, you're the best! Just one stat B5 I need for the comms that I don't see in there 85 ! 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 •·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

I'll give this a read through, but I think it's in great shape for tomorrow. If you'd like to talk it through before then, 
happy to do that. 

From: Jones, Jennifer L 
Sent: Thursday, June 13, 2019 9:31 AM 
To: Norris, Anne <Anne. Norris@fda.hhs.gov> 
Cc: Peloquin, Sarah <_$arah.Peloguin@fda. hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Good morning Anne, 
I finished with the Vet-LI RN updates, and they're ready for your team. 
Please let me know if you want to meet ahead of tomorrow's meeting to discuss the content. 
Thanks again, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

FDA-CVM-FOIA-2019-1704-003941 



From: Jones, Jennifer L 
Sent: Wednesday, June 05, 2019 9:38 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thank you:) 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:37 AM 
To: Jones, Jennifer L <Jenniifer..Jones@fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

Sure, no problem at all. i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-86 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 

From: Jones, Jennifer L 
Sent: Wednesday, June 5, 2019 9:33 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thanks, Anne. I'II take a look and work on the updates. I__________________________________________________________B 6_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 
Can I get it to you by COB Thursday? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:23 AM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov> 
Subject: Vet-LIRN Update on DCM 

Hi Jen, 

Wanted to circle back after Dr. Solomon's DCM briefing. You did a great job! I think he has a much better 
appreciation for where things stand now. 

I mocked up a new document for the June DCM Vet-LI RN Update using the last Vet LI RN-Update as the basis 
and thought you could edit/add/subtract as you wish. 

Draft ...... Vet.. 11.... IIRN DCM l).pdate for June 2019 

Happy to discuss/help however I can, please let me know! If at all possible, I think we'd like to have drafts ready 
to share with the group by the middle of next week. Is that workable for you? 

Thanks! 

FDA-CVM-FOIA-2019-1704-003942 



Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 

!______________ 86-·-·-·-·-·-·-·! 
Anne. Norris@fda.hhs.gov 

D DRU 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA 12EAA9348959A4CBB1 E829AF244-
JENNIFER.JO> 

To: Peloquin, Sarah 
Sent: 6/14/2019 12:40:46 PM 
Subject: RE: link to VL DCM update for June 2019 

Excellent! I changed them :) 
Thank you. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

lffll U.S. FOOD & DRUG 
- ADMINISTRATION 

From: Peloquin, Sarah 
Sent: Friday, June 14, 2019 8:37 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: link to VL DCM update for June 2019 

And again, I'm sure this will be caught, but the title says 2018 in the description at the bottom. 

Full Title: Vet-LI RN Update on Investigation into Dilated Cardiomyopathy- June 2018 
Short Title: Vet-LIRN Update on Investigation into Dilated Cardiomyopathy- June 2018 

Sarah Peloquin, DVM 
Veterinary Medical Officer 
tel: 240-402-1218 

From: Peloquin, Sarah 
Sent: Friday, June 14, 2019 8:31 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: link to VL DCM update for June 2019 

I know someone will probably catch this, but the last sentence in this paragraph (under "Course of disease") has 
a grammatical error. 

85 
Sarah Peloquin, DVM 
Veterinary Medical Officer 
tel: 240-402-1218 

From: Jones, Jennifer L 
Sent: Thursday, June 13, 2019 10:55 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olqica.Ceric@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-003944 

mailto:Sarah.Peloquin@fda.hhs.gov
mailto:Olqica.Ceric@fda.hhs.gov
mailto:Renate.Reimschuessel@fda.hhs.gov
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Subject: link to VL DCM update for June 2019 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·..; 

; 
; 
; 
;! B5 ;; 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

II U.S. FOOD & DRUG ·r:;::---J 
. AOMINISTltATIOM --~~~:..::-____; 
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From: Norris, Anne </O=EXCHANGELABSiOU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDL T)iCN=RECI PIENTSiCN=891982B43D804C9396555BAF36C73DE1-
ANNE .NORRIS> 

To: Hartogensis, Martine: Scllell. Timothy; Murphy. Jeanette; Palmer. Lee Anne: Carey. Lauren: 
Jones, Jennifer L; Peloquin. Sarah; Rotstein. David; Burkholder, William; Delancey, Siobhan: 
Hodges. April: Nelson, Eric; McCoig, Amber; Conway. Charlotte; Edwards. David; Forta, Tracey; 
Steinberg, Nadine 

Sent: 6/13/2019 10:22:07 PM 
Subject: FOR CLEARANCE: DCM Comms - Review requested by 12pm on Monday, 6/17 
Importance: High 

Hi all, 

Using the SharePoint links below could you please review the comms for the DCM investigative update by 
noon on Monday, 6/17? Our group call is at 4 00pm on Monday and that'll be an opportunity to discuss any 
outstanding questions/discrepancies while we have a quorum. This is a big group and not everyone needs to 
clear these, so if you didn't review the documents the last time we issued an update, you probably don't need to 
do it this time either. That said. feel free to take a look and weigh in if you have suggestions . 

.························································································,
.PJ!:1~~!:1.D.9.l~Jl:!~t!.~~A.omi_,and Lauren are still slaving over some of the; ___ BS___ ___J
! 85 !Would be great to discuss that on Monday as·well'. ___ _ 
i-·-·---- ----·-·-·-·-·-·_! 

Thanks: 
Anne 

Anno Ncrris 
.Strat~gic ,·r-:,ti;mVes 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Adminis1ralion 
O: 240-402"31 ;;2 

L...... B6 ..... 
f...!1.'J.!..f~!arrj~@fda.hhs.go-J_ 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Hartogensis, Martine; Schell, Timothy; Murphy, Jeanette; Palmer, Lee Anne; Carey, Lauren; 
Jones, Jennifer L; Peloquin, Sarah; Rotstein, David; Burkholder, William; Delancey, Siobhan; 
Hodges, April; Nelson, Eric; McCoig, Amber; Conway, Charlotte; Edwards, David; Forfa, Tracey; 
Steinberg, Nadine 

Sent: 6/17/20191:26:42 PM 
Subject: RE: FOR CLEARANCE: DCM Comms - Review requested by 12pm on Monday, 6/17 

! 

Friendly reminder to all who plan to review the comms to pleasei 85 !
i 

to do so by this 
afternoon. '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· · 

Thanks! 

From: Norris, Anne 
Sent: Thursday, June 13, 2019 6:22 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Schell, Timothy <Timothy.Schell@fda.hhs.gov>; 
Jeanette Murphy (Jenny.Murphy@fda.hhs.gov) <Jenny.Murphy@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Siobhan Delancey -
FDA (Siobhan.Delancey@fda.hhs.gov) <Siobhan.Delancey@fda.hhs.gov>; Hodges, April 
<April.Hodges@fda.hhs.gov>; Nelson, Eric <Eric.Nelson@fda.hhs.gov>; McCoig, Amber 
<Amber.McCoig@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Steinberg, Nadine 
<Nadine.Steinberg@fda.hhs.gov> 
Subject: FOR CLEARANCE: DCM Comms - Review requested by 12pm on Monday, 6/17 
Importance: High 

Hi all, 

Using the! B5 i could you please review the com ms for the DCM investigative update by 
i ~ 85 i 
~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j
i 85 :This is a big group and not everyone needs to 
•-erear these,· so· 1fyoudfdnrt ·review tfie aocuments ·the last time we issued an update, you probably don't need to 
do it this time either. That said, feel free to take a look and weigh in if you have suggestions. 

,. Please_ note _that _Lee_An_ne_ and Lauren are sti II l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 
! 85 jWould be great to discuss that on Monday as well. 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B5 
Thanks! 
Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Palmer, Lee Anne; Jones, Jennifer L: Hartogensis, Martine; Murphy, Jeanette; Norris, Anne 

cc: Forfa, Tracey 

Sent: 6/20/2019 3:57:31 PM 

Subject: RE: DCM roll-out timing question? 

Jenny, 

  

My slides may not be appropriate-they’rée B 5 
      

Dave 

  

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Date: June 20, 2019 at 11:54:06 AM EDT 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 

Murphy, Jeanette <Jenny.Murphy@fda.hhs.gov>, Norris, Anne <Anne. Norris@fda.hhs.gov> 

Ce: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: RE: DCM roll-out timing question? 

Hi — here are the ones | made for Dave Edwards, but they’re outdated. | would want to give you updated #’s — 

and those will be in the public update. Let me know what might be most useful to you. 

From: Jones, Jennifer L 

Sent: Thursday, June 20, 2019 11:47 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Murphy, Jeanette <Jenny.Murphy@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Ce: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: RE: DCM roll-out timing question? 

Here are a few slides we shared with Dave Edwards for the AFIA meeting. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

    0... FPO Rh, PRM Gi 
TIME IME BT Eo 0 

  

From: Hartogensis, Martine 

Sent: Thursday, June 20, 2019 11:38 AM 

To: Palmer, Lee Anne <L.eeAnne.Palmer@fda.hhs.gov>; Murphy, Jeanette <Jenny.Murohy@fda.hhs.gov>;   

Norris, Anne <Anne.Norris@fda.hhs.gov> 

Cc: Forfa, Tracey <Tracey.Forfa@ida.hhs.gov>; Jones, Jennifer L <Jennifer   Jones@fda.hhs.gov>; Rotstein, 

David <David.Rotstein@fda hhs.gov> 

Subject: RE: DCM roll-out timing question? 

  

  
BS 
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Lee Anne, Jen and Dave may be able to help you with some slides. 

Martine 

From: Palmer, Lee Anne 

Sent: Thursday, June 20, 2019 10:45 AM 

To: Murphy, Jeanette <Jenny,.Murphy@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, 

Martine <Martine. Hartogensis@ida.hris.gov> 

Cc: Forfa, Tracey <Tracey.Forfa@ida.hhs.gov>   

Subject: RE: DCM roll-out timing question? 
  

    

From: Murphy, Jeanette 

Sent: Thursday, June 20, 2019 10:37 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@ fda.hhs,.gov> 

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>   

Subject: DCM roll-out timing question? 

Greetings Ladies 

   
  
  

  
Jenny 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 

To: Jones, Jennifer L 

cc: Norris, Anne 

Sent: 6/27/2019 3:19:56 PM 

Subject: Re: FDA DCM Update Links-Live 6/27/2019 

Attachments: image005.png; image006.png 

  

Hi Jen. I heard rumors of something coming so thanks for letting me know. Did you hear from: B6& : about our 
      

preliminary data presented at ACVIM? Let me know if you'd like to discuss 

Thanks. Lisa 

Sent from my iPhone 

On Jun 27, 2019, at 11:14 AM, Jones, Jennifer L <Jenniter   Jones@fda.hhs.gov> wrote: 

Good morning, 

| wanted to let you know that FDA Consumer update about DCM when live this morning. Here are the links: 

CVM Update 

Web Update — DCM Investigation   

Web QA (Updated) 

Vet-LIRN Update 

  DCM Complaint Spreadsheet — 1/1/14 - 4/30/19 

If you have any questions about the content, please direct them to: AskCVM@fda.hhs.gov 

Thank you and take care, 

Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jennifer jones@fda.hhs.gov 

Web:   http:/www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

<image005.png> <image006.png> 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: ‘Freeman, Lisa’ 

Sent: 6/13/2018 10:56:39 AM 

Subject: RE: Notice 

Thank you for the head's up Lisa! 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 

Sent: Tuesday, June 12, 2018 5:38 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Subject: Notice 
  

Hi Jennifer. | heard a rumor that a notice was coming out! B5 i hope 
thati 
 

B5 
 

Thanks. 
  

Lisa 

Sent from my iPhone 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren 
CC: Delancey, Siobhan; Hartogensis, Martine 
Sent: 7/2/2018 7:56:51 PM 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 
Attachments: DCM Reports to FDA CVM_Redacted.pdf 

Hi Jen and Dave, 

Looks like Lee Anne and Lauren are both out, so I'm hoping you can help1 85 i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ___________________________· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·L ! -·__-
Thanks, 
Anne 

_____ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

1111111 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Norris, Anne; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
CC: Delancey, Siobhan; Hartogensis, Martine 
Sent: 7/2/2018 7:58:22 PM 
Subject: RE: Redacted complaint file for the DCM webposting 

Anne, 

My understanding was that! 85 ! reported. 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

! _____________ 86 ·-·-·-·-·-__j(BB) 

!DIRU 

D H 111111111:11 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

Looks like Lee Anne and Lauren are both out, so I'm hoping you can helpJ ______________________________~§ ____________________j ___ ___
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-85 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
i ; i 
i i 
i i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

___________________ 

Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda..hhs .. gov>; 
Hartogensis, Martine <Martiine .. lHartogensiis@fda..hhs .. gov> 
Subject: Redacted complaint file for the DCM webposting 
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Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

1111111 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Norris, Anne; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
CC: Delancey, Siobhan; Hartogensis, Martine 
Sent: 7/2/2018 8:01 :56 PM 
Subject: RE: Redacted complaint file for the DCM webposting 
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! 

i ! 
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i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

! _____________ 8 6 -·-·-·-·-·-· j (BB) 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
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!DIRU 

D H 111111111:11 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

;
Looks like Lee Anne and Lauren are both out, so I'm hoping you can help 

.--•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•- 85 •-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-••"I 
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i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda..hhs .. gov>; 
Hartogensis, Martine <Martiine .. lHartogensiis@fda..hhs .. gov> 
Subject: Redacted complaint file for the DCM webposting 
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Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

1111111 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Rotstein, David; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
CC: Delancey, Siobhan; Hartogensis, Martine 
Sent: 7/2/2018 8:04:39 PM 
Subject: RE: Redacted complaint file for the DCM webposting 

i Th a ~k:, _ D a~ e . !-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-8 5 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i -·-·-·-·-·-·
L--·-·-·-·-·-·-·-·-·-·-·-·-' 

From: Rotstein, David 
Sent: Monday, July 02, 2018 3:58 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Anne, 

My understanding was that! ____________________________________85 _____________j _________________ reported. ____________________ 

Dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

[ _____________B 6 ·-·-·-·-·-__ ·-·-·~ B) 
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-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ho"ls"leiin@fda..hhs .. gov>; Palmer, 
Lee Anne <ll .... eeAnne .. Pallmer@fda..hhs .. gov>; Carey, Lauren <ll .... auren .. Carey.@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine .. lHartoqensiis@fda .. hhs .. gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Looks like Lee Anne and Lauren are both out, so I'm hoping you can help.[ ________________________________~_? _________________ ! ________________________ 
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; B5 
Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda.hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda.hhs .. gov>; 
Hartogensis, Martine <Martiine .. lHartogensiis@fda.hhs .. gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

D 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Norris, Anne; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
CC: Delancey, Siobhan; Hartogensis, Martine 
Sent: 7/2/2018 8:07:12 PM 
Subject: RE: Redacted complaint file for the DCM webposting 

Anne, 

! 
i 

B5 l 
! 
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Others may have differing thoughts. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

i 86 ~BB) 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Monday, July 02, 2018 4:05 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

r_.Ib9B.D5~Ve. i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-'-·°-F B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i -·-·
L·-·-·-·-·-·-·-·-·-·-·-·-· ! 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

From: Rotstein, David 
Sent: Monday, July 02, 2018 3:58 PM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Jones, Jennifer L <Jenniifer .. Jones(a;)fda..hhs .. gov>; Palmer, Lee 
Anne <ll .... eeAnne .. Pallmer@fda.hhs .. gov>; Carey, Lauren <ll .... auren .. Carey@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine .. lHartogensiis@fda .. hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Anne, 

FDA-CVM-FOIA-2019-1704-003964 



My understanding was thati 85 !reported. 
(_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 

____ 7-5j_g __ Sfandis.h..PI ace 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ho"ls"leiin@fda..hhs .. gov>; Palmer, 
Lee Anne <ll .... eeAnne.J'allmer@fda..hhs .. gov>; Carey, Lauren <ll .... auren .. Carey@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine .. lHar"logensiis@fda .. hhs .. gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

Looks like Lee Anne and Lauren are both out, so I'm hoping you can help. l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_j 
; ; 85 ' 
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Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda..hhs .. gov>; 
Hartogensis, Martine <Mar"liine .. lHar"logensiis@fda.J1hs .. gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

FDA-CVM-FOIA-2019-1704-003965 



Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

[J 
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYD I BOH F23SPDL T)/CN=R EC IP I ENTS/CN= F0226BD682844FA2B71 EA3 7 50 D4FCB82-
LAU REN. CARE> 

To: Rotstein, David; Norris, Anne; Jones, Jennifer L; Palmer, Lee Anne 
CC: Delancey, Siobhan; Hartogensis, Martine 
Sent: 7/2/2018 8:30:55 PM 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Anne, 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

I'm in today, just with intermittent network connectivity at the moment. i 85 i 
L__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-BS __________________________________!so ___________________________________  I'm, not any help even though I'm here. Lee 

Anne will be back on Thursday and should be able to help then, but I'm not sure if that decision was on her end 
or not. 

Thanks, 
Lauren 

From: Rotstein, David 
Sent: Monday, July 02, 2018 4:07 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Anne, 

Others may have differing thoughts. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

! 86 [BB) 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Monday, July 02, 2018 4:05 PM 

FDA-CVM-FOIA-2019-1704-003967 



To: Rotstein, David <Daviid .. ll~o'lsteiin@fda..hhs .. gov>; Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Palmer, 
Lee Anne <ll .... eeAnne .. Pallmer@rdaJ1hs .. gov>; Carey, Lauren <ll .... auren .. Carey.@fdaJ1hs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine.lHar'loqensiis@fda.hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Thanks, Dave.i 
!"-·-·-·-·-·-·-·-·-·-·-·-·! ! 
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From: Rotstein, David 
Sent: Monday, July 02, 2018 3:58 PM 
To: Norris, Anne <Anne .. Norris@fdaJ1hs .. gov>; Jones, Jennifer L <Jenniifer .. Jones@;lfdaJ1hs .. gov>; Palmer, Lee 
Anne <L.eeAnne .. Pallmer@fda..hhs .. gov>; Carey, Lauren <L.auren .. Carey@fda..hhs .. gov> 
Cc: Delancey, Siobhan <.$iiobhan .. Dellancey@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine.lHar'loqensiis@fda.hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Anne, 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

My understanding was that! 85 ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

!_, ___________ 86 _______~BB)______  

D ~,, lllllllllill 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid . .Ho'ls'leiin@fda..hhs .. gov>; Palmer, 
Lee Anne <ll .... eeAnne .. Pallmer@fdaJ1hs .. gov>; Carey, Lauren <ll .... auren .. Carey.@fdaJ1hs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine.lHar'loqensiis@fda.hhs .. gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

; 
Looks like Lee Anne and Lauren are both out, so I'm 

B5 
hoping you can helpL_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-?.-._·_·_·_·_

; 
·_·
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i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Thanks, 

_·_·_·_·_·_·_·_·_·_·_J 

FDA-CVM-FOIA-2019-1704-003968 



Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan.Dellancey@fda.hhs.gov>; 
Hartogensis, Martine <Martiine .. lHartogensiis@fda..hhs .. gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

1111111 

FDA-CVM-FOIA-2019-1704-003969 



  

From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073- 
MHARTOGE> 

To: Palmer, Lee Anne; Carey, Lauren; Jones, Jennifer L; Rotstein, David 

cc: Norris, Anne; DeLancey, Siobhan; Putnam, Juli 

Sent: 10/9/2018 6:59:05 PM 

Subject: RE: Media Request - DCM - WUSAQ inquiry 

Hi DCM Team! 

See the media request below. This is mostly for Lee Anne’s group to update numbers (if you have them), but 

Jen and Dave, please feel free to revise as well. | had one edit in red. 

Thanks very much in advance! 

Martine 

From: Haake, Lindsay 

Sent: Tuesday, October 09, 2018 2:48 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Putnam, 

Juli <JuliAnn.Putnam@fda.hhs.gov> 

Subject: FW: Media Request - DCM - WUSAS inquiry 

Good Afternoon Martine — 

  

BS 
  

  

When you get a chance, please review and let me know if you have any edits by COB Friday, October 12%, 

Thanks! 

Lindsay 

Media Inquiry 

Reporter: Whitney Wild 

Media Outlet: WUSA9 

Reporter Deadline: Requested an interview for the week of October 15th 

Background: I'm reaching out from WUSAQ here in D.C. We are exploring a story about the growing concern 

about a possible link between grain-free dog food and dilated cardiomyopathy cited in this announcement: 

httos:/Avww.fda.gov/animalveterinary/newsevents/cvmupdates/ucm613305.htm 

Is there anyone from the FDA we could speak with on-camera about the research the agency is doing, any 

conclusions and the complaints the agency has fielded surrounding this issue? 

Questions/Proposed Responses: 

  

    
  

FDA-CVM-FOIA-2019-1704-004040



  

    
  Lindsay Haake 

Press Officer 

Office of Media Affairs 

Office of External Affairs 

U.S. Food and Drug Administration 

Tel: 301-796-3007 /: B6 

  Lindsay. Haake @fda.hhs.gov 

U.S. FOOD & DRUG 
ACW at SS TE BA TE I 

[> i    
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Appears this Way on Original 
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From: Delancey, Siobhan </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=A414BA562DCD4C8284B112007 4969B9A­
SDELANCE> 

To: Hartogensis, Martine; Palmer, Lee Anne; Carey, Lauren; Jones, Jennifer L; Rotstein, David 
CC: Norris, Anne; Putnam, Juli 
Sent: 10/9/2018 7:01 :00 PM 
Subject: RE: Media Request - DCM - WUSA9 inquiry 

' .
' ' 
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i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

From: Hartogensis, Martine 
Sent: Tuesday, October 09, 2018 2:59 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, 
Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Putnam, 
Juli <JuliAnn. Putnam@fda. hhs. gov> 
Subject: RE: Media Request - DCM - WUSA9 inquiry 

Hi DCM Team! 

See the media request below. This is mostly for Lee Anne's group to update numbers (if you have them), but 
Jen and Dave, please feel free to revise as well. I had one edit in red. 

Thanks very much in advance! 

Martine 

From: Haake, Lindsay 
Sent: Tuesday, October 09, 2018 2:48 PM 
To: Hartogensis, Martine <Martiine .. Har"logensiis@fda..hhs .. gov> 
Cc: Norris, Anne <Anne .. Norriis@fda.t1hs .. gov>; Delancey, Siobhan <Siiobhan .. Dellancey@fda..hhs .. gov>; Putnam, 
Juli <JulliiAnn .. Putnam(cl)fda .. hhs .. gov> 
Subject: FW: Media Request - DCM - WUSA9 inquiry 

Good Afternoon Martine -

Thanks! 
Lindsay 

Media Inquiry 
************ 

Reporter: Whitney Wild 
Media Outlet: WUSA9 
Reporter Deadline: Requested an interview for the week of October 15th 
Background: I'm reaching out from WUSA9 here in D.C. We are exploring a story about the growing concern 
about a possible link between grain-free dog food and dilated cardiomyopathy cited in this announcement: 
https://www.fda .. gov/aniimallve"leriinary/newsevents/cvmupdaies/ucm613305 .. htm 
Is there anyone from the FDA we could speak with on-camera about the research the agency is doing, any 
conclusions and the complaints the agency has fielded surrounding this issue? 
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Haake 
Press Officer 

Office of Media Affairs 
Office of External Affairs 
U.S. Food and Drug_Ad_mini_stration ______ . 
Tel: 301-796-3007 / ! 86 ! 
Lindsay.Haake@fda.hhs.gov ' 

D 

•·· Ill 
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From: Jones, Jennifer </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Rotstein, David; Carey, Lauren; Hartogensis, Martine; Norris, Anne; Palmer, Lee Anne 
CC: Delancey, Siobhan 
Sent: 7/3/2018 6:02:52 PM 
Subject: RE: Redacted complaint file for the DCM webposting 
Attachments: 800.267-Product Indexing Results Summary.pptx 

L 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

___ !__updated_ the_ slide_ deck_with_ a_summary_from_ some_g_reat_articl_es.__ Bottom__line:l________________ B5 ________________j 

85 
https://academiic .. oup .. com/in/artiiclle/131/2/276/4687012 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, July 03, 2018 8:26 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 

From: Jones, JenniferL <JenniferJones(l4fdahhs.gov> 
Date: July 3, 2018 at 8: 19:29 AM EDT 
To: Carey, Lauren <Lauren.Carey(l4fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis(l4fda.hhs.gov>, 
Norris, Anne <Anne.Norris(l4fda.hhs.gov>, Rotstein, David <David.Rotstein(l4fda.hhs.gov>, Palmer, Lee Anne 
<LeeAnne Pal 1ner(l4fda hhs. gov> 
Cc: DeLancey, Siobhan <Siobhan.Delancey(l4fda. hhs. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

! 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! i 

! 
B5 ;

i 
! i 

! i 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
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From: Carey, Lauren 
Sent: Monday, July 02, 2018 5:59 PM 
To: Hartogensis, Martine <Martiine .. Hartogensiis@fda..hhs .. gov>; Norris, Anne <Anne.. Norriis@fda..hhs .. gov>; 
Jones, Jennifer L <Jenniifer.Jones(ii)fda.hhs.gov>; Rotstein, David <Daviid.Ho'ls'leiin@fda.hhs.gov>; Palmer, Lee 
Anne <11....eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Thanks, 
Lauren 

From: Hartogensis, Martine 
Sent: Monday, July 02, 2018 5:28 PM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Jones, Jennifer L <Jenniifer.. Jones@;lfda..hhs .. gov>; Rotstein, 
David <David .. Ho'ls'leiin@fda..hhs.gov>; Palmer, Lee Anne <ll...eeAnne .. Pallmer@fda..hhs .. gov>; Carey, Lauren 
<ll...auren.Carey@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

! 

! i 

! i 

! 
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'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Martine 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jenniifer.. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ro'ls'leiin@fda..hhs .. gov>; Palmer, 
Lee Anne <ll....eeAnne .. Pallmer@fda..hhs .. gov>; Carey, Lauren <ll....auren .. Carey@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine.lHartogensiis@fda.hhs .. gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

B5 ! 

! i 
! i 

! i 
! i;! i 
! i 
! i 
! i 
! i 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda..hhs .. gov>; 
Hartogensis, Martine <Mar'liine .. lHar'logensiis@fda..hhs .. gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 
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Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

111111 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1e829af244-Jen nifer.Jo> 

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
CC: eerie, Olgica; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Nemser, Sarah 
Sent: 5/1/2018 1:05:21 PM 
Subject: 800.267-EON-345858-DCM Cluster 
Attachments: DCM-Case Report Analysis-5.1.2018.xls; Fan-Sauer-Peas Cys-Met Content-1994.pdf; FYI 

-lentils--deficient in sulfur containing amino acids--methionine, tryptophan, and cysteine; 
Ko-Fascetti-Beet pulp Tau status-5.1.2018.pdf; Qiao-et al-Met to MetCys ratio-Pigs-2008.pdf; 
Sarwar-CysMet ratio Rats-1991.pdf 

r·-·-·ss·-·-·:1 wonder about eitheri 85 j 
•·-·-·-·-·-·-·-·-·. L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

i i 

! B5 !Thoughts? 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Dave previousIy sent an emaiI abq_~L·-·-·-·-·-·-·-·-·-·-·-=-·-·-·-·-·-·-·-·-·-·-·-~-~-----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j_Lf9_L.!_09..J.b_~--~?.!D.§._______________ , 
information about peas (attached)! B5 i 

L__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· '"·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B5-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ' ____ i
(https://academic.oup.com/jn/article-abstract/112/11 /2033/4554028?redirectedFrom=fulltext). 

,· I_ n .chickens.. (Sarwar .arti cle1L.___·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B5·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_.J
! B5 ! 

i B5 f 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

! i 

! ! 
! 

B5 ;i 
i 

! ! 
; 

! 
; . 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

B5
AIso-This is an oIder study in beagIes L_ __________________________________________________________ J _____ J____·-·-·-·-·-·-· 

,___{_bJt1?$J[~Qg_Q_?.mj_Q"_Q1!1?J;.9mJio[sirt).G.!~:J~Q$Jf.g.G.tf1.:1-1l12!2J1.7/4_7-?.:1-2.54?redirectedFrom=fuIItext. l_ _____________________________________________________ 85 
---·-·-·-·-·-·-·-·-·-·-i

i 
j 85 l 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

~_?____________________________________________________ -

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: iennife(iones@fda.hhs.gov 
Web: http://www. fda .gov/Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Hartogensis, Martine; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
Sent: 6/4/2018 4:58:23 PM 
Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 
Attachments: 800.267-DCM-Grainfree analysis.pptx 

Everyone, 

BS 
Thanks, 
dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
j B6 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

DRU 

D ~,, 111111111!!1 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 
Sent: Thursday, May 24, 2018 10:04 AM 
To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

85 
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-------------------------------------------------------------------------------------------------------------------------------------

B5 
To address this, CVM is planning the following: 

B5 
Thank you, 

Dave 

I Brand flavor Firm Location FEI Division 

B4,B5 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

L.-·-·-·-·-·-·-·-·-· 86 ·-·-·-·-·-·-·-·-·-.J 
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D H 111111111:11 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Norris, Anne; Palmer, Lee Anne; Rotstein, David; Reimschuessel, Renate; Edwards, David; 
Hartogensis, Martine; Burkholder, William; Delancey, Siobhan 

CC: Carey, Lauren; Lovell, Randall A; eerie, Olgica; Nemser, Sarah; Conway, Charlotte; Atkinson, 
Krisztina Z; Hodges, April 

Sent: 6/11/2018 4:05:44 PM 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 800.267 Procedure Rationale-v2.docx; 

800.267-draft-Sample Testing Procedures-v4.doc 

Good morning everyone,
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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Please let me know if you have feedback or comments by COB Friday (6/15). 
Thank you, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 9:24 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda. hhs. gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Thank you for explaining. Completely understand the sensitivity, was just curious. We can use a light touch in 
any preliminary communications. 

From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 9:13 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartoqensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda. hhs.qov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:49 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 8:39 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:37 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
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<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Anne, 

Agreed. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:34 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

;

From: Jones, Jennifer L 
Sent: Tuesday, May 22, 2018 8:31 AM 

FDA-CVM-FOIA-2019-1704-004104 
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To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:25 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

B5 
David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
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to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Reimschuessel, Renate 
Sent: Tuesday, May 22, 2018 8:18 AM 
To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

B5 

Just some food for thought. ... rr 

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 

Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Edwards, David 
Sent: Tuesday, May 22, 2018 7:54 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
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Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

__ Hi_everyo_ne,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

85 
Thanks, 
Dave 

From: Rotstein, David 
Sent: Monday, May 21, 2018 7:49 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

85 ;
David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

!____________________ 8_6 ·-·-·-·-·-·-·-·-·-· i 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Hartogensis, Martine 
Sent: Monday, May 21, 2018 7:47 AM 
To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
< Kriszti na.Atki nson@fda. hhs. gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thanks Bill and your concerns are noted! 

85 
Thank you all for your help and dedication to this fascinating issue! 

Martine 

From: Burkholder, William 
Sent: Friday, May 18, 2018 5:04 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
< Kriszti na.Atki nson@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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85 
Bill 

What Socrates is really supposed to have said: *"The only true wisdom is in knowing that you know nothing." 

From: Palmer, Lee Anne 
Sent: Friday, May 18, 2018 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
Lee Anne 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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' Any other ideas or suggestions? ; 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Friday, May 18, 201811:58AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.eeric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 6:42 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

_CVCA_is_ not_ a_ part_ of_ Vet-URNl________________________________________ B 5 ---------------------------------------- ! 
i B5 ! 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 7:52 PM 
To: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 
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Yes, excellent work! One question! B 5 
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Thanks in advance! 

Martine 

From: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Date: May 17, 2018 at2:27:35 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel , 
Renate <Renate.Reimschuessel@fda.hhs .gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs .gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B4,B5 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2: 14:48 PM EDT 
To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing! We're all heading down the same path ... 

From: Delancey, Siobhan 
Sent: Thursday, May 17, 2018 2:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David .Rotstein@fda .hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
As luck would have it, I'm at CE today listening td 86 !talk about nutrition and 
cardiomyopathies. See attached slide. ' ' 
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From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2:06:04 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, 
Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 11:59 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 

B5 
Martine 

From: Jones, Jennifer L 
Sent: Thursday, May 17, 2018 11:29 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
Please see the PPT for the rationale/summary 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Monday, May 14, 2018 10:22 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
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Subject: RE: DCM and meetign with Cardiac Care for Pets 

1·-·-·-·-·-·-·-·-·-·-·-·-· . 

I do not know abou1 B5 bnce we get a better handle on a specific cause, we can work on that. 
!.________________________ ! 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 14, 2018 at 9:09:17 AM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones, 
Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

i ~ 
i ! 

1 !i b!i 
i ! 
i ! 
i ! 
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B5 
Martine 

From: Palmer, Lee Anne 
Sent: Friday, May 11, 2018 4:30 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

85 
From: Rotstein, David 
Sent: Friday, May 11, 2018 4:14 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 
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From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 11, 2018 at4:06:05 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

B5 

I'll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne 

B5 

From: Rotstein, David 
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Sent: Wednesday, May 9, 2018 4:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 9, 2018 at4:09:18 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

85 
From: Hartogensis, Martine 
Sent: Wednesday, May 9, 2018 2:17 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 

Martine 

From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 

!·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-.J@ Cardiac Care for Pets. He is going to look into times/dates with the cardiologists 
there and we can set the meeting up from that point. 

Just some basic information: 

B5 
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As a side note, there is a facebook page dedicated to this issue: 

https://www.facebook.com/groups/1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

[___________________ B 6 ___________________ ] 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

.-·-·-·-·-·1 

Thank you Jen and Dave! Very interesting and sounds like you all are on it! The resident I spoke to was:._86 
.

i 
·-·-·-·-·-·-·-·-·-·-·-,
i B6 
L---·-·-·-·-·-·-·-·-·-·. 
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Keep us posted! 

Thanks again! 

Martine 

Hi__ Martin e , ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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I'm happy to share more info as needed. 
Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 08, 2018 9:45 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: DCM 

Martine, 

85 
Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish _ Place

l.·:_·:_·:_·:_·:_·:_·:_·:_·:_·_s6__:_·:_·:_·:_·:_·:_·:_·:_·:_· i 

u. 

ADIMINIIS·rRArflON 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
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Subject: RE: DCM 

B5 
Might be a good opportunity for us to partner with some cardiology folks .... 

Martine 

From: Rotstein, David 
Sent: Monday, May 07, 20181:13 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Subject: Re: DCM 

Martine 

B5 
There's a way to go on this moving forward. 

Dave 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 7, 2018 at 1:03:13 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91 D554D34B948FC58433D0E42073-
MHARTOGE> 

To: Jones, Jennifer L; Reimschuessel, Renate 
CC: Rotstein, David 
Sent: 6/11/2018 5:57:09 PM 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Hi Jen and Renate, 

Just a crazy thought. i 85 i 
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Martine 

From: Jones, Jennifer L 
Sent: Monday, June 11, 201812:06 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, 
David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda. hhs. gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

___Good_mornina evervon.e_.________________________________________________________________________________________________________________________________________________________________________________________________ _ 

85 
Please let me know if you have feedback or comments by COB Friday (6/15). 
Thank you, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 9:24 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda. hhs.qov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Thank you for explaining. Completely understand the sensitivity, was just curious. We can use a light touch in 
any preliminary communications. 

From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 9:13 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

B5 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:49 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda.hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 8:39 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
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David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:37 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Anne, 

Agreed. 

B5 
David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:34 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
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Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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; B5 
From: Jones, Jennifer L 
Sent: Tuesday, May 22, 2018 8:31 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

B5 ;
Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:25 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
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U.S.. FOOD & DRUG 
AOMIN ISlftATIOH 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Reimschuessel, Renate 
Sent: Tuesday, May 22, 2018 8:18 AM 
To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Just some food for thought. ... rr 
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Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 

Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Edwards, David 
Sent: Tuesday, May 22, 2018 7:54 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hi everyone, 

B5 
Thanks, 
Dave 

From: Rotstein, David 
Sent: Monday, May 21, 2018 7:49 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Monday, May 21, 2018 7:47 AM 
To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
< Kriszti na.Atki nson@fda. hhs. gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thanks Bill and your concerns are noted! 

85 
Thank you all for your help and dedication to this fascinating issue! 

Martine 

From: Burkholder, William 
Sent: Friday, May 18, 2018 5:04 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
< Kriszti na.Atki nson@fda. hhs. gov> 
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Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Bill 

What Socrates is really supposed to have said: *"The only true wisdom is in knowing that you know nothing." 

From: Palmer, Lee Anne 
Sent: Friday, May 18, 2018 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
Lee Anne 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
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To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
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From: Hartogensis, Martine 
Sent: Friday, May 18, 201811:58AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 6:42 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
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From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 7:52 PM 
To: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Thanks in advance! 

Martine 

From: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Date: May 17, 2018 at2:27:35 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2: 14:48 PM EDT 
To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Hah! Perfect timing! We're all heading down the same path ... 

From: Delancey, Siobhan 
Sent: Thursday, May 17, 2018 2:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

As luck would have it, I'm at CE today listening t~ 86 ~alk about nutrition and 
cardiom y opathi es. See attached slide. '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2:06:04 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, 
Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
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From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 11:59 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 

B5 
Martine 

From: Jones, Jennifer L 
Sent: Thursday, May 17, 2018 11:29 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

' i ' i 
i i
i i 
i i 
i i 
i i 
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Please see the PPT for the rationale/summary 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U.. S.. 1000 A Ol'Uifi _.:~ ~-~ 
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From : Rotstein, David 
Sent: Monday, May 14, 2018 10:22 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc : Burkholder, Will iam <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell , 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject : RE: DCM and meetign with Cardiac Care for Pets 

,·-·-·-·-·-·-·-·-·-·-·1 
I do not know about I B5 IOnce we get a better handle on a specific cause, we can work on that. 

l -- •- •- •- •- •- •- •- •- •- •j 

From: Hartogensis, Martine <Ma1iine.Haiiogensis@fd a.hhs.gov> 
Date: May 14, 2018 at 9:09:17 AM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones, 
Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <RandalLLovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

_This..is_vf> · 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
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I-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-_i'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Martine 

From: Palmer, Lee Anne 
Sent: Friday, May 11 , 2018 4:30 PM 
To: Rotstein , David <David .Rotstein@fda .hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell , 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject : RE: DCM and meetign with Cardiac Care for Pets 
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From: Rotstein, David 
Sent: Friday, May 11, 2018 4:14 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 

This is fantastic. i 
i 

85 i 
! 
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85 
From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 11, 2018 at4:06:05 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 
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B5 

From: Rotstein, David 
Sent: Wednesday, May 9, 2018 4:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 9, 2018 at4:09:18 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

85 
From: Hartogensis, Martine 
Sent: Wednesday, May 9, 2018 2:17 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 
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Martine 

From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 

B5, B6 !@ Cardiac Care for Pets. He is going to look into times/dates with the cardiologists
'-·-tnere-·~,friffwe-c~fr1·-sertlie meeting up from that point. 

Just some basic information: 

85 ;
As a side note, there is a facebook page dedicated to this issue: 

https://www.facebook.com/groups/1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l·-·-·-·-·-·-·-·-·-·-·B6·-·-·-·-·-·-·-·-·-·-.! 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

i-·-·-·-: 

_. Thank y~u Jen and Dave! Very interesting and sounds like you all are on it! The resident I spoke to was!_~~j 
l_______B6_______ i 

. ! 

https://www.cvcavets. com/{_______________________________~§.______________________________ i 
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Keep us posted! 

Thanks again! 

Martine 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

85 
'I'm happy to share more info as needed. 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 08, 2018 9:45 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: DCM 

Martine, 

85 
Looping in Jen. 

Thanks for the update! 

dave 
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i i 
i i 
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i i; .

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

[_ ___________________ 86___________________ _] 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

B5 
Might be a good opportunity for us to partner with some cardiology folks .... 

Martine 

From: Rotstein, David 
Sent: Monday, May 07, 20181:13 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Subject: Re: DCM 

Martine 

; B5 ; 
There's a way to go on this moving forward. 

Dave 
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From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 7, 2018 at 1:03:13 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 
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From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-
RREI MSCH> 

To: Hartogensis, Martine; Jones, Jennifer L 
CC: Rotstein, David 
Sent: 6/11/2018 6:25:07 PM 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

We have done no evaluation of i 85 f and like you - I raise my eyebrows a bit when 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

85 
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i I went on Alib~ba website and there are many products ... same with amazon - not sure how to chose what to 
test. 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 
Renate Reimschuessel V.M.D. Ph.D., Director: Vet-LIRN 

Phone 1 - 24 0 - 402 - 5 4 04 Fax 301 - 210 - 4685 
Vet-LIRN http: www.fda.gov/A.nimalVeterinarv!ScienceResearcln1cm247334.htm 

From: Hartogensis, Martine 
Sent: Monday, June 11, 20181:57 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate. Reimschuessel@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Hi Jen and Renate, 

[_}':'?.L?.__~f.?.~Y._thq~_g_~~-~-------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-(-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-':3_~_____________________________________________________________________________________________ _j 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Martine 

From: Jones, Jennifer L 
Sent: Monday, June 11, 201812:06 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, 
David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda .hhs.gov>; Hodges, April 
<April. Hodqes@fda.hhs.qov> 
Subject : RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Good .morning everv. one··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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Thank you , 
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Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 9:24 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartoqensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodqes@fda. hhs.qov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Thank you for explaining. Completely understand the sensitivity, was just curious. We can use a light touch in 
any preliminary communications. 

From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 9:13 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartoqensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodqes@fda. hhs.qov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

B5 
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From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:49 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

! 
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From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 8:39 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

; ' ' 
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From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:37 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Anne, 

Agreed. 

B5 
David Rotstein, DVM, MPVM, Dipl. ACVP 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:34 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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From: Jones, Jennifer L 
Sent: Tuesday, May 22, 2018 8:31 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
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From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:25 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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David Rotstein, DVM, MPVM, Dipl. ACV
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Reimschuessel, Renate 
Sent: Tuesday, May 22, 2018 8:18 AM 
To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Just some food for thought. ... rr 

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 

Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Edwards, David 
Sent: Tuesday, May 22, 2018 7:54 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hi everyone, 
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Thanks, 
Dave 

From: Rotstein, David 
Sent: Monday, May 21, 2018 7:49 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Monday, May 21, 2018 7:47 AM 
To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
< Kriszti na.Atki nson@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thanks Bill and your concerns are noted! 
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B5 
Thank you all for your help and dedication to this fascinating issue! 

Martine 

From: Burkholder, William 
Sent: Friday, May 18, 2018 5:04 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
< Kriszti na.Atki nson@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Bill 

What Socrates is really supposed to have said: *"The only true wisdom is in knowing that you know nothing." 
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From: Palmer, Lee Anne 
Sent: Friday, May 18, 2018 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.eeric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

B5 
Lee Anne 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.eeric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

B5 
Any other ideas or suggestions? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Friday, May 18, 201811:58AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 
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Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 6:42 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.eeric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

[_c_VCAjI_o2L?_P_~IL2Lv~1,_usNl _________________________ _______________~~------------------------------------------J 55

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 7:52 PM 
To: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

::::~e~;~;t~l_______________________________________________ B_5 _______________________________________________ j 

Thanks in advance! 

Martine 

From: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Date: May 17, 2018 at 2:27:35 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
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<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

' ! 
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From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at2:14:48 PM EDT 
To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing! We're all heading down the same path ... 

From: Delancey, Siobhan 
Sent: Thursday, May 17, 2018 2:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

As luck would have it, I'm at CE today listening to! 86 ltalk about nutrition and 
cardiomyopathies. See attached slide. ;·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2:06:04 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, 
Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
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From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 11:59 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 
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Martine 

From: Jones, Jennifer L 
Sent: Thursday, May 17, 2018 11 :29 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel , Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica .Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
Please see the PPT for the rationale/summary 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U. l . f'OOO & OIW 

From: Rotstein, David 
Sent: Monday, May 14, 2018 10:22 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

I do not know about 85 i Once we get a better handle on a specific cause, we can work on that. 
L·-·-·-·-·-·-·-·-·-·-· ! 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 14, 2018 at 9:09 :17 AM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David .Rotstein@fda.hhs.gov>, Jones, 
Jennifer L <Jennifer.Jones@fda.hhs .gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Lovell , 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

FDA-CVM-FOIA-2019-1704-004151 

mailto:Randall.Lovell@fda.hhs.gov
mailto:Siobhan.Delancey@fda.hhs.gov
mailto:Anne.Norris@fda.hhs.gov
mailto:Lauren.Carey@fda.hhs.gov
mailto:William.Burkholder@fda.hhs.gov
mailto:Jennifer.Jones@fda.hhs.gov
mailto:David.Rotstein@fda.hhs.gov
mailto:LeeAnne.Palmer@fda.hhs.gov
mailto:Martine.Hartogensis@fda.hhs.gov
mailto:Randall.Lovell@fda.hhs.gov
mailto:Siobhan.Delancey@fda.hhs.gov
mailto:Anne.Norris@fda.hhs.gov
mailto:Lauren.Carey@fda.hhs.gov
mailto:William.Burkholder@fda.hhs.gov
mailto:Jennifer.Jones@fda.hhs.gov
mailto:LeeAnne.Palmer@fda.hhs.gov
mailto:Martine.Hartogensis@fda.hhs.gov
mailto:Sarah.Nemser@fda.hhs.gov
mailto:Olgica.Ceric@fda.hhs.gov
mailto:Renate.Reimschuessel@fda.hhs.gov
mailto:Randall.Lovell@fda.hhs.gov
mailto:Siobhan.Delancey@fda.hhs.gov
mailto:Anne.Norris@fda.hhs.gov
mailto:Lauren.Carey@fda.hhs.gov
mailto:William.Burkholder@fda.hhs.gov
mailto:LeeAnne.Palmer@fda.hhs.gov
mailto:Martine.Hartogensis@fda.hhs.gov
mailto:David.Rotstein@fda.hhs.gov


! 

.IbLc,js...v.e[\£.iofe.r.es.tina.J __________ , B 5 
i 

! 
[___________________________ 8_5 -·-·-·-·-·-·-·-·-·-·-·-·-.r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Martine 

From: Palmer, Lee Anne 
Sent: Friday, May 11, 2018 4:30 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

B5 
From: Rotstein, David 
Sent: Friday, May 11, 2018 4:14 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 

B5 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 11, 2018 at4:06:05 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
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Subject: RE: DCM and meetign with Cardiac Care for Pets 

85 

I'll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne 

85 

From: Rotstein, David 
Sent: Wednesday, May 9, 2018 4:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 9, 2018 at 4:09: 18 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 
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B5 ; 
From: Hartogensis, Martine 
Sent: Wednesday, May 9, 2018 2:17 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 

Martine 

From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 

I spoke with i B6 J. He is going to look into times/dates with the cardiologists 
there and we can set the meeting up from that point. 

Just some basic information: 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
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As a side note, there is a facebook page dedicated to this issue: 

https://www.facebook.com/groups/1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l·-·-·-·-·-·-·-·-·-·B·6 ·-·-·-·-·-·-·-·-·-j 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

_. Thank_yC>u Jen and Dave! Very interesting and sounds like you all are on it! The resident I spoke to was i.~~-i 
i 86 i 
'·-·-·-·-·-·-·-·-·-·-·-) 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

https ://www.cvcavets.com/ doct~----·-·-·-·-·-·-·-·-·-·-· 8 6 ________________________ ! 

Keep us posted! 

Thanks again! 

Martine 

Hi__ Martine1 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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l'm happy to share more info as needed. 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

--~ ,,_;:::-s::.J _____ .,,,· __v __ ....., __ : 

From: Rotstein, David 
Sent: Tuesday, May 08, 2018 9:45 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: DCM 
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Martine, 

B5 
Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
7519 Standish Place

i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B6 ! 
. 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

B5 
Might be a good opportunity for us to partner with some cardiology folks .... 

Martine 

From: Rotstein, David 
Sent: Monday, May 07, 20181:13 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
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Subject: Re: DCM 

Martine 

B5 
There's a way to go on this moving forward. 

Dave 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 7, 2018 at 1:03:13 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYD I BOH F23SPDL T)/CN=R EC IP I ENTS/CN=02DF91 D554 D34B948FC58433D0E42073-
M HARTOG E> 

To: Reimschuessel, Renate; Jones, Jennifer L 
CC: Rotstein, David 
Sent: 6/11/2018 6:36:44 PM 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Ok, thank you Renate! Just thought it would be worth discussing;) 

Martine 

From: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov> 

Date: June 11, 2018 at2:25:ll PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

85 
; 85 ; 

;Renate Reimsclrnessel V.M.D. Ph.D .. Director: Vet-LIRN 

Phone 1- 240-402-5404 Fax 301-210-4685 
Vet-LIRN http: ,nn,.fda.go,· A.nimalYdcrinan· ScicnccRcscarch ucm~~733~.htm 

From: Hartogensis. Martine 
Sent: Monday. June 11. 2018 1:57 PM 
To: Jones. Jennifer L <Jennifer.Jones(a;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuessel(a;fda.hhs.gov> 
Cc: Rotstein. David <David.Rotstein(a;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

Hi Jen and Renate. 

Just a crazy thought] 85 i 
i 
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85 1 
Martine 

From: Jones. Jennifer L 
Sent: Monday. June 11. 2018 12:06 PM 
To: Norris. Anne <Anne.Norrisrafda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: Rotstein. David 
<David.Rotstein:afda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselrafda.hhs.gov>: Ed\\ards. David 
<David.Ed,vardsafda.hhs.gov>: Hartogensis. Martine <Martine.Hartogensisa fda.hhs.gov>: Burkholder. William 
<William.Burkholderrafda.hhs.gov>: DeLancey. Siobhan <Siobhan.Delancevrafda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevrafda.hhs.gov>: Lovell. Randall A <Randall.Lovellrafda.hhs.gov>: Ceric. Olgica 

FDA-CVM-FOIA-2019-1704-004158 



<Olgica.Cericrafda.hhs.gov>: Nemser. Sarah <Sarah.Nemserrafda.hhs.gov>: Comvay. Charlotte 
<Charlotte.Co1rnantfda.hhs.gov>: Atkinson. Krisztina Z <Krisztina.Atkinsonrafda.hhs.gov>: Hodges. April 
<April.Hodgesafda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 
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Please let me Imo\\ if you have feedback or comments by COB Friday (6/15). 
Thank you. 
Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Norris. Anne 
Sent: Tuesday. May 22. 2018 9:24 AM 
To: Palmer. Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: Rotstein. David <David.Rotsteinrafda.hhs.gov>: Jones. Jennifer 
L <Jennifer.Jonesrafda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselrafda.hhs.gov>: Ed\\ards. David 
<David.Ed,vardsrafda.hhs.gov>: Hartogensis. Martine <Martine.Hartogensisra fda.hhs.gov>: Burkholder. William 
<William.Burkholderrafda.hhs.gov>: De Lancey. Siobhan <Siobhan.Dela11cey rafda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevrafda.hhs.gov>: Lovell. Randall A <Randall.Lovellrafda.hhs.gov>: Ceric. Olgica 
<Olgica.Cericrafda.hhs.gov>: Nemser. Sarah <Sarah.Nemserrafda.hhs.gov>: Comvay. Charlotte 
<Charlotte.C01rnav,afda.hhs.gov>: Atkinson. Krisztina Z <Krisztina.Atkinson,afda.hhs.gov>: Hodges. April 
<April.Hodgesrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

Thank you for explaining. Completely understand the sensitivity. \\as just curious. We can use a light touch in any 
preliminary communications. 

From: Palmer. Lee Anne 
Sent: Tuesday. May 22. 2018 9:13 AM 
To: Norris. Anne <Anne.Norrisrafda.hhs.gov>: Rotstein. David <David.Rotsteinrafda.hhs.gov>: Jones. Jennifer L 
<Jennifer.Jonesrafda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselrafda.hhs.gov>: Ed\\ards. David 
<David.Edwardsrafda.hhs.gov>: Hartogensis. Martine <Martine.Hartogensisra fda.hhs.gov>: Burkholder. William 
<Williain.Burkholderrafda.hhs.gov>: Delancey. Siobhan <Siobha11.Dela11cevrafda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevrafda.hhs.gov>: Lovell. Randall A <Randall.Lovellrafda.hhs.gov>: Ceric. Olgica 
<Olgica.Cericrafda.hhs.gov>: Nemser. Sarah <Sarah.Nemserra fda.hhs.gov>: Comvay. Charlotte 
<Charlotte.Co1rnay afda.hhs.gov>: Atkinson. Krisztina Z <Krisztina.Atkinsonafda.hhs.gov>: Hodges. April 
<April.Hodgesrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

B5 
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B4 
From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:49 AM 
To: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Rotstein, David <David.Rotsteinra;fda.hhs.gov>: Jones, Jennifer 
L <Jennifer.Jonesra;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesseht;fda.hhs.gov>: Ed\\ards, David 
<David.Ed,vardsra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Haiiogensisra;fda.hhs.gov>: Burkholdec William 
<Williain.Burkholderra;fda.hhs.gov>: De Lance), Siobhan <Siobhan.Delance, ra;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges, April 
<April .Hodgesr a;f da.hhs.gov> 
Subject: RE: 800.267-DCM and meeting ,,ith Cardiac Care for Pets 

,·
• 
-·-·-.Ihat...s.ho.uld_be_f1md . .ano.Jogize 

• 
if \\e already discussed thid 
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From: Palmec Lee Anne 
Sent: Tuesday, May 22, 2018 8:39 AM 
To: Rotstein, David <David.Rotsteinra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: Jones, Jennifer L 
<Jennifer.Jonesra;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ed\\ards, David 
<David.Ed\\ardsra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Haiiogensisra;fda.hhs.gov>: Burkholdec William 
<Williain.Burkholderra;fda.hhs.gov>: Delancey, Siobhan <Siobhan.Delancevra;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevrci;fda.hhs.gov>: LovelL Randall A <Ra11dalLLovellra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges, April 
<April .Hodgesr a;f da.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:37 AM 
To: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ed\\ards, David <David.Ed,vardsra;fda.hhs.gov>: Hartogensis, Martine 
<Maitine.Hartogensisra;fda.hhs.gov>: Burkholdec William <Williain.Burkholderra;fda.hhs.gov>: Palmec Lee Anne 
<LeeAnne.Palmerra;fda.hhs.gov>: Delancey, Siobhan <Siobha11.Delancevra;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevrafda.hhs.gov>: Lovell, Randall A <Randall.Lovellrafda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges, April 
<April .Hodgesr a;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

Anne. 

Agreed. 

. . 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 
7519 Standish Place 

!._ _______________ ss ·-·-·-·-·-·-·-__! 

; ; 

IID 
A011il!INIIHRAll01'111

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected. privileged. or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. If you are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. If you think you received this e-mail message in error, please e-mail the sender immediately at 

david .rotsteinr a fda.hhs .gov. 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:34 AM 

To: Jones, Jennifer L <Jennifer.Jonesrctfda.hhs.gov>: Rotstein, David <David.Rotstei1wtfda.hhs.gov>: Reimschuessel, 
Renate <Renate.Reimschuesselrct;fda.hhs.gov>: Ed\\ards, David <David.Ed,rnrdsra;fda.hhs.gov>: Hartogensis, Martine 

<Maitine.Hartogensisra;fda.hhs.gov>: Burkholder, William <Williain.Burkholderra;fda.hhs.gov>: Palmer, Lee Anne 
<LeeAnne.Palmerra;fda.hhs.gov>: DeLancey, Siobhan <Siobha11.Delancevra;fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carevrafda.hhs.gov>: LovelL Randall A <Randall.Lovellrafda.hhs.gov>: Ceric, Olgica 

<Olgica.Cericrctfda.hhs.gov>: Nemser, Sarah <Sarah.Nemserrc, fda.hhs.gov>: Comvay, Charlotte 

<Charlotte.Co1rnantfda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonrafda.hhs.gov>: Hodges, April 
<April.Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

From: Jones. Jennifer L 
Sent: Tuesday, May 22, 2018 8:31 AM 

To: Rotstein, David <David.Rotsteinrafda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuessehtfda.hhs.gov>: 
Ed\\ards, David <David.Ed\\ardsrafda.hhs.gov>: Hartogensis, Martine <Martine.Haiiogensisrafda.hhs.gov>: Burkholder, 
William <Williain.Burkholderrafda.hhs.gov>: Palmer, Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: DeLancey. Siobhan 
<Siobha11.Dela11ce, r it ;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: LovelL Randall A 

<Randall.Lovellrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrit;fda.hhs.gov>: Nemser, Sarah 

<Saral1.Nemserrafda.hhs.gov>: Comvay, Charlotte <Charlotte. Co1rnm rc,fda.hhs.gov>: Atkinson, Krisztina Z 
r<Krisztina.Atkinson c,fda.hhs.gov>: Hodges, April <April.Hodgesrc,fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting ,,ith Cardiac Care for Pets 

Jennifer Jones. DVM 
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Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:25 AM 
To: ReimschuesseL Renate <Renate.Reimschuessel 1a;fda.hhs.gov>: Ed\\ards. David <David.Ed\\ards 1a;fda.hhs.gov>: 
Hartogensis. Martine <Maiiine Haiiogensis1a;fdahhs.gov>: Burkholder. Williain <Williain.Burkholder 1a;fdahhs.gov>: 
Palmer. Lee Anne <LeeAnne.Palmer 1afda.hhs.gov>: Jones, Jennifer L <Jennifer.Jones 1afda.hhs.gov>: Delancey, Siobhan 
<Siobha11.Dela11ce, 1 i,;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carev 1a;fda.hhs.gov>: Norris, Anne <Anne.Norris 1a;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovell 1ct;fda.hhs.gov>: Ceric, Olgica <Olgica.Ceric 1it;fda.hhs.gov>: Nemser. Sarah 
<Sarah.Nemser 1a;fda.hhs.gov>: Comvay, Charlotte <Charlotte. Co1rnm 1ct;fda.hhs.gov>: Atkinson, Krisztina Z 
<Krisztina.Atkinson 1a;fda.hhs.gov>: Hodges, April <April.Hodges 1a;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

85 
David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
]j .. 1.9_.St.arulish.P.1.ac.<;:; 

l ____________~~---·-·-·-·-·-·i ____ -· 
IIIUJJ, DRU 
ADMII 11'1111S U:Afl«)11,,f 

This e-mail message is intended for the exclusive use of the recipient(s) nained above. It may contain information that is 
protected. privileged. or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. If you are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. If you think you received this e-mail message in error. please e-mail the sender immediately at 
david .rotstein a ;fda.hhs .gov. 

From: ReimschuesseL Renate 
Sent: Tuesday, May 22, 2018 8:18 AM 
To: Ed\\ards, David <David.Ed,vards 1ci;fda.hhs.gov>: Rotstein, David <David.Rotstein 1a;fda.hhs.gov>: Hartogensis, 
Martine <Maiiine.Hartogensis 1a;fda.hhs.gov>: Burkholder. William <William.Burkholder 1a;fda.hhs.gov>: Palmer. Lee 
Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jones 1a;fda.hhs.gov>: Delancey, Siobhan 
<Siobha11.Dela11ce, 1 i,;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carev 1c1;fda.hhs.gov>: Norris, Anne <Anne.Norris 1a;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Ceric 1i,;fda.hhs.gov>: Nemser. Sarah 
<Saral1.Nemser1a;fda.hhs.gov>: Comvay, Charlotte <Charlotte.Comvav 1a;fda.hhs.gov>: Atkinson, Krisztina Z 
<Krisztina.Atkinson 1afda.hhs.gov>: Hodges, April <April.Hodges 1afda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 
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Just some food for thought .... rr 

Renate Reimsclrnessel V.M.D. Ph.D. Vet-LIRN 
Phone 1- 240-402-5404 
Fax 301-210-4685 
http: ,,w,,.fda.go,· Animal\.ckrinan- ScicnccRcscarch ucm2-i733-i.htm 

From: Ed,vards. David 
Sent: Tuesday. May 22. 2018 7:54 AM 
To: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Hartogensis. Martine <Martine.Hartogensisra;fda.hhs.gov>: 
Burkholder. William <William.Burkholder:a;fda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones. 
Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: DeLancey. Siobhan <Siobhan.Delancevra;fda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne <Anne.Norrisra;fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrc,;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesseh,;fda.hhs.gov>: Ceric. Olgica 
<Olgica.Cericrafda.hhs.gov>: Nemser. Sarah <Sarah.Nemserrafda.hhs.gov>: Comvay. Charlotte 
<Charlotte.Co1rnan1;fda.hhs.gov>: Atkinson. Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges. April 
<April .Hodgesr a;f da.hhs.gov> 
Subject: RE: 800.267-DCM and meetign ,,ith Cardiac Care for Pets 

Hi everyone. 

B5 
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Thanks, 
Dave 

From: Rotstein, David 
Sent: Monday, May 2L 2018 7:49 AM 
To: Hartogensis, Martine <Martine.Hartogensisra;fda.hhs.gov>: Burkholder. William <William.Burkholderra;fda.hhs.gov>: 
Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Delancey, Siobhan 
<Siobhan.Delance, r it;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrc,fda.hhs.gov>: Reimschuessel, Renate <Renate.Reimschuesselrafda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Ed\\ards, David <David.Ed\\ardsra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkins011'Ct;fda.hhs.gov>: Hodges, April <April.Hodges,ct;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign \\ith Cardiac Care for Pets 
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1 85 a i i 
i i 
i i i.,_, _______________________________________________________________________________________________________________________________________________________________________________________________________________j _________________________ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected. privileged. or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. If you are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. If you think you received this e-mail message in error. please e-mail the sender immediately at 
david .rotsteinr a ;fda.hhs .gov. 

From: Hartogensis, Martine 
Sent: Monday, May 2L 2018 7:47 AM 
To: Burkholder. William <William.Burkholderrafda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: Jones, 
Jennifer L <Jennifer.Jonesrafda.hhs.gov>: Delancey, Siobhan <Siobhan.Delancevrc,fda.hhs.gov>: Rotstein, David 
<David .Rotstein:c, fda.hhs .gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrct;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnantfda.hhs.gov>: Ed\\ards, David <David.Ed\\ardsrafda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsonr ct fda.hhs. gov> 
Subject: RE: 800.267-DCM and meetign ,,ith Cardiac Care for Pets 

Thanks Bill and your concerns are noted! 
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! i 

! B5 ; ! i 
! i 
! i 
! i 
! i 
! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

FDA-CVM-FOIA-2019-1704-004164 



B5 
Thank you all for your help and dedication to this fascinating issue! 

Martine 

From: Burkholdec William 
Sent: Friday, May 18, 2018 5:04 PM 
To: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Hartogensis, 
Martine <Maiiine.Ha1iogensisra;fda.hhs.gov>: DeLancey, Siobhan <Siobha11.Dela11cevra;fda.hhs.gov>: Rotstein, David 
<David .Rotstein:a ;fda.hhs .gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrc,;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesseh,;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan1;fda.hhs.gov>: Ed\\ards, David <David.Ed,vardsra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsonr a ;f da.hhs .gov> 
Subject: RE: 800.267-DCM and meetign ,vith Cardiac Care for Pets 

B5 

Bill 

What Socrates is really supposed to have said: *'The only true \\isdom is in kno\\ing that you knmv nothing.'· 

FDA-CVM-FOIA-2019-1704-004165 



From: Palmer. Lee Anne 
Sent: Friday, May 18, 2018 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Hartogensis, Martine <Martine.Haiiogensisra;fda.hhs.gov>: 
DeLancey, Siobhan <Siobhan.Dela11cevrct;fda.hhs.gov>: Rotstein, David <David.Rotsteinra;fda.hhs.gov> 
Cc: Burkholder. William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrct;fda.hhs.gov>: Nemser. Sarah 
<Sarah.Nemserra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

B5 
Lee Anne 

From: Jones. Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
To: Hartogensis, Martine <Maitine.Hartogensisra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: 
Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Rotstein. David <David.Rotsteinra;fda.hhs.gov> 
Cc: Burkholder. Williain <William.Burkholderra;fda.hhs.gov>: Carey. Lauren <Lauren.Care,rc,;fda.hhs.gov>: Norris. Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrct;fda.hhs.gov>: Nemser. Sarah 
<Sarah.Nemserr a;f da.hhs .gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

B5 
LAny other ideas or suggestions? 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Hartogensis, Martine 
Sent: Friday, May 18, 2018 11:58 AM 
To: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: Palmer. Lee 
Anne <LeeAnne.Palmerra;fda.hhs.gov>: Rotstein, David <David.Rotsteinra;fda.hhs.gov> 
Cc: Burkholder. William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Care,ra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrct;fda.hhs.gov>: Nemser. Sarah 
<Sarah.Nemserrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

Thank you Jen! Sounds good and looking fornard to the meeting. 
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Martine 

From: Jones. Jennifer L 
Sent: Friday. May 18. 2018 6:42 AM 
To: Hartogensis, Martine <Martine.Hartogensisra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: 
Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Rotstein. David <David.Rotsteinra;fda.hhs.gov> 
Cc: Burkholdec William <William.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Care,ra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Cerk Olgica <Olgica.Cericrtr;fda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemserra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 
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l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 5-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Hartogensis, Martine 
Sent: Thursday, May 17. 2018 7:52 PM 
To: DeLancey, Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones, 
Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Rotstein, David <David.Rotsteinrtr;fda.hhs.gov> 
Cc: Burkholdec William <William.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Care,ra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesseh,fda.hhs.gov>: Cerk Olgica <Olgica.Cericritfda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemserra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

Yes, excellent world B5 ! Are 
they part of VET- L IkJY! -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Thanks in advance! 

Martine 

From: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Date: May 17, 2018 at2:27:35 PM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 

<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 

Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

~ B4, B5 ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 



i 84, 85 ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at2:14:48 PM EDT 
To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <RandalLLovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing I We 're all heading dO\rn the same path ... 

From: DeLancey. Siobhan 
Sent: Thursday, May l 7. 2018 2: 13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Hartogensis. Martine <Maitine.Haiiogensisra;fda.hhs.gov>: 
Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Rotstein, David <David.Rotsteinra;fda.hhs.gov> 
Cc: Burkholder, William <Williain.Burkholderra;fda.hhs.gov>: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne 
<Anne.Norrisra;fda.hhs.gov>: Lovell. Randall A <Ra11dall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric. Olgica <Olgica.Cericrtdda.hhs.gov>: Nemser, Sarah 
<Sarah.Nemserra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

As luck would have it, I'm at CE today listening td,_·-·-·-·-·-·-·-·-·-·-·-·-· B6·-·-·-·-·-·-·-·-·-·-·-·-___italk about nutrition and 
cardiomyopathies. See attached slide. 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2:06:04 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, 
Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

85 
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From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 11:59 AM 
To: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Rotstein, David <David.Rotsteinra;fda.hhs.gov>: Palmec Lee Anne 
<Lee Anne .Palmer: a ;f da.hhs .gov> 
Cc: Burkholdec William <William.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: Delancey. Siobhan <Siobhan.Delancevrc,;fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrct;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric, Olgica 
<O lgica. C ericr a ;fda.hhs .gov>: N em sec Sarah <Sarah.N emserr ct ;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign \\ith Cardiac Care for Pets 

Excellent \\Ork Jen!! 
. ! 
' ' i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

; B5 ; 
Martine 

From: Jones, Jennifer L 
Sent: Thursday, May 17, 2018 11:29 AM 
To: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Hartogensis. Martine <Maitine.Haiiogensisrafda.hhs.gov>: Palmer, 
Lee Anne <LeeAnne.Palmerra;fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-004169 



Cc: Burkholdec William <William.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delancevra;fda.hhs.gov>: LovelL Randall A 
<Randall.LoveUc,;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuessela;fda.hhs.gov>: Ceric, Olgica 
<O lgica. C ericr a ;fda.hhs .gov>: N em sec Sarah <Sarah.N emserr ct ;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign \\ith Cardiac Care for Pets 

B5 
Please see the PPT for the rationale/summary 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Rotstein, David 
Sent: Monday, May 14, 2018 10:22 AM 
To: Hartogensis, Martine <Martine.Hartogensisrafda.hhs.gov>: Palmec Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: 
Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov> 
Cc: Burkholdec William <William.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delancevra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrc,;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

. ·-·-·-·-·-·-·-·-·1 

I do not know about i._ ___ 85 __~-__ Once we get a better handle on a specific cause, we can work on that. 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Date: May 14, 2018 at 9:09:17 AM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones, 
Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cc: Burkholder, William <William.Burk:holder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

,·-· This _is very . interesting . ..l---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
! B5 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

·-·-___: 

Martine 

From: Palmec Lee Anne 
Sent: Friday, May lL 2018 4:30 PM 
To: Rotstein, David <David.Rotsteinra;fda.hhs.gov>: Hartogensis. Martine <Maiiine.Haiiogensisra;fda.hhs.gov>: Jones, 
Jennifer L <Jennifer.Jonesra;fda.hhs.gov> 
Cc: Burkholder, William <Williain.Burkholderrafda.hhs.gov>: Carey, Lauren <Lauren.Carevrafda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: DeLancey, Siobhan <Siobha11.Delancevra;fda.hhs.gov>: LovelL Randall A 

FDA-CVM-FOIA-2019-1704-004170 



<Randall.Lovellrct;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

From: Rotstein. David 
Sent: Friday. May IL 2018 4:14 PM 
To: Palmer. Lee Anne <LeeAnne.Palmer:a;fda.hhs.gov>: Hartogensis. Martine <Martine.Hartogensisra;fda.hhs.gov>: 
Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov> 
Cc: Burkholder. William <William.Burkholderra;fda.hhs.gov>: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne 
<Anne.Norrisra;fda.hhs.gov>: DeLancey. Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovelirc,;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

Lee Anne, 

B5 
From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 11, 2018 at4:06:05 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

B5 
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From: Rotstein, David 
Sent: Wednesday, May 9, 2018 4:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Haiiogensisra;fda.hhs.gov>: 
Jones. Jennifer L <J ennifer.Jonesr a ;fda.hhs .gov> 
Cc: Burkholder, William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisa;fda.hhs.gov>: DeLance), Siobhan <Siobhan.Delance,·.·a;fda.hhs.gov> 
Subject: RE: DCM and meetign "ith Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 9, 2018 at4:09:18 PM EDT 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

1 i 

j i i ! 

1 i 
i ! 

l i 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B5 
From: Hartogensis, Martine 
Sent: Wednesday, May 9, 2018 2:17 PM 
To: Rotstein, David <David.Rotsteinra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Palmer, Lee Anne 
<Lee Anne .Palmerr a ;f da.hhs .gov> 
Cc: Burkholder, William <Williain.Burkholderrafda.hhs.gov>: Carey, Lauren <Lauren.Carevrafda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: Delancey, Siobhan <Siobhan.Delancevra;fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-004172 



Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

A\\esome, thank you Dave! 

Martine 

From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Mmiine.Hmiogensisra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Palmer, 
Lee Anne <LeeAnne.Palmerra;fda.hhs.gov> 
Cc: Burkholder, William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: DeLancey, Siobhan <Siobha11.Delancevra;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

Good Afternoon, 

I spoke ,vit{ _______B6 ·-·-·-·_ Ja; Cardiac Care for Pets. He is going to look into times/dates \\ith the cardiologists there and \\e 
can set the meeting up from that point. 

Just some basic information: 

! i 

! 

! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

B5 ; 
As a side note, there is a face book page dedicated to this issue: 

https://\\\V\\ .facebook.com/groups/ 195 2593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
! 86 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

This e-mail message is intended for the exclusive use of the recipient(s) nmned above. It may contain information that is 
protected. privileged. or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. If you are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. If you think you received this e-mail message in error, please e-mail the sender immediately at 
david .rotsteinr a fda.hhs .gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones a;fda.hhs.gov>: Rotstein, David <David.Rotsteina;fda.hhs.gov>: Palmer, Lee Anne 
<Lee Anne .Palmerr a f da.hhs .gov> 
Subject: RE: DCM 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Thank you Jen and Dave! Very interesting and sounds like you all are on it! ! 86 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
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https://,vmv.cvcavets.comi 86 i 

--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Keep us posted! 

Thanks again! 

Martine 

Hi Martine, 

85 
Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Rotstein, David 
Sent: Tuesday, May 08, 2018 9:45 AM 
To: Hartogensis, Martine <Martine.Hartogensisra;fda.hhs.gov>: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: 
Jones. Jennifer L <J ennifer.Jonesr a ;fda.hhs .gov> 
Subject: RE: DCM 

Martine, 

85 
Looping in Jen. 

Thanks for the update! 

dave 

FDA-CVM-FOIA-2019-1704-00417 4 



David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

II) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. If you are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. If you think you received this e-mail message in error, please e-mail the sender immediately at 
david .rotsteinr a fda.hhs. gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Palmer, Lee Anne <LeeAnne.Palmerrafda.hhs.gov> 
Subject: RE: DCM 

B5 
Might be a good opportunity for us to partner \\ith some cardiology folks .... 

Martine 

From: Rotstein, David 
Sent: Monday, May 07, 2018 1:13 PM 
To: Hartogensis, Martine <Martine.Hartogensisra;fda.hhs.gov> 
Subject: Re: DCM 

Martine 

B5 
There's a way to go on this moving forward. 

Dave 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-004175 



Date: May 7, 2018 at 1:03:13 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 

FDA-CVM-FOIA-2019-1704-004176 



From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Hartogensis, Martine; Reimschuessel, Renate; Jones, Jennifer L 
Sent: 6/11/2018 6:39:51 PM 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

!_______________________________________________________________________________B 5 ------------------------------------------------------------------------·-·___I 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

t_____________________ ss-·-·-·-·-·-·-·-·-·-· i 

D ~- lllllllllil 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Monday, June 11, 2018 2:37 PM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda. hhs. gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Ok, thank you Renate! Just thought it would be worth discussing;) 

Martine 

From: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov> 
Date: June 11, 2018 at2:25:ll PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Renate Reimschuessel V.M.D. Ph.D., Director: Vet-LIRN 

Phone 1-240-402-5404 Fax 301-210-4685 
Vet-LIRN http: ,,,,,,.fda.goy A.nima!YdcrinarY Scie,nce,Re,se,arch ucm2~733-U1tm 

From: Hartogensis, Martine 
Sent: Monday, June 11, 20181:57 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate. Reimschuessel@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Hi Jen and Renate, 

Martine 

From: Jones, Jennifer L 
Sent: Monday, June 11, 201812:06 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, 
David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

. Good . morn i n g everyoneJ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

85 
Please let me know if you have feedback or comments by COB Friday (6/15). 
Thank you, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 9:24 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
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Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Thank you for explaining. Completely understand the sensitivity, was just curious. We can use a light touch in 
any preliminary communications. 

From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 9:13 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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B4 
From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:49 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

That should be fine. I apologize if we already discussed this,[_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 85 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·] 
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From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 8:39 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:37 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Anne, 

Agreed. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

[~~~~~~~~~~~~~~ B 6 ~~~~~~~~~~~~~~~~~ i 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
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distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:34 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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From: Jones, Jennifer L 
Sent: Tuesday, May 22, 2018 8:31 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
' ' 

i i ; 
B5 

; 
i i 

i i 

i i 

i i 

i i 

i i 

i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:25 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Reimschuessel, Renate 
Sent: Tuesday, May 22, 2018 8:18 AM 
To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Just some food for thought. ... rr 

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 

Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Edwards, David 
Sent: Tuesday, May 22, 2018 7:54 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hi everyone, 

B5 
Thanks, 
Dave 

From: Rotstein, David 
Sent: Monday, May 21, 2018 7:49 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 

.751_9 _Standish__place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Monday, May 21, 2018 7:47 AM 
To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
<Kriszti na.Atkinson@fda. hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thanks Bill and your concerns are noted! 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
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Martine 

From: Burkholder, William 
Sent: Friday, May 18, 2018 5:04 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
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Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 
< Kriszti na.Atki nson@fda. hhs. gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

85 

Bill 

What Socrates is really supposed to have said: *"The only true wisdom is in knowing that you know nothing." 

From: Palmer, Lee Anne 
Sent: Friday, May 18, 2018 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

__ Thanks, _Jen,_ very _i ntere sting_ issue!__L_____________________________________85 ____________________________________j___ , 

i BS ! 
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Lee Anne 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Any other ideas or suggestions? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Friday, May 18, 201811:58AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 6:42 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 7:52 PM 
To: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Yes, ex ce 11 en t work ! !·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B_S ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ~re 
they part ofVET-LIRN? 

Thanks in advance! 

Martine 

From: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Date: May 17, 2018 at2:27:35 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·············································································································································..·-·-·-·-·-·-·-·-·-i i 

I IB4,B5 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at2:14:48 PM EDT 
To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing! We're all heading down the same path ... 

From: Delancey, Siobhan 
Sent: Thursday, May 17, 2018 2:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

As luck would have it, I'm at CE today listening t/ B6 ltalk about nutrition and 
cardiomy apathies. See attached slide. L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2:06:04 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, 
Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
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From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 11 :59 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 

B5 
Martine 

From: Jones, Jennifer L 
Sent: Thursday, May 17, 2018 11:29 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
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Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
Please see the PPT for the rationale/summary 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Monday, May 14, 2018 10:22 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

I do not lrnoi____________ 8_5______________ _! Once we get a better handle on a specific cause, we can work on that. 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 14, 2018 at 9:09:17 AM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones, 
Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

This is very interesting. ! 85 i 
i----------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, B 5 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Martine 

From: Palmer, Lee Anne 
Sent: Friday, May 11, 2018 4:30 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 
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From: Rotstein, David 
Sent: Friday, May 11, 2018 4:14 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 

B5 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 11, 2018 at4:06:05 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

B5 
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From: Rotstein, David 
Sent: Wednesday, May 9, 2018 4:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 9, 2018 at4:09:18 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
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From: Hartogensis, Martine 
Sent: Wednesday, May 9, 2018 2:17 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
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Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 

Martine 

From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 

I spoke withi_________ ~§_________ j@ Cardiac Care for Pets. He is going to look into times/dates with the cardiologists 
there and we can set the meeting up from that point. 

Just some basic information: 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! ; 85 ! 
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As a side note, there is a facebook page dedicated to this issue: 

https://www.facebook.com/groups/1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

!__ __________________ B6 ·-·-·-·-·-·-·-·-·-· ! 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
Thank_ye>u Jen and Dave! Very interesting and sounds like you all are on it! ! B6 ! 
! B6 i 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i

i·-·-·-·-·-·-·-·-·-·-• 
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Keep us posted! 

Thanks again! 

Martine 

Hi Martine, 
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Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 08, 2018 9:45 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: DCM 

Martine, 
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Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

[_ _________________ B6-·-·-·-·-·-·-·-·-· i 

I) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

85!J_------------------------------------------------------~-~-------------------------------------------------------1·~ i 
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Might be a good opportunity for us to partner with some cardiology folks .... 

Martine 

From: Rotstein, David 
Sent: Monday, May 07, 20181:13 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Subject: Re: DCM 

Martine 

BS 
There's a way to go on this moving forward. 

Dave 
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From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 7, 2018 at 1:03:13 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYD I BOH F23SPDL T)/CN=R EC IP I ENTS/CN=02DF91 D554 D34B948FC58433D0E42073-
M HARTOG E> 

To: Rotstein, David; Reimschuessel, Renate; Jones, Jennifer L 
Sent: 6/11/2018 6:42:48 PM 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Excellent point! 

Martine 

From: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Date: June 11, 2018 at2:39:55 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

! B6 ! 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected. privileged. or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. Ifyou are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. Ifyou think you received this e-mail message in error, please e-mail the sender immediately at 
david .rotstein, a;fda.hhs .gov. 

From: Hartogensis, Martine 
Sent: Monday, June lL 2018 2:37 PM 
To: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov> 
Cc: Rotstein, David <David.Rotsteinra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting "ith Cardiac Care for Pets 

Ok, thank you Renate! Just thought it would be worth discussing;) 

Martine 
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From: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov> 

Date: June 11, 2018 at2:25:ll PM EDT 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

B5 
Renate Reimsclrnessel V.M.D. Ph.D.. Director: Vet-LIRN 

Phone 1- 240-402-5404 Fax 301-210-4685 

Vet-LIRN http: ,,,,,,.fda.go,· A.nima!Ydcrinar\' Scie,nce,Re,se,arch ucm2~733~.htm 

From: Hartogensis. Martine 
Sent: Monday. June 11. 2018 1:57 PM 
To: Jones. Jennifer L <Jennifer.Jonesrafda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra fda.hhs.gov> 
Cc: Rotstein. David <David.Rotsteinrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

Hi Jen and Renate . 

t th0 8
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Martine 

From: Jones. Jennifer L 
Sent: Monday. June 11. 2018 12:06 PM 
To: Norris. Anne <Anne.Norrisra fda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: Rotstein. David 
<David.Rotstein1ctfda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselafda.hhs.gov>: Ed\\ards. David 
<David.Ed,vardsrafda.hhs.gov>: Hartogensis. Martine <Maitine.Haiiogensisrafda.hhs.gov>: Burkholder. William 
<Williain.Burkholderrafda.hhs.gov>: DeLancey. Siobhan <Siobhan.Delancevrafda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevrafda.hhs.gov>: Lovell. Randall A <Randall.Lovellrafda.hhs.gov>: Ceric. Olgica 
<Olgica.Cericrcdda.hhs.gov>: Nemser. Sarah <Sarah.Nemserrctfda.hhs.gov>: Comvay. Charlotte 
<Charlotte.Co1rnmrafda.hhs.gov>: Atkinson. Krisztina Z <Krisztina.Atkinsonrafda.hhs.gov>: Hodges. April 
<April.Hodgesrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

Good morning everyone. 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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Please let me Imo\\ if you have feedback or comments by COB Friday (6/15). 
Thank you. 
Jen 
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Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 9:24 AM 
To: Palmec Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Jones, Jennifer 
L <Jennifer.Jonesrafda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesseh,fda.hhs.gov>: Ed\\ards, David 
<David.Ed,vards,afda.hhs.gov>: Hartogensis, Martine <Maitine.Haitogensis,a·fda.hhs.gov>: Burkholdec William 
<Williain.Burkholderrafda.hhs.gov>: De Lancey, Siobhan <Siobhan.Delance, rafda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevrafda.hhs.gov>: LovelL Randall A <Randall.Lovellrafda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericrafda.hhs.gov>: Nemsec Sarah <Sarah.Nemserrafda.hhs.gov>: Comvay, Charlotte 
<Charlotte. Co1rnm rafda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonrafda.hhs.gov>: Hodges, April 
<April.Hodgesrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

Thank you for explaining. Completely understand the sensitivity, \\as just curious. We can use a light touch in any 
preliminary communications. 

From: Palmec Lee Anne 
Sent: Tuesday, May 22, 2018 9:13 AM 
To: Norris, Anne <Anne.Norrisrafda.hhs.gov>: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Jones, Jennifer L 
<Jennifer.Jonesrafda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselrafda.hhs.gov>: Ed\\ards, David 
<David.Ed\\ardsrafda.hhs.gov>: Hartogensis, Martine <Maitine.Haitogensisra fda.hhs.gov>: Burkholdec William 
<Williain.Burkholderrafda.hhs.gov>: Delancey, Siobhan <Siobha11.Dela11ce,rafda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Careyrafda.hhs.gov>: LovelL Randall A <Randall.Lovellrafda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericrafda.hhs.gov>: Nemsec Sarah <Sarah.Nemserrafda.hhs.gov>: Comvay, Charlotte 
<Charlotte.C01rnavrcl'fda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonrctfda.hhs.gov>: Hodges, April 
<April.Hodgesrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 
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From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:49 AM 
To: Palmec Lee Anne <LeeAnne.Palmerrafda.hhs.gov>: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Jones, Jennifer 
L <Jennifer.Jonesra;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselrct;fda.hhs.gov>: Ed\\ards, David 
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<David.Ed,vardsra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Haiiogensisra;fda.hhs.gov>: Burkholdec William 
<Williain.Burkholderra;fda.hhs.gov>: De Lance), Siobhan <Siobha11.Dela11ce, ra;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carev a;fda.hhs.gov>: LovelL Randall A <Randall.Lovella;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges, April 
<April.Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

That should be fine. I apologize if\\ e already discussed thit·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~§._______________________________________________ ___j 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B5__________________________________________________________________________________________________________________ ! l

From: Palmec Lee Anne 
Sent: Tuesday, May 22, 2018 8:39 AM 
To: Rotstein, David <David.Rotsteinra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: Jones, Jennifer L 
<Jennifer.Jonesra;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ed\\ards, David 
<David.Ed\\ardsra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Haiiogensisra;fda.hhs.gov>: Burkholdec William 
<Williain.Burkholderra;fda.hhs.gov>: De Lance), Siobhan <Siobha11.Dela11ce, ra;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges, April 
<April .Hodges: a;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting ,vith Cardiac Care for Pets 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
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l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:37 AM 
To: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ed\\ards, David <David.Ed,vardsra;fda.hhs.gov>: Hartogensis, Martine 
<Maitine.Hartogensisra;fda.hhs.gov>: Burkholdec William <Williain.Burkholderra;fda.hhs.gov>: Palmec Lee Anne 
<LeeAnne.Palmerra;fda.hhs.gov>: DeLancey, Siobhan <Siobha11.Dela11cevra;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevrci;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Atkinson, Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges, April 
<April.Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting ,,ith Cardiac Care for Pets 

Anne, 

Agreed . 

.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·________________ ss
-
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https://Siobha11.Dela11cevra;fda.hhs.gov
https://LeeAnne.Palmerra;fda.hhs.gov
https://Williain.Burkholderra;fda.hhs.gov
https://Maitine.Hartogensisra;fda.hhs.gov
https://David.Ed,vardsra;fda.hhs.gov
https://Renate.Reimschuesselrct;fda.hhs.gov
https://Jennifer.Jonesra;fda.hhs.gov
https://Anne.Norrisra;fda.hhs.gov
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https://Williain.Burkholderra;fda.hhs.gov
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https://Anne.Norrisra;fda.hhs.gov
https://David.Rotsteinra;fda.hhs.gov
https://April.Hodgesra;fda.hhs.gov
https://Krisztina.Atkinsonra;fda.hhs.gov
https://Charlotte.Co1rnan,;fda.hhs.gov
https://Sarah.Nemserra;fda.hhs.gov
https://Olgica.Cericra;fda.hhs.gov
https://Randall.Lovella;fda.hhs.gov
https://a;fda.hhs.gov
https://ra;fda.hhs.gov
https://Williain.Burkholderra;fda.hhs.gov
https://Maitine.Haiiogensisra;fda.hhs.gov
https://David.Ed,vardsra;fda.hhs.gov
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected. privileged. or confidential. and it should not be disseminated. distributed. or copied to persons not authorized to 
receive such information. Ifyou are not the intended recipient, any dissemination. distribution. or copying is strictly 
prohibited. Ifyou think you received this e-mail message in error. please e-mail the sender immediately at 
david .rotsteinra;fda.hhs.gov. 

From: Norris. Anne 
Sent: Tuesday. May 22. 2018 8:34 AM 
To: Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Reimschuessel, 
Renate <Renate.Reimschuesselrct;fda.hhs.gov>: Ed\\ards. David <David.Ed,vardsra;fda.hhs.gov>: Hartogensis. Martine 
<Maitine.Hartogensisra;fda.hhs.gov>: Burkholder. William <Williain.Burkholderra;fda.hhs.gov>: Palmer. Lee Anne 
<LeeAnne.Palmerra;fda.hhs.gov>: DeLance). Siobhan <Siobha11.Delance, rc,;fda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Lovell. Randall A <Randall.Lovellra;fda.hhs.gov>: Ceric. Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemser. Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay. Charlotte 
<Charlotte.Co1rnant;fda.hhs.gov>: Atkinson. Krisztina Z <Krisztina.Atkinsonra;fda.hhs.gov>: Hodges. April 
<April .Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting ,,ith Cardiac Care for Pets 

From: Jones. Jennifer L 
Sent: Tuesday. May 22. 2018 8:31 AM 
To: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesseht;fda.hhs.gov>: 
Ed\\ards. David <David.Ed,rnrdsra;fda.hhs.gov>: Hartogensis. Martine <Martine.Haiiogensisra;fda.hhs.gov>: Burkholder. 
William <Williain.Burkholderra;fda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: DeLancey. Siobhan 
<Siobha11.Dela11cevrit;fda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne <Anne.Norrisra;fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrct;fda.hhs.gov>: Ceric. Olgica <Olgica.Cericri,;fda.hhs.gov>: Nemser. Sarah 
<Saral1.Nemserra;fda.hhs.gov>: Comvay. Charlotte <Charlotte.Co1rnm ra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsonra;fda.hhs.gov>: Hodges. April <April.Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Rotstein. David 
Sent: Tuesday. May 22. 2018 8:25 AM 
To: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ed\\ards. David <David.Ed\\ardsra;fda.hhs.gov>: 
Hartogensis. Martine <Maitine.Haiiogensisrafda.hhs.gov>: Burkholder. Williain <William.Burkholderra•fda.hhs.gov>: 
Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: DeLancey. Siobhan 
<Siobha11.Dela11ce, ri,;fda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne <Anne.Norrisra;fda.hhs.gov>: Lovell. Randall A 
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https://Anne.Norrisra;fda.hhs.gov
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https://David.Ed\\ardsra;fda.hhs.gov
https://Renate.Reimschuesselra;fda.hhs.gov
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https://ra;fda.hhs.gov
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https://Williain.Burkholderra;fda.hhs.gov
https://Martine.Haiiogensisra;fda.hhs.gov
https://David.Ed,rnrdsra;fda.hhs.gov
https://Renate.Reimschuesseht;fda.hhs.gov
https://David.Rotsteinra;fda.hhs.gov
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https://Krisztina.Atkinsonra;fda.hhs.gov
https://Charlotte.Co1rnant;fda.hhs.gov
https://Sarah.Nemserra;fda.hhs.gov
https://Olgica.Cericra;fda.hhs.gov
https://Randall.Lovellra;fda.hhs.gov
https://Lauren.Carevra;fda.hhs.gov
https://rc,;fda.hhs.gov
https://LeeAnne.Palmerra;fda.hhs.gov
https://Williain.Burkholderra;fda.hhs.gov
https://Maitine.Hartogensisra;fda.hhs.gov
https://David.Ed,vardsra;fda.hhs.gov
https://Renate.Reimschuesselrct;fda.hhs.gov
https://David.Rotsteinra;fda.hhs.gov
https://Jennifer.Jonesra;fda.hhs.gov


<Randall.Lovellrct;fda.hhs.gov>: Ceric. Olgica <Olgica.Cericrtt;fda.hhs.gov>: Nemser. Sarah 
<Sarah.Nemserra;fda.hhs.gov>: Comvay. Charlotte <Charlotte. Comvm ra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsona;fda.hhs.gov>: Hodges. April <April.Hodgesa;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

85 
David Rotstein. DVM. MPVM. Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

L·-·-·-·-·-·-·-·-·B 6 ·-·-·-·-·-·-·-·-·i 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected. privileged. or confidential. and it should not be disseminated. distributed. or copied to persons not authorized to 
receive such information. Ifyou are not the intended recipient, any dissemination. distribution. or copying is strictly 
prohibited. Ifyou think you received this e-mail message in error. please e-mail the sender immediately at 
david .rotsteinr a;fda.hhs .gov. 

From: ReimschuesseL Renate 
Sent: Tuesday. May 22. 2018 8:18 AM 
To: Ed\\ards. David <David.Edwardsrd;fda.hhs.gov>: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Hartogensis. 
Martine <Maiiine.Ha1iogensisra;fda.hhs.gov>: Burkholder. Williain <William.Burkholderra;fda.hhs gov>: Palmer. Lee 
Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: DeLancey. Siobhan 
<Siobhai1.Delai1ce, rit;fda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carev a;fda.hhs.gov>: Norris. Anne <Anne.Norris a;fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrct;fda.hhs.gov>: Ceric. Olgica <Olgica.Cericrit;fda.hhs.gov>: Nemser. Sarah 
<Saral1.Nemserra;fda.hhs.gov>: Comvay. Charlotte <Charlotte. Co1rnm ra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsonra;fda.hhs.gov>: Hodges. April <April.Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting \\ith Cardiac Care for Pets 

85 
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https://April.Hodgesra;fda.hhs.gov
https://Krisztina.Atkinsonra;fda.hhs.gov
https://ra;fda.hhs.gov
https://Saral1.Nemserra;fda.hhs.gov
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https://Randall.Lovellrct;fda.hhs.gov


B5 
Just some food for thought. ... rr 

Renate Reimsclrnessel V.M.D. Ph.D. Vet-LIRN 
Phone 1- 240-402-5404 
Fax 301-210-4685 
http: ,,w,,.fda.go,· Animal\.ckrinan- ScicnccRcscarch ucm2-i733-i.htm 

From: Ed\\ards. David 
Sent: Tuesday. May 22. 2018 7:54 AM 
To: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Hartogensis. Martine <Maitine.Haiiogensisra;fda.hhs.gov>: 
Burkholder. Williain <Williain.Burkholder:a;fda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones. 
Jennifer L <Jennifer.Jones a;fda.hhs.gov>: DeLancey. Siobhan <Siobha11.Delancev a;fda.hhs.gov> 
Cc: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne <Anne.Norrisra;fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrct;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric. Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemser. Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay. Charlotte 
<Charlotte.Co1rnan,;fda.hhs.gov>: Atkinson. Krisztina Z <Krisztina.Atkinso1w,;fda.hhs.gov>: Hodges. April 
<April.Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign \\ith Cardiac Care for Pets 

Hi everyone. 

B5 
Thanks. 
Dave 

From: Rotstein. David 
Sent: Monday. May 21. 2018 7:49 AM 
To: Hartogensis. Martine <Maitine.Hartogensisra;fda.hhs.gov>: Burkholder. Williain <William.Burkholderra;fda.hhs.gov>: 
Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: DeLancey. Siobhan 
<Siobha11.Dela11ce, ,it;fda.hhs.gov> 
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Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrct;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cerica;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemsera;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Cmrnm ra;fda.hhs.gov>: Ed"ards, David <David.Ed,vardsra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsonra;fda.hhs.gov>: Hodges, April <April.Hodgesra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign ,vith Cardiac Care for Pets 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

L 
. 

_________________ 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected. privileged. or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. Ifyou are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. Ifyou think you received this e-mail message in error, please e-mail the sender immediately at 
david .rotsteinra;fda.hhs .gov. 

From: Hartogensis, Martine 
Sent: Monday, May 2L 2018 7:47 AM 
To: Burkholder, William <William.Burkholderra;fda.hhs.gov>: Palmer, Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones, 
Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delancevrct;fda.hhs.gov>: Rotstein, David 
<David .Rotstein:a;fda.hhs .gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrct;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnm rit;fda.hhs.gov>: Ed"ards, David <David.Edwardsra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsonrct;fda.hhs .gov> 
Subject: RE: 800.267-DCM and meetign ,vith Cardiac Care for Pets 

Thanks Bill and your concerns are noted! 

B5 
Thank you all for your help and dedication to this fascinating issue! 

Martine 
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From: Burkholdec William 
Sent: Friday, May 18, 2018 5:04 PM 
To: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Hartogensis, 
Martine <Maiiine.Ha1iogensisra;fda.hhs.gov>: Delancey, Siobhan <Siobhai1.Delai1cevra;fda.hhs.gov>: Rotstein, David 
<David .Rotstein:a;fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne <Anne.Norrisra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrc,;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric, Olgica 
<Olgica.Cericra;fda.hhs.gov>: Nemsec Sarah <Sarah.Nemserra;fda.hhs.gov>: Comvay, Charlotte 
<Charlotte.Co1rnan1;fda.hhs.gov>: Ed\\ards, David <David.Ed,vardsra;fda.hhs.gov>: Atkinson. Krisztina Z 
<Krisztina.Atkinsonra;fda.hhs .gov> 
Subject: RE: 800.267-DCM and meetign ,,ith Cardiac Care for Pets 

B5 

Bill 

What Socrates is really supposed to have said: *'The only true \\isdom is in kno\\ing that you knmv nothing.'' 

From: Palmec Lee Anne 
Sent: Friday, May 18, 2018 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Hartogensis, Martine <Ma1iine.Haiiogensisra;fda.hhs.gov>: 
Delancey, Siobhan <Siobhai1.Delai1cevra;fda.hhs.gov>: Rotstein, David <David.Rotsteinra;fda.hhs.gov> 
Cc: Burkholdec William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrcdda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemserra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign \\ith Cardiac Care for Pets 
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Lee Anne 

From: Jones. Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
To: Hartogensis, Martine <Maiiine.Haitogensisra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delance,rc,;fda.hhs.gov>: 
Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Rotstein. David <David.Rotsteinra;fdahhs.gov> 
Cc: Burkholdec William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Care,ra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrc,;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericri,;fda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemserrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

B5 
' An)..0 ther ideas-0 r· SUgg e st1onsT-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Hartogensis, Martine 
Sent: Friday, May 18, 2018 11:58 AM 
To: Jones, Jennifer L <Jennifer.Jonesrafda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delance,rc,fda.hhs.gov>: Palmec Lee 
Anne <LeeAnne.Palmerra;fda.hhs.gov>: Rotstein, David <David.Rotsteinra;fda.hhs.gov> 
Cc: Burkholdec William <Williain.Burkholderrafda.hhs.gov>: Carey, Lauren <Lauren.Care,rafda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrit;fda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemsera;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

Thank you Jen! Sounds good and looking fornard to the meeting. 

Martine 

From: Jones. Jennifer L 
Sent: Friday, May 18, 2018 6:42 AM 
To: Hartogensis, Martine <Maiiine.Haitogensisra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: 
Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Rotstein. David <David.Rotstei1wt;fda.hhs.gov> 
Cc: Burkholdec William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Care,ra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrc,fda.hhs.gov>: Ceric, Olgica <Olgica.Cericri,fda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemserra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign ,,ith Cardiac Care for Pets 
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Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Hartogensis, Martine 
Sent: Thursday, May 17. 2018 7:52 PM 
To: DeLancey, Siobhan <Siobhan.Delancev,a;fda.hhs.gov>: Palmec Lee Anne <LeeAnne.Palmer,a;fda.hhs.gov>: Jones, 
Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Rotstein, David <David.Rotsteinrcl;fda.hhs.gov> 
Cc: Burkholdec William <William.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrit;fda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemserrafda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign "ith Cardiac Care for Pets 

Yes, excellent world 84, 85 ! Are 
they part ofVET-LIRN? · 

Thanks in advance! 

Martine 

From: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Date: May 17, 2018 at2:27:35 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at2:14:48 PM EDT 
To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
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Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing I We 're all heading dmrn the same path ... 

From: DeLancey, Siobhan 
Sent: Thursday, May l 7, 2018 2: 13 PM 
To: Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Haiiogensisra;fda.hhs.gov>: 
Jones, Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Rotstein, David <David.Rotstei1w,;fda.hhs.gov> 
Cc: Burkholder. William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevrc,;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: LovelL Randall A <Randall.Lovellra;fda.hhs.gov>: ReimschuesseL Renate 
<Renate.Reimschuesselrct;fda.hhs.gov>: Ceric, Olgica <Olgica.Cericrcdda.hhs.gov>: Nemsec Sarah 
<Sarah.Nemserra;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign ,,ith Cardiac Care for Pets 

As luck would have it, I'm at CE today listening to! 86 ~alk about nutrition and 
cardiomy opathies. See attached slide. :._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2:06:04 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, 
Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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From: Hartogensis. Martine 
Sent: Thursday. May 17. 2018 11:59 AM 
To: Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov>: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Palmer. Lee Anne 
<Lee Anne .Palmerr a;f da.hhs .gov> 
Cc: Burkholder. William <William.Burkholderra;fda.hhs.gov>: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne 
<Anne.Norrisra;fda.hhs.gov>: Delancey. Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrct;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric. Olgica 
<Olgica. C ericr a;fda.hhs .gov>: N em sec Sarah <Sarah.N emserr ct;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign ,,ith Cardiac Care for Pets 

Excellent \\Ork Jen!! 

Martine 

From: Jones. Jennifer L 
Sent: Thursday. May 17. 2018 11:29 AM 
To: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Hartogensis. Martine <Maitine.Haiiogensisra;fda.hhs.gov>: Palmer. 
Lee Anne <LeeAnne.Palmerra;fda.hhs.gov> 
Cc: Burkholder. William <Williain.Burkholderra;fda.hhs.gov>: Carey. Lauren <Lauren.Care,ra;fda.hhs.gov>: Norris. Anne 
<Anne.Norrisra;fda.hhs.gov>: Delancey. Siobhan <Siobhan.Delancevra;fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrct;fda.hhs.gov>: ReimschuesseL Renate <Renate.Reimschuesselra;fda.hhs.gov>: Ceric. Olgica 
<Olgica. C ericr ct;fda.hhs .gov>: N em sec Sarah <Sarah.N emserr ct;fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign \\ith Cardiac Care for Pets 
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Please see the PPT for the rationale/summary 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Rotstein. David 
Sent: Monday. May 14. 2018 10:22 AM 
To: Hartogensis. Martine <Martine.Hartogensisra;fda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: 
Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov> 
Cc: Burkholder. William <William.Burkholderra;fda.hhs.gov>: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne 
<Anne.Norrisrafda.hhs.gov>: Delancey. Siobhan <Siobhan.Delancevrc,fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrc,;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

.--·-·-·-·-·-·-·-·-·-·-·-. 

I do not know abmL_____ 85____ Once we get a better handle on a specific cause, we can work on that. J

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 14, 2018 at 9:09:17 AM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones, 
Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

i.Ili!.~--i~_y~~i1!1e..~e_s_tiIJf' [. ______________________________________________________________________________________________B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Martine 

From: Palmer. Lee Anne 
Sent: Friday. May lL 2018 4:30 PM 
To: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Hartogensis. Martine <Maiiine.Haiiogensisra;fda.hhs.gov>: Jones. 
Jennifer L <Jennifer.Jones afda.hhs.gov> 
Cc: Burkholder. William <Williain.Burkholderra;fda.hhs.gov>: Carey. Lauren <Lauren.Carevra;fda.hhs.gov>: Norris. Anne 
<Anne.Norrisra;fda.hhs.gov>: Delancey. Siobhan <Siobha11.Delancevra;fda.hhs.gov>: Lovell. Randall A 
<Randall.Lovellrc,;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 
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From: Rotstein, David 
Sent: Friday, May lL 2018 4:14 PM 
To: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Haiiogensisra;fda.hhs.gov>: 
Jones. Jennifer L <Jennifer.Jonesra;fda.hhs.gov> 
Cc: Burkholdec William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: Delancey, Siobhan <Siobhan.Delance,ra;fda.hhs.gov>: LovelL Randall A 
<Randall.Lovellrct;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

Lee Anne, 

85 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 11, 2018 at 4:06:05 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 

Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 
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From: Rotstein, David 
Sent: Wednesday, May 9, 2018 4:13 PM 
To: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: Hartogensis, Martine <Maitine.Hartogensisra;fda.hhs.gov>: 
Jones. Jennifer L <J ennifer.Jonesr a;fda.hhs .gov> 
Cc: Burkholdec William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: DeLance), Siobhan <Siobhan.Delance, rc,;fda.hhs.gov> 
Subject: RE: DCM and meetign "ith Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 9, 2018 at4:09:18 PM EDT 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 
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From: Hartogensis, Martine 
Sent: Wednesday, May 9, 2018 2: 17 PM 
To: Rotstein, David <David.Rotsteinrafda.hhs.gov>: Jones, Jennifer L <Jennifer.Jonesrafda.hhs.gov>: Palmer, Lee Anne 
<Lee Anne .Palmerr af da.hhs .gov> 
Cc: Burkholder, William <Williain.Burkholderra;fda.hhs.gov>: Carey, Lauren <Lauren.Carevra;fda.hhs.gov>: Norris, Anne 
<Anne.Norrisra;fda.hhs.gov>: DeLancey, Siobhan <Siobhan.Delance,ra;fda.hhs.gov> 
Subject: RE: DCM and meetign "ith Cardiac Care for Pets 

A"esome, thank you Dave! 

Martine 
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From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Maiiine.Haiiogensis(a;fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jones(a;fda.hhs.gov>: Palmer, 
Lee Anne <LeeAnne.Palmer(a;fda.hhs.gov> 
Cc: Burkholder, William <Williain.Burkholder(a;fda.hhs.gov>: Carey, Lauren <Lauren.Carev(ct;fda.hhs.gov>: Norris, Anne 
<Anne.Norris(a;fda.hhs.gov>: DeLancey, Siobhan <Siobha11.Delancev(a;fda.hhs.gov> 
Subject: RE: DCM and meetign \\ith Cardiac Care for Pets 

Good Afternoon, 

I spoke ,vitli_ ________ B6 -·-·-·-· l ra; Cardiac Care for Pets. He is going to look into times/dates \\ith the cardiologists there and \\e 
can set the meeting up from that point. 

Just some basic information: 
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-··
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As a side note, there is a face book page dedicated to this issue: 

https://\\\\\\ .facebook.com/groups/ 1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l·-·-·-·-·-· B6 __________ ~ (BB) 

IIO 

This e-mail message is intended for the exclusive use of the recipient(s) nained above. It may contain information that is 
protected. privileged. or confidential, and it should not be disseminated, distributed, or copied to persons not authorized to 
receive such information. Ifyou are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. Ifyou think you received this e-mail message in error, please e-mail the sender immediately at 
david .rotstein( a;fda.hhs .gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones(a;fda.hhs.gov>: Rotstein, David <David.Rotstein(a;fda.hhs.gov>: Palmer, Lee Anne 
<Lee Anne .Palmer( a;f da.hhs .gov> 
Subject: RE: DCM 

Thank you Jen and Dave! Very interesting and sounds like vou all are on it! 
., ., 
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Keep us posted! 
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Thanks again! 

Martine 

Hi Martine, 

B5 
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Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

From: Rotstein, David 
Sent: Tuesday, May 08, 2018 9:45 AM 
To: Hartogensis, Martine <Martine.Hartogensisra;fda.hhs.gov>: Palmec Lee Anne <LeeAnne.Palmerra;fda.hhs.gov>: 
Jones. Jennifer L <Jennifer.Jonesrafda.hhs.gov> 
Subject: RE: DCM 

Martine, 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
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Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

! 86 ! 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain information that is 
protected. privileged. or confidential. and it should not be disseminated. distributed. or copied to persons not authorized to 
receive such information. Ifyou are not the intended recipient, any dissemination, distribution, or copying is strictly 
prohibited. Ifyou think you received this e-mail message in error. please e-mail the sender immediately at 
david .rotsteinr a;fda.hhs .gov. 

From: Hartogensis. Martine 
Sent: Tuesday. May 08. 2018 9:00 AM 
To: Rotstein. David <David.Rotsteinra;fda.hhs.gov>: Palmer. Lee Anne <LeeAnne.Palmerra;fda.hhs.gov> 
Subject: RE: DCM 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B5
Might be a good opportunity for us to partner \\ith some cardiology folks .... 

Martine 

From: Rotstein. David 
Sent: Monday. May 07. 2018 1:13 PM 
To: Hartogensis. Martine <Martine.Hartogensisra;fda.hhs.gov> 
Subject: Re: DCM 

Martine 

B5 
There's a way to go on this moving forward. 

Dave 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 7, 2018 at 1:03:13 PM EDT 

To: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM 
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mailto:David.Rotstein@fda.hhs.gov
mailto:Martine.Hartogensis@fda.hhs.gov
https://Martine.Hartogensisra;fda.hhs.gov
https://LeeAnne.Palmerra;fda.hhs.gov
https://David.Rotsteinra;fda.hhs.gov


Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 

FDA-CVM-FOIA-2019-1704-004216 



From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Burkholder, William 
Sent: 6/20/2018 3:50:47 PM 
Subject: slides shared with PFI 
Attachments: 800.267-DCM-Grainfree analysis-UPDATED.pptx; DCM-Grainfree analysis-UPDATED­

PFl-redacted. pptx 

The PFI shared slides and our unredacted version. 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

& 01:i: u .. s.r-ooo 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=891982B43D804C9396555BAF36C73DE1 -
ANNE.NORRIS> 

To: Jones, Jennifer L; Rotstein, David; Carey, Lauren; Hartogensis, Martine; Palmer, Lee Anne 
CC: Delancey, Siobhan; Burkholder, William 
Sent: 7/3/2018 6:38:15 PM 
Subject: RE: Redacted complaint file for the DCM webposting 
Attachments: 800.267-Product Indexing Results Summary.pptx 

Thanks, Jen!+ Bill. 

From: Jones, Jennifer L 
Sent: Tuesday, July 03, 2018 2:03 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, 
Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne. Palmer@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

I updated the slide deck with a summary from some great articles. Bottom line: i _______________________________________________B5 i L-.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1_. ____

B5 
·- ____________________ 

https:/ /academiic .. oup .. com/in/artiiclle/131/2/276/4687012 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, July 03, 2018 8:26 AM 
To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov>; Carey, Lauren <L.auren .. Carey@fda..hhs .. gov>; 
Ha rtoge ns is, Martine <.Ms;1.r.ti.n.G.,J::Jii!.r.t9.g.9n .. f?..i!.$..@.:td .. ii!.J!..tl.$.., .. g_gy>; Norris, Anne <.A. .. 0..!0.9., .. N .. 9.rr.i .. f?..@td.ii!J.1.tl.$. .. ,.go v >; Palmer, 
Lee Anne <ll....eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 

From: Jones, Jennifer L <J enniferJ ones(ti)fda hhs. gov> 
Date: July 3, 2018 at 8: 19:29 AM EDT 
To: Carey, Lauren <Lauren.Carey((i)fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis(ti)fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Rotstein, David <David.Rotstein(tufda.hhs.gov>, Palmer, Lee Anne 
<LeeArn1e.Pahner@fda. hhs. gov> 

FDA-CVM-FOIA-2019-1704-004248 



Cc: DeLancey, Siobhan <Siobhan.Delancey(lufda. hhs. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

! ! 
' ' ; ; i i 
i i 
i i 
i i 
i i 
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B5 
Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Carey, Lauren 
Sent: Monday, July 02, 2018 5:59 PM 
To: Hartogensis, Martine <Martiine .. Hartogensiis@fda.hhs .. gov>; Norris, Anne <Anne .. Norriis@fda.hhs .. gov>; 
Jones, Jennifer L <Jenniifer .. Jones@fda.hhs .. gov>; Rotstein, David <Daviid.Hotsteiin@fda..hhs .. gov>; Palmer, Lee 
Anne <L.eeAnne .. Pallmer@fda hhs .. qov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda.t1hs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 

' ; 
i i 
i i 
i i 
i i 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

; B5 ; 

Thanks, 
Lauren 

From: Hartogensis, Martine 
Sent: Monday, July 02, 2018 5:28 PM 
To: Norris, Anne <Anne .. Norris@fda.hhs .. gov>; Jones, Jennifer L <Jenniifer .. Jones@fda.hhs .. gov>; Rotstein, 
David <David .. ll~otsteiin@fdaJ1hs.gov>; Palmer, Lee Anne <ll ... eeAnne .. Pallmer@fdaJ1hs .. gov>; Carey, Lauren 
<Lauren.Carey@fda .. hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda.hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Martine 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jenniifer..Jones@fda..hhs .. gov>; Rotstein, David <Daviid.Hotsteiin@fdahhs.gov>; Palmer, 
Lee Anne <L.eeAnne .. Pallmer@fda.hhs .. gov>; Carey, Lauren <L.auren .. Carey@fda.hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda.t1hs .. gov>; Hartogensis, Martine 
<Martiine .. lHartogensiis@fda .. hhs .. gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

FDA-CVM-FOIA-2019-1704-004249 



Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda..hhs .. gov>; 
Hartogensis, Martine <Martiine .. lHartogensiis@fda..hhs .. gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

FDA-CVM-FOIA-2019-1704-004250 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Jones, Jennifer L; Carey, Lauren; Hartogensis, Martine; Norris, Anne; Palmer, Lee Anne 
CC: Delancey, Siobhan 
Sent: 7/3/2018 6:40:06 PM 
Subject: RE: Redacted complaint file for the DCM webposting 

Jen, 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
i 

This is very interesting.! 8 5 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

DRU 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, July 03, 2018 2:03 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, 
Martine <Martine.Hartogensis@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne. Palmer@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

,._I .updated_ the. sl_ide _deck with.a.sum_m ary_ from_ some_great.articles. __Bottom .Iine: i._·-·-=·-·-c,·-·-·-·-·-·-·-·-·-·-·-·-·~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 
; 
; 

; 
; 
; 
; 
; 
; 
; 

; 
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

https://academiic .. oup .. com/in/artiiclle/131/2/276/4687012 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
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Sent: Tuesday, July 03, 2018 8:26 AM 
To: Jones, Jennifer L <Jenni'fer.Jones@fdaJ1�1s.gov>;  Carey, Lauren <Lauren.Carey.@'fdaJ1hs.gov>; 
Hartogensis, Martine <Martine.Hartog_9,JJ.. :'?..i.. :t?.@fda.hhs.gov>;  Norris, Anne <Anne.Norris@fda.hhs.gov>;  Palmer, 
Lee Anne <l....eeAnne.Palmer@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey.@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 

From: Jones, Jennifer L <JenniferJones@fda.hhs. gQY> 

Date: July 3, 2018 at 8: 19:29 AM EDT 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gQY>, 

Norris, Anne <Anne.Norris@fda.hhs.gov>, Rotstein, David <David.Rotstein(T4fda.hhs.gov>, Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov> 

Cc: DeLancey, Siobhan <Siobhan.Delancey(Tilfda.hhs. gov> 

Subject: RE: Redacted complaint file for the DCM webposting 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

From: Carey, Lauren 
Sent: Monday, July 02, 2018 5:59 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fdaJ1�1s.gov>; Norris, Anne <Anne.Norris@fdaJ1�1s.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Hotstein@fda.hhs.gov>; Palmer, Lee 
Anne <l....eeAnne.Palmer@fda.hhs.gov> 
Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 

i i; ; 
i i 
i B5 
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Thanks, 
Lauren 

From: Hartogensis, Martine 
Sent: Monday, July 02, 2018 5:28 PM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, 
David <David.Hotstein@fda.hhs. gov>; Palmer, Lee Anne <LeeAnne.Palmer@.fda.hhs.gov>; Carey, Lauren 
<Lauren. Carey@Ma.hhs.gov> 
Cc: Delancey, Siobhan <.S..i.9..!.?.t1.2n., .. !:2.�.!.9ns;;,.�y@fda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 
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Martine 

From: Norris, Anne 
Sent: Monday, July 02, 2018 3:57 PM 
To: Jones, Jennifer L <Jenniifer.. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ho'ls'leiin@fda..hhs .. gov>; Palmer, 
Lee Anne <ll....eeAnne .. Pallmer@fda..hhs .. gov>; Carey, Lauren <ll....auren .. Carey.@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fda..hhs .. gov>; Hartogensis, Martine 
<Martiine.lHartoqensiis@fda.hhs .. gov> 
Subject: FW: Redacted complaint file for the DCM webposting 
Importance: High 

Hi Jen and Dave, 

! 

' !i ! 

i ! 
i ! 
i !
; 
i ! 
i ! 
i ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

B5 
Thanks, 
Anne 

From: Palmer, Lee Anne 
Sent: Friday, June 15, 2018 8:51 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siiobhan.Dellancey@fda.hhs.gov>; 
Hartogensis, Martine <Mar'liine .. lHar'logensiis@fda..hhs .. gov> 
Subject: Redacted complaint file for the DCM webposting 

Hi - all set with the complaint file. I hope to have a last look today at the DCM piece. Hopefully this AM, but may 
creep into the afternoon at this point ... 

Thanks! 

Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

llllll11 
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ELSEVIER 
SAUNDERS 

Taurine and Carnitine in Canine 
Cardiomyopathy 

Sherry Lynn Sanderson, DVM, PhD 
Department of Physiology and Pharmacology, University of Georgia, College of Veterinary 
Medicine, 501 DW Brooks Drive, Athens, GA 30602, USA 

D ilated cardiomyopathy (DCM) is one of the most common acquired car­
diovascular diseases in dogs [1-4] . Although few studies of the preva­
lence of DCM in the overall population of dogs have been reported, 

estimates range from 0.50/o to 1.10/o [5,6] . Only degenerative valvular disease 
and, in some regions of the world, heartworm infection are more common 
causes of cardiac morbidity and mortality in dogs. DCM is seen most commonly 
in large and giant breeds of dogs, although its frequency seems to be increasing 
in medium-sized breeds, such as the English and American cocker spaniels [4-8] . 
It has been reported rarely in small and miniature breeds of dogs [9] . 

DCM is particularly challenging to veterinarians because the cause is often 
unknown and can vary among dog breeds [10] . Because most cases of DCM 
in dogs are classified as idiopathic, most therapies can he classified as "Band­
Aid therapies" that palliate the effects of this disease for a short duration hut 
do little to address the primary disease process. Therefore, DCM is almost al­
ways a progressive disease, and most dogs will eventually succumb to their dis­
ease. Survival times in dogs with DCM are variable and can be influenced by 
several factors, including breed. However, the prognosis for survival of dogs 
with DCM remains poor, with reported survival rates of 17.50/o at 1 year 
and 7.50/o at 2 years [11-13] . Until recently, reported cases of DCM reversal 

-·-in. dogs were_ very_ rare.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; eerie, Olgica; Rotstein, David; 
Palmer, Lee Anne; Carey, Lauren 

Sent: 5/25/2018 11 :32:55 AM 
Subject: Action Item: Please Review-800.267-DCM draft testing plan 
Attachments: 800.267-draft-Sample Testing Procedures-v1 .doc 

Please review by COB 6/1. 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

u..s. r-ooo & 01:i:uG 
ADM I If,! IS1 ltA11'!0 No 

.,-1'.;,.-;;,.:, .._ 

FDA-CVM-FOIA-2019-1704-004405 

http://www
mailto:ienniferiones@fda.hhs.gov
mailto:Renate.Reimschuessel@fda.hhs.gov
https://niter.Jo


From: Darcy Adin <dbadin@ncsu.edu> 
To: Freeman, Lisa 
CC: Jones, Jennifer L; Joshua A Stern; Fries, Ryan C; l__________________________B6 ·-·-·-·-·-·-·-·-·-·-·-·__); Rotstein, David; 

Norris, Anne; Delancey, Siobhan; eerie, Olgica 
Sent: 5/25/2018 9:25:30 PM 
Subject: Re: diet related DCM - a couple forms 

Thank you Lisa! Those look very helpful. 
We have several Great Danes with DCM eating: 84 :must be popular with owners of that breed! 
Hope you have a good weekend, ; · 
Darcy 

On Thu, May 24, 2018 at 3:21 PM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote: 

Hi everyone 

B5 

Thanks 

Lisa 

Lisa M. Freeman. DVM. PhD. DACVN 

Professor 

Cummings School of Veterinary Medicine 

Friedman School ofNutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts Univ-:rsit\ 

From: Jon-:s. knnifrr L lmailto:k1111ifor.Jo111:s,afda.hhs.gov I 
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Sent: Friday, April 20, 2018 3:50 PM 
To: Darcy Adin <dbadinrcincsu.edu>: Freeman, Lisa <Lisa.Freemanrcitufts.edu>: Joshua A Stem <jstemrciucdavis.edu>: 

Fries, R) an C <rfri es ci·ill in o is . e du>: 
L__________________ 

:_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·!3..~.---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___i
~s -·-·-·-·-·-·-·-·-·-! 

Cc: Rotstein, David <David.Rotsteinrcifda.hhs.gov>: Norris, Anne <Anne.Norrisrcifda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delancevrcifda.hhs.gov>: Ceric, Olgica <Olgica.Cericrcifda.hhs.gov> 
Subject: RE: hold-call \\ith Dr. Adin re: DCM cases 
Importance: High 

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints, you can 
just email me a spreadsheet ,vith the data. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-l-0--1-02-5-1-21 

From: Jones. Jennifer L 
Sent: Friday, April 20, 2018 1:19 PM 
To: 'Darcy Adin' <dbadinrcincsu.edu>: Freeman, Lisa <lisa.freemanrcitufts.edu>: Joshua A Stem <jste1wciucdavis.edu>: 

Fries, R) an C <rfrie s ci· illinois. edu>: l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- _86 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i· 
L_ ________________ B6 ·-·-·-·-·-·-·-·-· i> 
Cc: Rotstein, David <David.Rotsteinrcifda.hhs.gov>: Norris, Anne <Anne.Norrisrcifda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delancevrdfda.hhs.gov>: Ceric, Olgica <Olgica.Cericrcifda.hhs.gov> 
Subject: RE: hold-call ,,ith Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue and 
potentially act on these adverse events, please file an official consumer complaint. Instructions on ho,v to report a pet food 
report can be found at: https://,v,v,v.fda.gov/ AnimalVeterinan/Safet,Health/Repo1iaProblem/ucm 182403 .htm. The 
complaint can be submitted through the Safety Reporting Portal: https://,,,v,,.safetuep01ting.hhs.gov. You can attach 
documents already created that compile your case data. We ,vill revie,v the data and may contact you for possible 
follm,-up. 

In the meantime, if you have a dog \\ith DCM on a grain free diet that dies or is euthanized, please do not dispose of the 
animal's body or any remaining food. Please submit an individual consumer complaint for that dog, and mention that you 
have been instructed to submit the report by Vet-LIRN. We ,vill revie,v the complaint for potential follo,v-up and may be 
able to offer a necropsy. I attached a copy of our Vet-LIRN net,rnrk procedures that describe ho,v ,,e operate. I also 
included a version for animal o,,ners. 

Please email or call me ,,ith any questions. Thank you again for your time and expertise. 

Jen 
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Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-l-0--1-02-5-1-21 

From: Darcy Adin [mailto:dbadinancsu.edu] 
Sent: Thursday, April 19, 2018 11:00 AM 
To: Freeman, Lisa <lisa.freemanrcitufts.edu>: Joshua A Stern <jstern(ciucdavis.edu>: Fries, Ryan C <1friesrciillinois.edu>: 

i_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· · ·-·-·-·-·-·-·-·-·-B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-f: Jones, Jennifer L · 
<J ennifer.J onesr Clfda.hhs .gov> 
Cc: Rotstein, David <David.Rotsteinrcifda.hhs.gov>: Norris, Anne <Anne.Norrisrcifda.hhs.gov>: DeLancey, Siobhan 
<Siobhan.Delance, rcifda.hhs.gov> 
Subject: F\\d: hold-call \\ith Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Drsl 86 lFreemanr---·-·-·-ss'-·-·-·-·1 Fries and Stern - the call details are in the forwarded email below. 
··-·-·-·-·-·-·-· l.--·-·-·-·-·-·-·-·-·-·-·-· 

Just a brief introduction for the FDA group: 

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___1 
Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

l-----------------------------------------------------------~~----------------------------------------------------------1 
Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 

Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

Thank you everyone for making time in your schedule! I am looking forward to this. 
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Sincerely, 

Darcy Adin 

---------- Forwarded message----------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: Thu, Apr 19, 2018 at 7:16 AM 
Subject: hold-call with Dr. Adin re: DCM cases 
To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DeLancey, 
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. --

Join WebEx meeting 
Meeting number (access code):[_ _______ B6_________ 1 

Meeting password[ ______ 86______ i 

Join by phone 
+1-210-795-0506 US Toll 

+l-877--'65-7975 US Toll Free 

Global call-in numbers Toll-free calling restrictions 

Can't join the meeting? 

Ifyou are a host. go here to ,iew host information. 

IJ\.IPORTA..NT NOTICE: Please note that this \YebEx ser,ice allows audio and other information sent during the session to be recorded, which 1nay be discoYerable in a legal matter. 

By joining this session, you auto1natically consent to such recordings. If you do not consent to being recorded, discuss your conce111s with the host or do not join the session. 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

FDA-CVM-FOIA-2019-1704-004417 
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NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: !.___________B6 -·-·-·-·-·-! 
CC: Jones, Jennifer L; Darcy Adin; Joshua A Stern; Fries, Ryan C;: 86 :Rotstein, David; 

Norris, Anne; Delancey, Siobhan; eerie, Olgica '·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

Sent: 5/30/2018 10:08:30 AM 
Subject: RE: diet related DCM - a couple forms 

Hi all ! : 

We had another case yesterday onl_84,__ 85 f I'll get that submitted to FDA today. 

Happy to have you share the protocol and diet history. The protocol was designed for internal use so might be 

__ good _to_ m od i fy _ a few th i n gs :·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B5 
Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..petFoodollogy.. org 

From : l.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Bs ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-· : 
Sent: Tuesday, May 29, 2018 10:09 PM 
To: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Darcy Adin <dbadin@ncsu.edu>; Joshua A Stern 
<jstern@u cdavi s.ed u >; Fries, Ryan C <rfries@i 11 i no is.edu > L.~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-l3-i(_~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~J; Rotstein, 
David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: Re: diet related DCM - a couple forms 

Thank you so much for all your work Lisa! I just diagnosed a golden today with DCM that eats! B4 too. I 
1·-·-·-·-·-·-·.1,,., ■,■ 1 ■ 1 ■ 1 ■ 1 ■ 1 ■ 1 ■ 

I
1---·-·-·-·-·-·-·-·-·-·-·· 

am having the owners fill out the diet history form and will follow your protocol as above.! 85 i 
·-·-·-·-·-·-·-··-·-·-·-·-·-·-·--·-·-·-·-·•·-·-·•·---·-·-·-·-·-·-•·--·-·---·-·--·-·-·-·"·--·-··•·-·-·-·-s-!r-·-·•·-·--·-·-·-·-··•-·•·-·-·-·-·--·--·--·-·-·-·-·-·-'--_ 

Thanks, 
[. ___86 ,_,_J 

On Thu, May 24, 2018 at 3:21 PM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote: 
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Hi _ey.ervone____________________________________________________________________________________________________________________________________________________________________________________________________________________________________ _ 

85 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· I-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-) 

i i

i i 
i i 

i i 
i i 

; 85 ;
'-·-Thanks-·-·-·-·-·-·-·

Lisa 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..petFoodollogy..org 

From: Jones, Jennifer l [mailto:Jennifer.Jones@fda.hhs.gov] 
Sent: Friday, April 20, 2018 3:50 PM 
To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern 

[__<:i$..t~rn.@w.c.9_g.YiS.~~06LJ.?.~.-Fiie~LRY;;m.C.__ 1 rfries@ i 11 i no is . e du >[_________________________________________________________~~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan.Delancey@fda.hhs.gov>; eerie, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 
Importance: High 

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints, 
you can just email me a spreadsheet with the data. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer l 
Sent: Friday, April 20, 2018 1: 19 PM 
To: 'Darcy Adin' <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern 
<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>) B6 i; 

r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-ss-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i> L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-" 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan.Delancey@fda.hhs.gov>; eerie, Olgica <Olqica.Ceric@fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue 
and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to 
report a pet food report can be found at: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem 
/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal: 
https://www.safetyreporting.hhs.gov. You can attach documents already created that compile your case data. 
We will review the data and may contact you for possible follow-up. 
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In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not 
dispose of the animal's body or any remaining food. Please submit an individual consumer complaint for that 
dog, and mention that you have been instructed to submit the report by Vet-LI RN. We will review the complaint 
for potential follow-up and may be able to offer a necropsy. I attached a copy of our Vet-LI RN network 
procedures that describe how we operate. I also included a version for animal owners. 

Please email or call me with any questions. Thank you again for your time and expertise, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Thursday, April 19, 2018 11 :00 AM 
To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C 

~~f~i::,~~~~~~; eld~~ 8 6 
~lnnIfer.Jo nes@fda. hhs. gov> ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· · ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·r; 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Subject: Fwd: hold-call with Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Ors. i-·-·-ss-·-·1Freeman, i 86 l, Fries and Stern - the call details are in the forwarded email below. 
•-·-·-·-·-·-·-·• L--·-·-·-·-·-·-·-·-·-• 

Just a brief introduction for the FDA group: 

r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

'ur. "L1sa·-F reeman · is-a-Professor" of C11nica1 Nutrmon-·at rutts Univers1ty,-·colfege· of Ver Mea··-·-·-·-·-·! 

l--------------------------------------------------------------------------------------------------------------------~-~-------------------------------------------------------------------------------------------------------------------__i 
Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 
Darcy Adin 

---------- Forwarded message----------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: Thu, Apr 19, 2018 at 7:16 AM 
Subject: hold-call with Dr. Adin re: DCM cases 
To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "Delancey, 
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. --
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Join WebEx meeting 
Meeting number (access code): C.~--~--~--~--~~---~--~--~-.J 
Meeting password L_ ______ 86_____ ___: 

Join by phone 

1 ·-·-·-·-·-·-·s-6-·-·-·-·-·-·-~: ;::: Free 

i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Global call-in numbers I Toll-free calling restrictions 

Can't join the meeting? 

If you are a host, go here to view host information. 

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded. which may be discoverable in a 
legal matter. By joining this session. you automatically consent to such recordings. Wyou do not consent to being recorded. discuss your concerns with the host or do not 

join the session. 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 
i i; B6 ;i i 
i i 
i i 
i i 
i i 

t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Jones, Jennifer L; Queen, Jackie L 
Sent: 5/30/2018 11 :20:22 AM 
Subject: FW: diet related DCM - a couple forms 

Jen, 

This is the secondi 84 i It used to made by!·-·-·-·-84·-·-·-·1. If we can get lot info, we can look into that. 
L--·-·-·-·-·-·-·-·-·-• 1---·-·-·-·-·-·-·-•-•-" 

[_ ______ B4 _______ i manufactures a lot of product and does so according to each firm's specifications, but they do run a lot 
of different products (brands) on the same line . 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

L. _________________ 86 ·-·-·-·-·-·-·-·-·_j 

D ~- llllllllliil 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Se~t: . Wednesday, __ May. 30_,.2018_ 6: 09 _AM __________________________________________ _ 
To: 86 : 
cc':-J6ffes~·JerfrifferT·<Jennffer.Jones@fa~infis:g6v>;--□-i::frc/A din __ <d badi n@ncsu. ed_u>; . Joshua A Stern 
<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu> ;!__ ___________________________________ BG _____________________________________ : Rotstein, 
David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: diet related DCM - a couple forms 

Hi all 
We had another case yesterday oni_ 84,_ 85_1 I'll get that submitted to FDA today. 

Happy to have you share the protocol and diet history. The protocol was designed for internal use so might be 
good to modify a few things: 

85 
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Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..petFoodollogy..org 

From:[_________________________________ 86 __ j 
Sent: Tuesday, May 29, 2018 10:09 PM 
To: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Darcy Adin <dbadin@ncsu.edu>; Joshua A Stern 
<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>;L_ ________________________________ BG !>; Rotstein, 
David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan. Delancey@fda. hhs. gov>; Ceric, Olgica <Olgica. Ceric@fda. hhs. gov> 
Subject: Re: diet related DCM - a couple forms 

Thank you so much for all your work Lisa! I just diagnosed a golden today with DCM that eats l 84 \ 1 too. I 
am having the owners fill out the diet history form and will follow your protocol as above. : 85 : 

.,....,....,....,....,....,.....--•-•-•-•-•-••"-•-•-•-•-•-•-•--•-•-•-•-•-•..,•-•-'•••-•-.._._-•-•-•-•-•-•-•-•-•-•-•_.,_,_.,. _____ , ________ _,_._ __ , ____ _._._ ________ •-•'-•-•-•-•-•-• .. •-•--•-•-•-•-•--•-•-

-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-

-•--•-"-•-•-•-•-•-•-•_i.,....,....,....,....,....,....,....,....,....,....,....,....,... ,....,....,....,....,....,....,....,.....i._.l 

i i ; 85 ; i i 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

.Tb_c!o!<s, 
L._ 86 ___ i 

i i 
i i 
i i 
i i 

On Thu, May 24, 2018 at 3:21 PM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote: 
Hi everyone 

85
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; 85 ; 
i·-·~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..petFoodollogy..org 
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From: Jones, Jennifer l [mailto:Jennifer.Jones@fda.hhs.gov] 
Sent: Friday, April 20, 2018 3:50 PM 
To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern 

! __ :::is.tem@.uc.d.a.Y..is •. e_d.u.?..:_.Ede_s._.Rvan_C __ ~ rfries@i 11 i nois. edu ~ B 6 i
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olqica.Ceric@fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 
Importance: High 

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints, 
you can just email me a spreadsheet with the data. 

 
 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer l 
Sent: Friday, April 20, 2018 1: 19 PM 
To: 'Darcy Adi n' < d bad i n@ncs u. ed u >; Freeman, Lisa <Ii sa ._f.~§~_Ql_~_Q_@_t'-:'.f~S..:~9.!-:1~.~)_<?.?..h':'? __ 6 __ $!.~[!1 _____________________________________________ _ 
<jstern@ucdavis.edu>; Fries, R_yan C <rfries@illinois.edu>: 86 : 

1-·-·- B6 -·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·1 i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olqica.Ceric@fda.hhs.gov> 
Subject: RE: hold-call with Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue 
and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to 
report a pet food report can be found at: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem 
/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal: 
https://www.safetyreportinq.hhs.gov. You can attach documents already created that compile your case data. 
We will review the data and may contact you for possible follow-up. 

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not 
dispose of the animal's body or any remaining food. Please submit an individual consumer complaint for that 
dog, and mention that you have been instructed to submit the report by Vet-LI RN. We will review the complaint 
for potential follow-up and may be able to offer a necropsy. I attached a copy of our Vet-LI RN network 
procedures that describe how we operate. I also included a version for animal owners. 

Please email or call me with any questions. Thank you again for your time and expertise, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Thursday, April 19, 2018 11 :00 AM 
To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C 
<rfnes@1lllno1s.edu>;: B6 i 
Jon es, Jenn 1f er l <J ~ n n 1ier. Jo nes(Q)tda. hhs ."gov> ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 

FDA-CVM-FOIA-2019-1704-004430 



Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Subject: Fwd: hold-call with Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Ors. i._1~3-~J, Freeman, [_ ______ ~~---·___) Fries and Stern - the call details are in the forwarded email below. 

Just a brief introduction for the FDA group: 

.. Dr._Usa. Freeman __ is. a _ _professor _of_ Clinical __ N utrition __ at. Tufts __ U niversitY., __ Colleae _of_ Vet _Med_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

! 
i 

86 i 
! 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 
Darcy Adin 

---------- Forwarded message----------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: Thu, Apr 19, 2018 at 7:16 AM 
Subject: hold-call with Dr. Adin re: DCM cases 
To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "Delancey, 
Siobhan" <Siobhan.Delancey@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. --

Meeting number (access code): [ 
·-·-·-·-·-·-·-·-·-·-· 

B6 : 
L-- . 

Meeting password:! 86 : 
L--·-·-·-·-·-·-·-·-· 

.. Join __ by_phon_e 
1 B6 iUSToll 

! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

!US  Toll Free 

Cilobal call i11 111..11nbe1rs loll r1ree calli11q 1rest1·ictions 

Can't ioin the 1r1eeti11q 7 

I 

If you are a host, c10 here to view host information. 

IMPORTANT NOTICE: Please note that this Web Ex service allows audio and other information sent during the session to be recorded, which may be discoverable in a 

legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do 

not join the session. 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYD I BOH F23SPDL T)/cn=Reci pients/cn=0f6ca 12eaa 9348959a4cbb 1 e829af244-Jen n ifer.Jo> 

To: 'Freeman, Lisa' 
CC: Rotstein, David 
Sent: 5/30/2018 11 :48:34 AM 
Subject: RE: reporting diet/DCM dogs 

Thank you, Lisa. Please submit the new case (not deceased) as a Pet Food Report using the online safety 
reporting portal. 
I'll updae the case file that the dog has died. Are there any tissues left or the possibility of a necropsy? We could 
coordinate one and would pay for it. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

!11···· • ••• lis: & DRU
! ADMINISlRATION 

·Fooo 
j
G( 
 ~ 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Wednesday, May 30, 2018 6:01 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: reporting diet/DCM dogs 

Hi Jennifer ··-·-·-·-·-·-·-·-·-·-· ;-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

The dog eatin(_~~ .. --~?_.Jthat I reported last Friday d~E:9.L·-·-·-·-·-·-·~~----·-·-·-·-·-___J How should I report that? Owners 
a re ho Id i ng food for a na I ys is ____ we_.hava.ne.w._o.o.e.._ooL.B4.._R!i.J1hat.l'.1L.s.ubmit,tod ay 
Also, did you have thoughts i 85 ! Especially when it's a situation in 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~~~~~~~~~~~~~~~~~~~~~~~~~ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

whichj BS : 
Thanks·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www.petfoodoloqy.org 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596ACEA7C53- 
LPALMER> 

To: Carey, Lauren; Queen, Jackie L; Rotstein, David; Jones, Jennifer L; Ceric, Olgica; 

Reimschuessel, Renate; Burkholder, William; Atkinson, Krisztina Z 

Sent: 6/5/2018 1:29:50 PM 

Subject: FW: Tufts article 

Attachments: vetnutrition.tufts.edu-A broken heart Risk of heart disease in boutique or grain-free diets and 

exotic ingredients.pdf 

Hi there — kind of a decent new piece for pet owners from Tufts. Just FYI. And I'll attach a copy as well if that’s 

easier (my highlighting was just for my notes). 

http: //vetnutrition tufts.edu/2018/06/a-broken-heart-risk-of-heart-disease-in-boutique-or-grain-free-diets- 

and-exotic-ingredients/ 
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From: Reimschuessel, Renate </O=-EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6- 
RREIMSCH> 

To: Graham, John; Edwards, David; Jones, Jennifer L; Ceric, Olgica; Nemser, Sarah 

Sent: 6/6/2018 7:13:45 PM 

Subject: RE: dog nutrition 

We are on it.   
BS   

Renate Reimschuessel V.M.D. Ph.D., Director: Vet-LIRN 

Phone 1~- 240-402-5404 Fax 301-210-4685 

Vet-LIRN hittp:/www.fda.   gov’ Animal Veterinary’ ScienceResearch‘ucm247334.htm 

From: Graham, John 

Sent: Wednesday, June 6, 2018 1:33 PM 

To: Edwards, David <David.Edwards@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: FW: dog nutrition 

FYI only, just passing it along. 

From: Mendrick, Donna 

Sent: Wednesday, June 06, 2018 1:14 PM 

To: Graham, John <John.Graham@fda.hhs.gov> 

Subject: dog nutrition 

This was brought to my attention by a vet friend in AR. Are you aware of this? 

  http://vetnutrition.tufts.edu/2018/06/a-broken-heart-risk-of-heart-disease-in-boutique-or-grain-free-diets- 

and-exotic-ingredients/ 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073- 
MHARTOGE> 

To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren 

Sent: 6/5/2018 6:21:12 PM 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Jen and Dave, 

Thanks so much for the update. Can we do a ‘ 
  

B5 

bce BD ni 
  

  

B5 
  

Martine 

From: Jones, Jennifer L 

Sent: Monday, June 04, 2018 1:01 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

| received results from Covance, and | need to update this powerpoint. After further investigation, the lab ran the 

wrong test, and we’ll have new Cys/Met results for the Grain Free foods. Please stay tuned. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

US. FOOD te ORG 
CH Mh UE i ai a        

From: Rotstein, David 

Sent: Monday, June 04, 2018 12:58 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

BS 
  

  
  

Everyone, 

Thanks, 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

FDA-CVM-FOIA-2019-1704-004445



IDRU 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 
Sent: Thursday, May 24, 2018 10:04 AM 
To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 
muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 
the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 
be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 
epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the condition is 
associated with low taurine and there have been sporadic recalls relating to low taurine cat food. i B4 : 
i 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

B4 i. 
L--·-·-·-·-·-·-·-·-·-·-·-·-·· 

Some additional information is attached. 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 
professionals and the public including a Facebook page concerning the issue. 

Q~_~ __ i? __ 9Ec!ftl'=19..5!.YY.§.~p_q~_!in_g __ tq __ i_!7_q_i_~?.!~_t~.?.L!~_i_5-_l_?. __ ~n_g_~!_-~QY.§.~!i_g_c!!i_g_Q_~---!1] __ 9.9_q_~tl<?!1_L ____________________________ B 5 ___________________________ J 

Thank you, 

Dave 

B5 

B4 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
  

(BB) 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.qov. 



From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYD I BOH F23SPDL T)/CN=REC IP I ENTS/CN=02DF91 D554 D34B948FC58433D0E42073-
M HARTOG E> 

To: Rotstein, David; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
Sent: 6/5/2018 6:23:18 PM 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Dave, 

Are you talking about the ORA Divisions? If so, great idea and ok with me to send. 

Martine 

From: Rotstein, David 
Sent: Monday, June 04, 2018 12:58 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
< Lauren. Carey@fda. hhs. gov> 
Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Everyone, 

Thanks, 
dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

[_ ___________ B6 ____________ i (BB) 

FOOD 
1 It r I 

D 

B5 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 
Sent: Thursday, May 24, 2018 10:04 AM 
To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

FDA-CVM-FOIA-2019-1704-004448 



Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 
muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 
the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 
be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 
epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the conditii;mjs -·-·-·-·-·-·-·-·. 
associated with low taurine and there have been sporadic recalls relating to low taurine cat food.! 85 f 

:-·-·-·-·-·-·-·-·-·-·-ss-·-·-·-·-·-·-·-·-·-·-] So me addition al info rm ati on is attached. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 
professionals and the public including a Facebook page concerning the issue. 

B5 
Thank you, 

Dave 

B4,B5 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l_ _____________ ~-~----·-·-·-·-·-_j (BB) 

lllRUI 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Jones, Jennifer L </o ExchangeLabs/ou Exchange Administrative Group 
(FYD IBOHF23SPDL T)/cn 

=

=Reci pie nts/cn
=

=0f6ca 12eaa9348959a4cbb 1 e829af244-Je n niter.Jo> 
To: Rotstein, David; Hartogensis, Martine; Palmer, Lee Anne; Carey, Lauren 
Sent: 6/5/2018 6:24:25 PM 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Ok, I'm updating the values and powerpoint now.! 
------·---·-----------·-·-·-·---------·-·-·-·-·---------·---·-----------·-·-·-·---------·-·-·-·-·---------·---·-----------·-·-·-·-

B5 

' 

; 

1--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
.. .. . 
lffl U.S. F'OOID & l)RUG 

ADMl/-tl!iT�ATIOH mumm 
-,� 

,;;,:;,;.,-��:;,,�. 
/"' '\/ -· ..... 

From: 
Sent: Tuesday, June 05, 2018 2:24 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Rotstein, David 

Martine, 

Yes-I think that would work.! B5 
· 

•------·---·---·-----------·---·---------·-·-·-·---------·---·---·-----------·---·--

: 

Dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l_ ____ --��---__ _!(BB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

U .. S. FOOD & DRUG 
ADMINISllll!ATIOM 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda .hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, June 05, 2018 2:21 PM 

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee 
To: 

Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Jen and Dave, 

Thanks so much for the update. l __ -----·-·-·-·- ___ ---------·-·-·-·-·-·-·-·-·- ___ -----·-·-·-·- ___ -----·-·-·-B 5 __________________________ -----·-·-·-·-·-·-·-·-·-·-·-·-·- -----·-·-·-·-·-·-__ i 

! _________ BS ___________ I 
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From: Jones, Jennifer L 

Sent: Monday, June 04, 2018 1:01 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Subject: RE: checking in-F W: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

| received results from Covance, and | need to update this powerpoint. After further investigation, the lab ran the 

wrong test, and we’ll have new Cys/Met results for the Grain Free foods. Please stay tuned. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

Li i NE a Le 
    

  

From: Rotstein, David 

Sent: Monday, June 04, 2018 12:58 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer.   Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: checking in-FVWV: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Everyone, 

  

BS 
    

Thanks, 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

|U.S. FOOD
| ALTO ME IE TR AT Gh 

   DRUG  8 

Ai ~ bi 
This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. gov. 

          

From: Rotstein, David 
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Sent: Thursday, May 24, 2018 10:04 AM 
To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 
muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 
the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 
be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 
epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the condition 1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, is 
associated with low taurine and there have been sporadic recalls relating to low taurine cat food. ! B5 i 

:-·-·-·-·-·-·-·-·-·-·1is-·-·-·-·-·-·-·-·-·-1 Some addition al information is attached. •-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·: 
i-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 
professionals and the public including a Facebook page concerning the issue. 
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Thank you, 

Dave 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. qov. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Jones, Jennifer L; Hartogensis, Martine; Palmer, Lee Anne; Carey, Lauren 
Sent: 6/5/2018 6:31:13 PM 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

! 

Sure. Just let me know when it's ready and we will replace it with the newer version. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

(BB) 

D ~- lllllllllil 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, June 05, 2018 2:30 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Dave, will you hold on the powerpoint? I'd like to give you an updated version. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, June 05, 2018 2:25 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Thank you. 

I am going to send these out and also include the information Tuft's sent out to give them a more complete 
picture of it all. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 

FDA-CVM-FOIA-2019-1704-004455 



CVM OSC/DC/CERT 
7519 Standish Place 

l_ _____________ ~-~----·-·-·-·-J BB) 

D 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, June 05, 2018 2:23 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Dave, 

Are you talking about the ORA Divisions? If so, great idea and ok with me to send. 

Martine 

From: Rotstein, David 
Sent: Monday, June 04, 2018 12:58 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov> 
Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Everyone, 
r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•• 
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

B5 
Thanks, 
dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l_ _____________ ~~---·-·-·-·-__.1 (BB) 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 
Sent: Thursday, May 24, 2018 10:04 AM 
To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 
muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 
the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 
be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 
epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the condition is 
associated with low taurine and there have been sporadic recalls relating to low taurine cat food. i 85 j 

1-·-·-·-·-·-·-·-·-·-·si·-·-·-·-·-·-·-·-·-·i Some additional information is attached. L ___________________________ .: 

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 
professionals and the public including a Facebook page concerning the issue. 

B5 
Thank you, 

Dave 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l_ ____________ B6 _____________ i (BB) 

D 111111/ll 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Hartogensis, Martine; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
Sent: 6/5/2018 6:52:41 PM 
Subject: RE: checking in-FW: DRAFT-email to the Divisions about Dilated Cardiomyopathy 

Martine, 

I'm available. 

Thank you!! 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
l_ _____________ B6 ·-·-·-·-·-·-· iBB) 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, June 05, 2018 2:51 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi! 

!._ _________________________________ B5 _______________________________ ___i We are tentatively going to do a call Monday 9:30-10:30. Does that work for 
everyone? 

They will set up a Go To meeting and I will forward. 

Thanks again! 

Martine 

From: Jones, Jennifer L 
Sent: Tuesday, June 05, 2018 2:30 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Dave,L__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-85 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, June 05, 2018 2:25 PM 
To: Hartogensis, Martine <Martine.Hartoqensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Thank you. 

I am going to send these out and also include the information Tuft's sent out to give them a more complete 
picture of it all. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

!._ ____________ B6 ·-·-·-·-·-(BB) 

11111 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, June 05, 2018 2:23 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Dave, 

Are you talking about the ORA Divisions? If so, great idea and ok with me to send. 

Martine 

From: Rotstein, David 
Sent: Monday, June 04, 2018 12:58 PM 
To: Hartogensis, Martine <Martine.Hartoqensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov> 
Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

FDA-CVM-FOIA-2019-1704-004468 



Everyone, 

! 
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t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

85 
Thanks, 
dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

L_ ___________ '?._~----·-·-·-j (BB) 

D 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 
Sent: Thursday, May 24, 2018 10:04 AM 
To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 
muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 
the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 
be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 
epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the condition is 
associated with low taurine and there have been sporadic recalls relating to low taurine cat food. [ 85 i 

:-·-·-·-·-·-·-·-·-·-ss-·-·-·-·-·-·-·-·-·-:_ Some additional information is attached. '-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 
professionals and the public including a Facebook page concerning the issue. 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
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Thank you, 

Dave 

84,85 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

!._ ___________ B6 _________ ___! (BB) 

lit 
A[:)MI f,tl S ]"R AYIOll¾/1 

D 11111111■ 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596ACEA7C53- 
LPALMER> 

To: Hartogensis, Martine; Jones, Jennifer L; Rotstein, David; Carey, Lauren 

Sent: 6/5/2018 7:19:03 PM 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Looks good to me! Thanks. 

From: Hartogensis, Martine 

Sent: Tuesday, June 5, 2018 2:51 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-F W: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi! 

  

B5 We are tentatively going to do a call Monday 9:30-10:30. Does that work for 
  

‘everyone? 

They will set up a Go To meeting and | will forward. 

Thanks again! 

Martine 

From: Jones, Jennifer L 

Sent: Tuesday, June 05, 2018 2:30 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

  

Dave, B5 
  

  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

U.S. FOOD & DRUG = 7 
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From: Rotstein, David 

Sent: Tuesday, June 05, 2018 2:25 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-F W: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Thank you. 

| am going to send these out and also include the information Tuft’s sent out to give them a more complete 

picture of it all. 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

FDA-CVM-FOIA-2019-1704-004471
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs. gov. 

From: Hartogensis, Martine 

Sent: Tuesday, June 05, 2018 2:23 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Dave, 

  

Are you talking about the ORA Divisions? If so, great idea and ok with me to send. 

Martine 

From: Rotstein, David 

Sent: Monday, June 04, 2018 12:58 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;   Jones, Jennifer L 

<Jennifer.   Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>   

Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Everyone, 

BS 
      

  

Thanks, 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 

Sent: Thursday, May 24, 2018 10:04 AM 

To: Queen, Jackie L <Jackie. Queen@fda.hhs.gov> 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
  

Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 

muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 

the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 

be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 

epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the conditionis...... 
associated with low taurine and there have been sporadic recalls relating to low taurine cat food. : B5   

B5 + Some additional information is attached. 

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 

professionals and the public including a Facebook page concerning the issue. 

  

    
  

Thank you, ig 

Dave 

B4, Bs 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. qov. 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: Palmer, Lee Anne; Hartogensis, Martine; Rotstein, David; Carey, Lauren 

Sent: 6/6/2018 3:23:28 PM 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Attachments: 800.267-DCM-Grainfree analysis-UPDATED. pptx 

  

Here is the updated powerpoint! B4 :the grain free diets and non-grain free diets have similar Tau, Cys, and 
      

Met content. 

B5 is in progress. 
  

  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

Wo. FOC Be PRL Ge 
ACERT FINED SE Be ACTED 

  

From: Palmer, Lee Anne 

Sent: Tuesday, June 05, 2018 3:19 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Looks good to me! Thanks. 

From: Hartogensis, Martine 

Sent: Tuesday, June 5, 2018 2:51 PM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-F W: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi! 

  

BS i Does that work for 
everyone? 

They will set up a Go To meeting and | will forward. 

Thanks again! 

Martine 

From: Jones, Jennifer L 

Sent: Tuesday, June 05, 2018 2:30 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.qgov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Dave; 
  

B5 
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

FDA-CVM-FOIA-2019-1704-004475
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From: Rotstein, David 

Sent: Tuesday, June 05, 2018 2:25 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Thank you. 

| am going to send these out and also include the information Tuft’s sent out to give them a more complete 

picture of it all. 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

  

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. gov. 

From: Hartogensis, Martine 

Sent: Tuesday, June 05, 2018 2:23 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.qov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Dave, 

Are you talking about the ORA Divisions? If so, great idea and ok with me to send. 

Martine 

From: Rotstein, David 

Sent: Monday, June 04, 2018 12:58 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: checking in-F VW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Everyone, 

  

  

BS 
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B5 
  
  

  
Thanks, 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 

    
CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

Ist 

    vil 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. gov. 

From: Rotstein, David 

Sent: Thursday, May 24, 2018 10:04 AM 

To: Queen, Jackie L <Jackie. Queen@fda.hhs.gov> 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 

muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 

the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 

be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 

epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the condition.is   
_associated with low taurine and there have been sporadic recalls relating to low taurine cat food. B5 

      B5 Some additional information is attached. 

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 

professionals and the public including a Facebook page concerning the issue. 
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BS 
  

  

Thank you, 

Dave 

  

 

   
 

 

  

 
 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. qov. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Hartogensis, Martine; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 
Sent: 6/7 /2018 12:17:08 PM 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

__ I __ heard . back . fr Om -the . D i Vis i_o n s -th at co e 5V (_c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.-B c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.c·.�,--·-·-·-·-·-·-·-·-·-,·-·-j 
i 85 !-; ! B6 !; 
; froml_ ___B5  _ ._is a vet, so I think that she has a professional interest. 

thanks 

.

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

[ _____________ B6 _____________ i (BB) 

D �-- 11111111111 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 
Sent: Tuesday, June 05, 2018 2:53 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov> 
Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Martine, 

I'm available. 

Thank you!! 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
l_ ___________ ��---·-·-·-·-·J (BB) 

DRU 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.qov. 

From: Hartogensis, Martine 

Sent: Tuesday, June 05, 2018 2:51 PM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;   Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Subject: RE: checking in-F W: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi! 

  

B5 : Does that work for 
  

everyone? 

They will set up a Go To meeting and | will forward. 

Thanks again! 

Martine 

From: Jones, Jennifer L 

Sent: Tuesday, June 05, 2018 2:30 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;   

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.qov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Subject: RE: checking in-F W: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Dave,} 
  

B5 
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
“ae 
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From: Rotstein, David 

Sent: Tuesday, June 05, 2018 2:25 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-F W: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Thank you. 

| am going to send these out and also include the information Tuft’s sent out to give them a more complete 

picture of it all. 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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“ey 

ni vy      
This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 

Sent: Tuesday, June 05, 2018 2:23 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
  

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Hi Dave, 

  

Are you talking about the ORA Divisions? If so, great idea and ok with me to send. 

Martine 

From: Rotstein, David 

Sent: Monday, June 04, 2018 12:58 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Everyone, 

  

  
BS 

  
  

Thanks, 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

eS 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

        FDA-CVM-FOIA-2019-1704-004496



to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Rotstein, David 
Sent: Thursday, May 24, 2018 10:04 AM 
To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 

Jackie, 

Please take a look when you get a chance: 

Good Morning, 

CVM has been investigating reports of dilated cardiomyopathy (DCM), a condition involving thinning of the heart 
muscle, in dogs. Some breeds involved (Golden Retrievers) are predisposed to DCM. Cases were brought to 
the attention of CVM by veterinary colleges and private veterinary cardiologists. Grain free dog foods appear to 
be a common factor. CVM is exploring diagnostic investigations through FDA CVM Vet-LIRN and also 
epidemiological evaluation by the CVM Division of Veterinary Product Safety. In cats, the condition is 
associated with low taurine and there have been sporadic recalls relating to low taurine cat food. i B5 i 

!
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

B5
-·-·-·-·-·-· 

l Some additional information is attached..

Because of the increased reports/cases at veterinary colleges, there has been a larger web presence among 
professionals and the public including a Facebook page concerning the issue. 

B5 
Thank you, 

Dave 

B4,B5 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. gov. 
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From: Carey, Lauren </O=-EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82- 
LAUREN.CARE> 

To: Burkholder, William; Stamper, Carmela; Rotstein, David; Queen, Jackie L; Jones, Jennifer L; 

Atkinson, Krisztina Z; Palmer, Lee Anne 

cc: Norris, Anne; Glover, Mark; Conway, Charlotte 

Sent: 6/7/2018 4:57:15 PM 

Subject: RE: Grain-Free Diet Effects 

Attachments: Bednar - Starch and fiber fractions in selected food and feed ingredients.pdf; Murray - Evaluation 

of selected high-starch flours as ingredients in canine diets.pdf; Spears - Resistant starch as 

related to companion animal nutrition. pdf 

| can only find abstracts for two. | have one other paper requested through ILL. I’ll forward it once | have it. It 

was the one | found most interesting in regards to digestibility, etc. 

  

  
BS 

  
  

From: Carey, Lauren 

Sent: Thursday, June 07, 2018 12:42 PM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>: Stamper, Carmela 

<Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L 

<Jackie.Queen@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

  

    
  

From: Burkholder, William 

Sent: Thursday, June 07, 2018 10:49 AM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>: 

Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie. QuUeen@fda.hhs.gov>; Jones, 

FDA-CVM-FOIA-2019-1704-004499



Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>;   Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov>   

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Glover, Mark <Mark.Glover@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: Grain-Free Diet Effects 

This is from Charlotte Conway who has contacts within the pet food formulation business: 

“In follow-up to Dr. Freeman's article, | got a call from: B6 ithis morning - so passing along his thoughts B6   
B6 
 

B6 i Passing along because 
 

| said | would.” 
  

Some things to think about. 

Bill Burkholder 

FDA-CVM-FOIA-2019-1704-004500



  

From: Carey, Lauren </O=-EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82- 
LAUREN.CARE> 

To: Jones, Jennifer L; Burkholder, William; Stamper, Carmela; Rotstein, David; Queen, Jackie L; 

Atkinson, Krisztina Z; Palmer, Lee Anne 

cc: Norris, Anne; Glover, Mark; Conway, Charlotte 

Sent: 6/7/2018 8:57:01 PM 

Subject: RE: Grain-Free Diet Effects 

ttachments: de-Oliveira - Fibre analysis and fibre digestibility in pet foods.pdf A

| agree. That’s important data for us to have. 

Attaching the last paper with discussion of some of these grain-free ingredient oddities. This paper has several 

tables that break down fiber amounts. A lot of these grain free substitutes have a lot of fiber and when you start 

adding them in multiples... 

  

  

From: Jones, Jennifer L 

Sent: Thursday, June 07, 2018 2:09 PM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 

Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

| hope so. | thought their data was important for publishing. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

at U.S. FOOD & DRUG > , a 
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From: Carey, Lauren 

Sent: Thursday, June 07, 2018 1:55 PM 

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>; Burkholder, William <William,Burkholder@fda.hhs.gov>; 

Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

He made it sound like this paper was coming in the future, so maybe a revamp? 

From: Jones, Jennifer L 

Sent: Thursday, June 07, 2018 1:04 PM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 

Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>: Rotstein, David <David. Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina. Atkinson@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-004515



Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Glover, Mark <Mark.Glover@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte.   Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

Interesting. | reviewed a paper out of cornell that measured metals in pet foods and it wasn’t well organized. 

Maybe they made major revisions. | wasn’t concerned about any of the levels they reported. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Carey, Lauren 

Sent: Thursday, June 07, 2018 12:57 PM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Stamper, Carmela 

<Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L 

<Jackie Queen@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

| can only find abstracts for two. | have one other paper requested through ILL. I'll forward it once | have it. It 

was the one | found most interesting in regards to digestibility, etc. 
  

  
BS 

    

From: Carey, Lauren 

Sent: Thursday, June 07, 2018 12:42 PM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Stamper, Carmela 

<Carmela.Stamper@fda.hhs.qov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L 

<Jackie Queen@fda.hhs.gov>; Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>; Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.qov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 
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From: Burkholder, William 

Sent: Thursday, June 07, 2018 10:49 AM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>; 

Rotstein, David <David.Rotstein@fda.hhs.gov>;   Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Jones, 

Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>;   Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov>   

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Glover, Mark <Mark.Glover@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte.   Conway@fda.hhs.gov> 

Subject: Grain-Free Diet Effects 

This is from Charlotte Conway who has contacts within the pet food formulation business: 

_.In follow-up to.Dr. Freeman's artidle..|.aot.a.call from... B6._....:this morina.-.se.nassina.along.bis thouahts:.... BE. i 

 

B6 i Passing along because 
 

| said | would.” 
  

Some things to think about. 

Bill Burkholder 

FDA-CVM-FOIA-2019-1704-004517



  

From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Norris, Anne; Carey, Lauren; Jones, Jennifer L; Burkholder, William; Stamper, Carmela; Queen, 

Jackie L; Atkinson, Krisztina Z; Palmer, Lee Anne 

cc: Glover, Mark; Conway, Charlotte; DeLancey, Siobhan 

Sent: 6/8/2018 6:03:44 PM 

Subject: RE: Grain-Free Diet Effects 

Thanks! 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

    
U.S. FOOD & DRUG 

BE 2oministeation 
  

  

   
This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.qov. 

From: Norris, Anne 

Sent: Friday, June 08, 2018 1:41 PM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Burkholder, 

William <William.Burkholder@fda.hhs.gov>; Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>; Rotstein, 

David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; 

DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

Dr. Freeman has been blogging: 

http://vetnutrition.tufts.edu/2018/06/a-broken-heart-risk-of-heart-disease-in-boutique-or-grain-free-diets- 

and-exotic-ingredients/ 

And then this popped up: https:/Avww.mnn.com/family/pets/stories/dog-food-trends-healthy-for-pets 

From: Carey, Lauren 

Sent: Thursday, June 07, 2018 4:57 PM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 
  

Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;   Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>;   Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

FDA-CVM-FOIA-2019-1704-004530



| agree. That’s important data for us to have. 

Attaching the last paper with discussion of some of these grain-free ingredient oddities. This paper has several 
  

    

From: Jones, Jennifer L 

Sent: Thursday, June 07, 2018 2:09 PM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>;   

Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;   Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

| hope so. | thought their data was important for publishing. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
    

LT U.S. FOOD & DRUG = “%, 
HN, be Li Lh ah ce 

   

    

From: Carey, Lauren 

Sent: Thursday, June 07, 2018 1:55 PM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.qov>; 

Stamper, Carmela <Carmela. Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie. Queen@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina. Atkinson@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

He made it sound like this paper was coming in the future, so maybe a revamp? 

From: Jones, Jennifer L 

Sent: Thursday, June 07, 2018 1:04 PM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 

Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

Interesting. 
  

 BS  
Maybe they made major revisions: BS   

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

i 2 ig 2 ME al       
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From: Carey, Lauren 

Sent: Thursday, June 07, 2018 12:57 PM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Stamper, Carmela 

<Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L 

<Jackie.Queen@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
    Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
  

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 

| can only find abstracts for two. | have one other paper requested through ILL. I’ll forward it once | have it. It 

was the one | found most interesting in regards to digestibility, etc. 

  

  

  
  

From: Carey, Lauren 

Sent: Thursday, June 07, 2018 12:42 PM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Stamper, Carmela 

<Carmela.Stamper@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L 

<Jackie. Queen@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
    Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
  

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov> 

Subject: RE: Grain-Free Diet Effects 
  

      

From: Burkholder, William 

Sent: Thursday, June 07, 2018 10:49 AM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Stamper, Carmela <Carmela.Stamper@fda.hhs.gov>: 

Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie. Queen@fda.hhs.gov>; Jones, 

Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Glover, Mark <Mark.Glover@fda.hhs.gov>; Conway, Charlotte 
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<Charlotte.   Conway@fda.hhs.gov> 

Subject: Grain-Free Diet Effects 

This is from Charlotte Conway who has contacts within the pet food formulation business: 

  ln follow-up to Dr. Freeman's article, | got a call from} B6 ithis morning - so passing along his thoughts! BG 

  B6 
    

B6 Passing along because | said | would.” 
    

Some things to think about. 

Bill Burkholder 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Lisa.Freeman@tufts.edu 

CC: AskOSC 
Sent: 6/11/2018 8:06:59 PM 
Subject: question about the FDA Safety Reporting Portal 

Dr. Freeman, 

Good Afternoon, 

Our ASkKOSC team sent me over your email. It appears that what is being submitted is a RFR which is the FDA 

Reportable Food Registry. That’s for industry to use to report any Class 1 Recalls. That’s why you're seeing the 

fields that don’t fit with what you are submitting. 

Here are some suggestions: 

For the page on the new report- 

Select: Start a New Report 

Select: A private citizen/business submitting a voluntary report 

Select: Pet Food or Pet Treat for the cause of the issue 

Select: Pet Food Report (a veterinarian or veterinary staff member) for the next field: Select a Report to begin 

From there, it should be pretty straightforward. You can upload any documents. 

Please let me know if this helps or if | can provide any other assistance. 

Dave Rotstein 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

  

   " 4 
wl i                   

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.qov. 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: Rotstein, David; Carey, Lauren; Palmer, Lee Anne; Queen, Jackie L 

cc: Ceric, Olgica; Reimschuessel, Renate; Nemser, Sarah 

Sent: 5/3/2018 4:34:39 PM 

Subject: RE: 800.267-EON-345858-DCM Cluster 

Thanks, everyone. VVe will do that! 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
i J U.S. FOOD & DRUG 

ARR BE EINE TER A 

From: Rotstein, David 

Sent: Thursday, May 03, 2018 12:34 PM 

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 

Ce: Ceric, Olgica <Olgica. Ceric@fda.hhs.gov>; Reimschuessel, Renate 

<Renate. Reimschuessel@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-EON-345858-DCM Cluster 

Agreed! 

From: Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Date: May 3, 2018 at 12:26:29 PM EDT 

To: Jones, Jennifer L <Jenniter   Jones@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>,   Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>,   Queen, Jackie L <Jackie.Queen@tda.hhs.gov>   

Ce: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>,   

Nemser, Sarah <Sarah.Nemser@tfda.hhs.gov>   

Subject: RE: 800.267-EON-345858-DCM Cluster 

Hi Jen, 

| think: 
  

B5 
  

Thanks, 

Lauren 

From: Jones, Jennifer L 

Sent: Tuesday, May 01, 2018 9:06 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.qov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.qov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.qov>; Queen, Jackie L <Jackie. Queen@fda.hhs.gov> 

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: 800.267-EON-345858-DCM Cluster 
  

' B4_! | wonder about either    BS    
  

B5 
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BS Thoughts? 
      

Dave previously sent an email about lentils being deficient in Cystine and Methionine. | found the same 

information about peas (attached). 
  

: B5 
  

BS 
    
In chickens (Sarwar article), a Cys/Met ratio of 0.2 : 1 in low protein diets causes lower 2 wk weight gain, food 
intake. BUN. and taurine-coniuaated hile acids in. weanling rats. 

  

BS 
  

B5 
      

In pigs, there is absolute methionine and cystine values but also the met : mettcys ratio is important. For pigs 

the ratio is between 30-70% but the Qiao says 54.15%. | wonder! B5 
  

BS 
    
  

  

BS 
    
Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jennifer jones@fda.hhs.gov 

Web:   hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334 htm 

    U.S. FOOD & DRUG 
i 8 St GE a a Bie 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Hartogensis, Martine; Jones, Jennifer L; Palmer, Lee Anne 

Sent: 5/8/2018 3:03:27 PM 

Subject: RE: DCM 

Thank you Martine!!! 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

BE. BB) 
  

U.S. FOOD & DRUG        

    

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs. gov. 

From: Hartogensis, Martine 

Sent: Tuesday, May 08, 2018 10:58 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Subject: RE: DCM 

  

Thank you Jen and Dave! Very interesting and sounds like you all are on it! B6 
    

Boorstin: 
  

  

https:/Awww.cvcavets.com/doctor directory B6       

Keep us posted! 

Thanks again! 

Martine 

Hi Martine, 
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BS 
  

  

  

B5 
  

BS 
  
  

  
I’m happy to share more info as needed. 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

Se POC Ge DRE Gi 
Vib Mid 1 2 Ae       

From: Rotstein, David 

Sent: Tuesday, May 08, 2018 9:45 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> 

Subject: RE: DCM 

Martine, 

  

  
  

Looping in Jen. 
  

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

| AAT ME DNB Se TR Ai TD Oo 

   

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
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the sender immediately at   david.rotstein@fda.hhs. gov. 

From: Hartogensis, Martine 

Sent: Tuesday, May 08, 2018 9:00 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Subject: RE: DCM 

  

  
  

Martine 

From: Rotstein, David 

Sent: Monday, May 07, 2018 1:13 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Subject: Re: DCM 

Martine 

Lee Anne 
  

B6 
  

B6 
  

Vet-LIRN is looking into} 
  

Bé 
  

B6 
  

There's a way to go on this moving forward. 

Dave 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.   gov> 

Date: May 7, 2018 at 1:03:13 PM EDT 

To: Rotstein, David <David.Rotstein@tda.hhs.gov>   

Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Hartogensis, Martine; Jones, Jennifer L; Palmer, Lee Anne 

cc: Burkholder, William; Carey, Lauren; Norris, Anne; DeLancey, Siobhan 

Sent: 5/9/2018 6:05:49 PM 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 

| spoke with: B4,B5iCardiac Care for Pets. He is going to look into times/dates with the cardiologists 

there and we can set the meeting up from that point. 

Just some basic information: 

BS 
  

      

As aside note, there is a facebook page dedicated to this issue: 

  httos:/Avww.facebook.com/groups/1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

   

   

U.S. FOOD & DRUG 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs. gov.   

From: Hartogensis, Martine 

Sent: Tuesday, May 08, 2018 10:58 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Subject: RE: DCM 

  

--Thank.vou..len and Dave! Very interesting and sounds like you all are on it! B6 
  

| B6 
  

  
  

https:/Avww.cvcavets.com/doctor directory B6 
        

Keep us posted! 
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Thanks again! 

Martine 

Hi Martine, 
  

  
  

Im happy to share more info as needed. 
  

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

  

De FOO the QRS 
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From: Rotstein, David 

Sent: Tuesday, May 08, 2018 9:45 AM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> 

Subject: RE: DCM 

Martine, 

  

    
  

Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
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CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

    

   
|U.S. FOOD & DRUG 

Bh soministearion 
| 

a A   

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs. gov. 

      

From: Hartogensis, Martine 

Sent: Tuesday, May 08, 2018 9:00 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.qov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
    

Subject: RE: DCM 

  

    
  

  

Martine 

From: Rotstein, David 

Sent: Monday, May 07, 2018 1:13 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Subject: Re: DCM 

Martine 

  

  
  

Dave 

  

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>   
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Date: May 7, 2018 at 1:03:13 PM EDT 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>   

Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 

FDA-CVM-FOIA-2019-1704-004561



  

From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Palmer, Lee Anne; Jones, Jennifer L; Queen, Jackie L; Carey, Lauren 

cc: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah 

Sent: 5/4/2018 3:58:42 PM 

Subject: RE: DCM cases-food-lodine screening results 

  

Lee Anne 

This is excellent. Based on what is found moving forward, do you think B5         
B5 

      

  

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Date: May 4, 2018 at 11:15:20 AM EDT 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Queen, 

Jackie L <Jackie.Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Ce: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Cenc@fda.hhs.gov>, 

Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-Iodine screening results 

Grain-free does seem to be a problem. I’m going to attach 2 reports from earlier 2017   (illnesses back in 2015) 

which kind of pre-date this issue a bit. 2 Whippets from the same household seen at: B6i       You probably recall 

these, but at the time, they didn’t get further f/u. Earthborn Holistic Primitive Naturals is a grain-free food. Iron 

levels were elevated in this set of 2 cases, same household. DCM cases, young dogs. 

  

| am pulling all the cases (the added ones) into one spreadsheet;  BS  
5 ‘| am ready to go with some other analyses —| feel like | work like molasses some days. Have 

  

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:35 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

Yes. |’m going to test some non grain free foods to see how their met/cys ratios compare to these GF foods. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

mt U.S. FOOD & DRUG te. 
i | A PETAR OME GT He 2A 

   

     

From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:21 AM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie.   Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 
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Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-lodine screening results 

  

      

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 10:04 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.qov>; Rotstein, David <David. Rotstein@fda.hhs.qov>; 

Queen, Jackie L <Jackie.   Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>   

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: DCM cases-food-lodine screening results 

There is no minimum for dogs...it is apparently a conditionally essential amino acid because dogs can make it 

from methione and cystine. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

US. FOOD & RUG Mn 
ib OL Mile 2 9 2 OME ah 1 

    

  

From: Palmer, Lee Anne 

Sent: Friday, May 04, 2018 10:01 AM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, 

Jackie L <Jackie.Queen@fda.hhs.qov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

Interesting...so the AAFCO minimum for cats is 0.1% DMB, is there a DMB for dogs? (If not, maybe there 

should be...) 

From: Jones, Jennifer L 

Sent: Friday, May 4, 2018 9:46 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie Queen@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: DCM cases-food-lodine screening results 

One more nutritional deficiency-Taurine low based on AAFCO’s Feline Minimum for Extruded foods. The dog 

consuming the product had a low whole blood Taurine level. 

Taurine = 45.5 mg/100g = 0.0455g/100g = 0.046% As Is Basis 

If we assume a max of 10% moisture per the label (= 90% DMB), 

then 0.0455 / 0.90 =   0.05% DMB, which is less than the AAFCO minimum for cats eating 

extruded foods (0.1% DMB.) 

Cystine = 293 mg/100g = 0.293 g/100g = 0.29% As Is Basis 

If we assume a max of 10% moisture per the label (= 90% DMB), then 0.293 / 0.90 = 0.33% DMB 

Methionine = 358mg/100g = 0.358 g/100g = 0.36% As Is Basis 
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85 
Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

From: L

Sent: Monday, April 23, 2018 10:32 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: DCM cases-food-Iodine screening results 

Jones, Jennifer 

. FY I-ii__ _________________________________________________________________________________________________ �-�---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

B5 
Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 

8401 Muirkirk Road. G704 

Laurel. Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: ienniferiones@fda.hhs.gov

Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm

,,. 
1 1 1,,,tS IF0i(ID Ii D'IIUI ... r,.)f'l,.,.� __
,t/}'Jf,,.,,}"IA' <;,1-
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Rotstein, David; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; eerie, Olgica 
CC: Norris, Anne; Delancey, Siobhan 
Sent: 4/13/2018 1 :06:07 PM 
Subject: FYI-FW: Call to discuss DCM cases 

I'll keep everyone posted about a time for the meeting. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U.S. IFCH:Hl & DRUG 
ADMINISl.A'l!O"°' 

From: Jones, Jennifer L 
Sent: Friday, April 13, 2018 9:05 AM 
To: 'Darcy Adin' <dbadin@ncsu.edu> 
Subject: Call to discuss DCM cases 

Good morning Darcy, 
I hope you're well. Are you able to chat more about the DCM cases from dogs eating grain free food that the 
cardiology community is seeing? I'd like to schedule a call with you and some of your colleagues who are also 
following the issue. I'd like to gather more information about the clinical findings and your ideas on what could 
be the cause. Do you have any contacts with Dr. Joshua Stern or other clinical research cardiologists that could 
provide additional information following this issue? I can include them on the call. 

Thank you in advance for your time, and have a great weekend. 
Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel, Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-ma ii: iennifer iones@fda .hhs. gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

US 1:ooD & IDRU!il , ,.t; , 
A~M~NIS111tJ1,11'!0N: ,.,.-.-•.:.~"' ,~ """":":~·ir,,_,..., 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: 'Darcy Adin' 
CC: Rotstein, David; Norris, Anne; Delancey, Siobhan 
Sent: 4/16/2018 1 :48: 17 PM 
Subject: RE: Call to discuss DCM cases 

Yes, I can do 2 pm. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Monday, April 16, 2018 9:43 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Subject: Re: Call to discuss DCM cases 

Thank you Jennifer. I will reach out to them to ask them to see if they are interested. Would it be possible to 
meet a bit earlier on thursday (say 2pm?) 
Thanks! 
Darcy 

On Mon, Apr 16, 2018 at 8:20 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
Thank you, Darcy. 
Would you be available Thursday at 3pm eastern? If Dr. Freeman or any of the other cardiologists you 
mentioned below are interested, they can join the call as well. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Friday, April 13, 2018 12:31 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: Call to discuss DCM cases 

Hi Jennifer, 

Definitely! I'd love to chat more. I have not talked with Dr. Stern in a while but I can certainly reach out to him. 

: B5, B6 i 
\-·-·-·-·-·-·-·-·-·-·ss ·-·-·-·-·-·-·-·-·-·-rnr.-·Gsil~'ree-111aii-(iiiitriffoiii'sfaf1\ifEifaiia--riiafre-ct1y-·nr~'ltfaiil1ries-·acrniiio1i(fie-·nas'-·-·-·-·J 
. L . .=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·.=.·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

l_. ____________________________________________________________________________________________________ B 5 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

I am free next week to chat wed-fri. Let me know how you would like to proceed - thank you! 

Darcy 

FDA-CVM-FOIA-2019-1704-004599 



On Fri, Apr 13, 2018 at 9:05 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
Good morning Darcy, 
I hope you're well. Are you able to chat more about the DCM cases from dogs eating grain free food that the 
cardiology community is seeing? I'd like to schedule a call with you and some of your colleagues who are also 
following the issue. I'd like to gather more information about the clinical findings and your ideas on what could 
be the cause. Do you have any contacts with Dr. Joshua Stern or other clinical research cardiologists that could 
provide additional information following this issue? I can include them on the call. 

Thank you in advance for your time, and have a great weekend. 
Jen 

Jennifer L.A. Jones, DVM 
Veterinary l\Iedical Officer 
T_T.S. Food & Drug Administration 

Center for Veterinary l\ledicine 
Office of Research 
Veterinary Laboratory lnYestigation and Response Network (Vet-LIRN) 

8-W 1 l\Iuirkirk Road. G70➔ 
Laurel. l\Ia1,fand 20708 
ne1Y tel: 2➔0-➔02-5➔2 l 
fax 301-210-➔685 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
I 060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: Darcy Adin <dbadin@ncsu.edu> 
To: Jones, Jennifer L 
Sent: 4/18/2018 10:58:16 AM 
Subject: Re: hold-call with Dr. Adin re: DCM cases 

Great! I will poll the group and got back to you 

On Apr 18, 2018, at 6:46 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good morning Darcy, 
If Friday \\ orks best for the group, \\ e can be available bet\veen 11 to 3pm eastern. 
Jen 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 
<image00 l .png> <image002.png> 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Tuesday, April 17, 2018 5: 18 PM 
To: Jones, Jennifer L <Jennifer.Jonesrafda.hhs.gov> 
Subject: Re: hold-call ,vith Dr. Adin re: DCM cases 

[·-·-·-·-·-·-·B6 ·-·-·-·-·_,_:is free friday as well. If this works for you then I'll poll the others! 

On Tue, Apr 17, 2018 at 5: 16 PM, Darcy Adin <dbadin@ncsu.edu> wrote: 
I will! 

r·-·-·-·-·-·-·-·-·-·-·-·-·1 
I haven't heard from her but Drs. Freeman and!._,_,_,_, B6,_,_,_j::an't easily do thursday afternoon. I'm sure there is not 
going to be a time that is good for everyone but I would love for her to participate. She would be available 
earlier on thursday (before 11) but not sure if that will work for Dr. Stern on the west coast (I can ask if this is 
good for you) or friday except over lunch. 

Would either of these options work for your team? 
Take care 
Darcy 

On Tue, Apr 17, 2018 at 8:47 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Thank you, Darcy. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
I hope r-·-·-·-8-6_,_,_,1 can join. I haven't talked with her in many years. L_,_,_,_,_,_,_,_,_,_,_~~-·-·-·-·-·-·-·-·-·-Jr 

Jennifer Jones. DVM 
Veterinary Medical Officer 
Tel: 2-l-0--1-02-5-1-21 

<imageOO 1. png> <image005. png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Tuesday, April 17, 2018 8:38 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: hold-call with Dr. Adin re: DCM cases 

FDA-CVM-FOIA-2019-1704-004601 



Thank you Jennifer. I will forward this on to Drs. Freeman (nutritionist at Tufts), Fries _(cardiologist at_Illinois). 
and f-·-·-·-·-·-·-·-·-·-·-·-·-·ifs-·-B6-·-·-·-·-·-·-·-·-·-·-·-·-·1 I am still waiting to hear back from! 85 86 i 
and[-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_\-·-·-·-·-·-·-·s·s;-·ss·-·-'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_j 

Take care 
Darcy 

On Apr 17, 2018, at 7:53 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

-- Do not delete or change any of the following text. --

Join WebEx meeting 
Meeting number (access code}[___ B6 : 
Meeting password:[__ ______ 86 ·-·-·--r-·-·-·-·-·-·-·-·-·-·-·-·-·" 

Join by phone 

.!  B6 . !US Toll 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___ius Toll Free 
Global call-in numbers Toll-free calling restrictions 

Can't join the meeting'' 

If you are a host. go here to ,iew host information. 

Ill.JPORTANT NOTICE: Please note that this \YebEx serYice allows audio and other infonnation sent during the session to be recorded. which may be discowrable in a legal matter. 

By joining this session, you auto1natically consent to such recordings. If you do not consent to being recorded, discuss your conce111s with the host or do not join the session. 

<mime-attachment.ics> 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: Darcy Adin <dbadin@ncsu.edu> 
To: Jones, Jennifer L 
CC: Freeman, Lisa; Joshua A Stern;l__ ___________ BG ____________ j Rotstein, David 
Sent: 8/16/2018 12:49:22 PM 
Subject: Re: a few NCSU cases 

Thanks Jennifer! 

On Thu, Aug 16, 2018 at 8: 13 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good morning everyone, 

Here's our Vet-LIRN rapid necropsy document. 

Take care, 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-l-0--1-02-5-1-21 

From: Jones, Jennifer L 
Sent: Wednesday, August 15, 2018 2:49 PM 
To: 'Freeman, Lisa' <Lisa.Freeman@tufts.edu>; Darcy Adin <dbadin@ncsu.edu> 

Cc: Joshua A Stern <j stern@u cdavi s. edu>L_ ______________________________________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_j 

Subject: RE: a few NCSU cases 

Thank you, Darcy! We'll be on the lookout for the cases. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

FDA-CVM-FOIA-2019-1704-004610 



From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Wednesday, August 15, 2018 8:50 AM 
To: Darcy Adin <dbadin@ncsu.edu>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cc: Joshua A Stern <;istern@ucdavis.edu>;i 86 i 
Subject: RE: a few NCSU cases ' ' 

That's really interesting, Darcy! 

I wonder l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Thanks for sharing 

Lisa 

From: Darcy Adin <dbadin@ncsu.edu> 
Sent: Tuesday, August 14, 2018 8:00 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

.-~_c._:_I~~-~!1:.1~_1_!1 __ !::i_8-<!._~!i8-<!.Xr_e._~~D.?:P.@!~1,fts.edu>; Joshua A Stern <j stern@ucdavis.edu>;[___·-·-·-·-·-·-~~----·-·-·-·-.J 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 _·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
Subject: a few NCSU cases 

Hi Jennifer, 

I wanted to follow up on the case where NCSU sent you necropsy samplesl._·-·-·-·-·-BG _________ ___:3 yr Fs Great Dane). 
I've attached her whole blood and plasma taurine concentrations for your records, which were normal. 

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed 
with DCM while eating Acana. Taurines were normal on these dogs back in April and I honestly didn't have a 
ton of hope for these dogsi_ __ ·-·-·-·-·-·-·-·B6 ______________ ___j because they were dobermans and their genetic tests were 
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was 
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina 
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely 
affected female has near normalized and the severely affected male (who was in heart failure) has also 
significantly improved. 

I have asked our resident to report these dogs to the FDA using the portal i B6 ~ so 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

h opefull y you will see these soon. She will also be submitting a taurine deficient Golden eating Acana L. B6 ____ ] 
maybe the lowest I've ever seen). 
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Thank you! 

Darcy 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L; Darcy Adin 
CC: Joshua A Stern; [ _____________ BS·-·-·-·-·-·! Rotstein, David 
Sent: 8/16/2018 6:17:49 PM 
Subject: RE: a few NCSU cases 

Hi Jen 

1100Kmg·ror. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i Just want to be sure we get what you' re 

We appreciate your putting this together. This will be helpful 
Thanks 
Lisa 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Sent: Thursday, August 16, 2018 8:13 AM 
To: Freeman, Lisa <lisa.freeman@tufts.edu>; Darcy Adin <dbadin@ncsu.edu> 

Cc: Joshua A Stern <jstern@ucdavis.edu>; [ _______________________________________________________ B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___:Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Subject: RE: a few NCSU cases 

Good morning everyone, 
Here's our Vet-LI RN rapid necropsy document. 
Take care, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Wednesday, August 15, 2018 2:49 PM 
To: 'Freeman, Lisa' <11 .... iisa. r:·reeman@"luf"ls .. edu>; __ Dar~y Adi_n _<_d_badii_n@ncsu_.edu> ______________________________________ , 
Cc: Joshua A Stern <is"lem@ucdaviis .. edu>;: 86 i 
Subject: R E: a few NC SU cases '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Thank you, Darcy! We'll be on the lookout for the cases. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Freeman, Lisa [maii Ho: 11 .... iisa.. r:·reeman@"lufts .. edu] 
Sent: Wednesday, August 15, 2018 8:50 AM 
To: Darcy Adi n < d bad i n@n cs u .. ed u >; Jo nes_, __ ~_~_Q_".!!f.~!-.~--::~.~[lJJIT§L,~.9.0.~§..@f d a .. h h s .. gov?,' _____________________ _ 
Cc: Joshua A Stern <is"lem@ucdaviis .. edu>; L__________________________________ B6 ___ ] 

Subject: RE: a few NCSU cases 

That's reallv interestino. __ DarcvL. ______________________________________________________________________________________________________________________________________________________________ ~ 
I wonder! 

L•-•-•-•-•-•-•-•-•-•-•••-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-...-•-•-•-•-•-•-•-•-•--•--•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-..-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•••-•-•-•-•-•-•-•-•-•-•-•-•-•-•-1 
B5 : 

Thanks for sharing 
Lisa 
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From: Darcy Adin <dbadiin@ncsu .. edu> 
Sent: Tuesday, August 14, 2018 8:00 PM 
To: Jones, Jennifer L <Jenniifer.Jones@fda.hhs.gov> -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
-g_~_: _ _.f._r~~-~-§l_Q.,_ __ ~i?_~.-'.'5,~ii.:5_~,J~9._~.~-~n_@~t.~!'ls.edu >; Joshua A Stern <i s'lern@ucdavii s. ed u>; i·-·-·-·-·-·-·-~§ ______________ i 
i B6 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-·-,....-.-·-·-·-·-·-·-·-·-·-·-·-·-·• 

i 
Subject: a few NCSU cases 

Hi Jennifer, 

I wanted to follow up on the case where NCSU sent you necropsy samplesi._ ___________ B6 ________ ___! 3 yr Fs Great Dane). 
I've attached her whole blood and plasma taurine concentrations for your records, which were normal. 

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed 
with DCM while eating Acana. Taurines were normal on these dogs back in April and I honestly didn't have a 
ton of hope for these dogsLr·-·-·--·~..!l~.-. _______ -)because they were dobermans and their genetic tests were 
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was 
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina 
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely 
affected female has near normalized and the severely affected male (who was in heart failure) has also 
significantly improved. 

I have asked our resident to report these dogs to the FDA using the portal L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~~---·-·-·-·-·-·-·-·-·-·-·-·-·-•-___j ___ _ 
hopefully you will see these soon. She will also be submitting a taurine deficient Golden eating Acana l, ____ B6 __ ,_,] 

maybe the lowest I've ever seen). 

Thank you! 
Darcy 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

FDA-CVM-FOIA-2019-1704-004614 



From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: 'Freeman, Lisa' 
Sent: 8/23/2018 3:56:57 PM 
Subject: RE: updates 

Hi Lisa, .--·-·-·-·-·-·-·-·-·-·-·-·-·-; 
Do we have permission to contactl_ _________ B6 _______ ___! about the 2 dobermans? 
Thank you, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Monday, August 20, 2018 6:18 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: updates 

Hi Jen 
I forgot to note on the report I submitted today that I have a food sample and UPC code for the Acana food that 
the 2 Dobies were eating. 

Also, fori B6 i, whose heart has improved significantly, I just got a sample from the owner who found 
some foocrremaTnTn·g-·at heri B6 ~ouse - it is not fresh but I'm saving for you in case you want 
Thanks '·-·-·-·-·-·-·-·-·-·-' 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..pe"lfoodolloqy. org 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: 'Freeman, Lisa' 
Sent: 8/24/2018 11 :29:51 AM 
Subject: RE: updates 

Thank you, Lisa. I'll contact them. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Thursday, August 23, 2018 12:26 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: updates 

Hi Jen. They gave permission to report so i think it would be fine til contact but I can specifically check if you'd 
prefer 
Lisa 

Sent from my iPhone 

On Aug 23, 2018, at 11:57 AJones, Jennifer L <Jennifer .. Jones@fda..hhs .. gov> wrote: 

Hi Lisa, ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
Do we have permission to contacti_ __________ B6 ________ ,_,iabout the 2 dobermans? 
Thank you, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
_<i_mage001.pnq> <image002.png> 

From: Freeman, Lisa [maiill'lo: ll .... iisa..r:·reeman@'iufts .. edu] 
Sent: Monday, August 20, 2018 6:18 PM 
To: Jones, Jennifer L <.Jenniifer .. Jones@fda..hhs .. gov> 
Subject: updates 

Hi Jen 
I forgot to note on the report I submitted today that I have a food sample and UPC code for the Acana food that 
the 2 Dobies were eating. 

Also, forr-·-·-·-·-·-·-Eis-·-·-·-·-·-·: whq§~--t:!~?_d has improved significantly, I just got a sample from the owner who found 
some foocrrema1n1ng-·at he~ 86 i house - it is not fresh but I'm saving for you in case you want 
Thanks t-·-·-·-·-·-·-·-·-·J 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 

FDA-CVM-FOIA-2019-1704-004648 



Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..pe'lfoodolloqy. orq 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 2/24/2019. 11 :05_:45 PM 
Subject: ps -! _________ B 6 _____ ___: 

Hi Jen r·-·-·-·-·-·-·-·-·-! 

I forgot to mention that I have diet samples for the Natural Balance and Acana foi 86 i 
Lisa L--·-·-·-·-·-·-·-·-· 

Lisa M. Freeman, DVM, PhD, DACVN 
Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..pe"lfoodolloqy.. org 

FDA-CVM-FOIA-2019-1704-004657 



______________ 

i ! 

Client: ! B 6 i 
Patient: !_ _____________: 

ECG from Cardio 

3/14/2019 3:34:06 PM Page 1 of 2 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

86 

Page 34/71 
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,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Client: ! i B 6 ! i 
Patient: ! ! 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

ECG from Cardio 

. . 
l_ _______ B6 ________! _ 3/14/2019 3:34:20 PM Page 1 of 2 

Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

86 
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Patient: [ ________8_6 ____i _ ___ 

ECG from Cardio 

! ________B 6 ______i _ __ 3/14/2019 3:34:20 PM Page 2 of 2 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

86 
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Client: 
Patient: 

ECG from Cardio 

L ______B6 _______!__ __  3/14/2019 3:34:39 PM Page 1 of 2 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 
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ECG from Cardio 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 10/11/2018 9:32:04 PM 
Subject: : 86 :Taurine result 
Attachments: '·1 _2291°0.jpg 

Lisa M. Freeman. DVM. PhD. DACVN 

Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
,,,,,,.petfoodolog,·.oi-g 

From: Tufts Veterinary Cardiology Service 
Sent: 

~: :: l 
Thursday. October lL 2018 4:57 PM 

reeman. ~Lisa~ <lisa.freemanr c1~tuf:6edu>_~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~i 
Subject: FW: Taurine result 

Veterinary Cardiology Sen·ice 
Tufts Universit~· Cummings School of Veterinary· Medicine 

Please note: This account is not monitored on weekends. holidays. or e,enings (after 5pm). Please allow 2-1- - -1-8 business hours for a 
reply. For immediate sen ice during business hours. please call the liaison office at 508-887--1-696. If you need to speak" ith the 
Emergency Sen ice. please call 508-839-5395. 

Foster Hospital for Small Animals 
200 Westboro Road 
No1ih Grafton. MA 01536 
http://w,,w.tufts.edu/,et/ 
508.887.-1-696 phone 
508.887.-1-363 fax 

From: Amino Acid Lab <ucd.aminoacid.labwucdavis.edu> 
Sent: Thursday. October lL 2018 4:55 PM 
To: Clinical Pathology Lab <clinpathratufts.edu>: Tufts Veterinary Cardiology Service <cardiovetri,tufts.edu> 
Subject: Taurine result 

Hello -

FDA-CVM-FOIA-2019-1704-004810 



Thank you for using the Amino Acid Laboratory at UC Davis, School of Veterinary Medicine. 

Please find attached the results for your patient. You will note that we are now using a new submission form. The 
new form requests some additional information that may be useful in interpreting your results. Please note, with the 
recent increase in the number of dogs screened for taurine deficiency, we are seeing some dogs with values within the 
lower reference ranges ( or above the "no known risk for deficiency range") yet are still exhibiting changes in cardiac 
function. 

In addition to our new submission form, we have also attached 2 handouts developed by our cardiology service at UC 
Davis for your information. The first is a general handout on dilated cardiomyopathy in dogs. The second is a 
handout specifically focused on Golden Retrievers, a breed that has been over-represented in the association between 
grain-free diet consumption and dilated cardiomyopathy. 

We hope your clinic finds this information helpful. Veterinarians are always welcome to contact our laboratory for 
assistance in evaluating your patient's results. 

Thank you -

The Amino Acid Laboratory 
Department of Molecular Biosciences 
School of Veterinary Medicine 
University of California, Davis 

Phone: 530-752-5058 
Email: ucd. aminoacid.lab@ucdavis.edu 
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EKG 9/12/18 
  

  

      

  FDA-CVM-FOIA-2019-1704-004853



EKG 9/12/18 
  

  

      

FDA-CVM-FOIA-2019-1704-004854



Med records 9/12/18 
  
  

          

  FDA-CVM-FOIA-2019-1704-004862



Med records 9/12/18 
  
  

        

  FDA-CVM-FOIA-2019-1704-004863



Med records 9/12/18 
  
  

        

FDA-CVM-FOIA-2019-1704-004864



Med records 9/12/18 
  

  

      
FDA-CVM-FOIA-2019-1704-004865



RDVM[ _________ B6 ·-·-·-· ~ads 9/11/2018 
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RDVMi B6 !Rads 9/11/2018 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1e829a244-Jennifer. Jo>   
To: ‘Darcy Adin'; Freeman, Lisa; Joshua A Stern; Fries, Ryan C;: B6   
cc: Rotstein, David: Norris, Anne; DeLancey, Siobhan; Ceric, Olgica 

Sent: 4/20/2018 5:18:50 PM 

Subject: RE: hold-call with Dr. Adin re: DCM cases 

Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network 

ProceduresOwners-12.22.2015.pdf 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue 

and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to 

report a pet food report can be found at:   https:/Awww.fda.gov/AnimalVeterinary/Safety Health/ReportaProblem 

/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal: 

  https:/Avww.safetyreporting.hhs.gov. You can attach documents already created that compile your case data. 

We will review the data and may contact you for possible follow-up. 

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not 

dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that 

dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint 

for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network 

procedures that describe how we operate. | also included a version for animal owners. 

Please email or call me with any questions. Thank you again for your time and expertise, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

UWS. FOOD th ORG 
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From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Thursday, April 19, 2018 11:00 AM 
To: Freeman, Lisa <lisa. freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis. edu>; Fries, Ryan C 
    

<rfries@illinois.edu>;! B6   i B6 
Jones, Jennifer L <JennitérJonés@tda Hhs.gov= - 
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: Fwd: hold-call with Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 

concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Drs! B6 ; Freeman; B6 _ ‘Fries and Stern - the call details are in the forwarded email below. 

Just a brief introduction for the FDA group: 

  
B6 
  

Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med 
  

  
B6 
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Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 

Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 

Darcy Adin 

no-------- Forwarded message ---------- 

From: Jones, Jennifer L <Jenniter   Jones@fda.hhs. gov> 

Date: Thu, Apr 19, 2018 at 7:16 AM 

Subject: hold-call with Dr. Adin re: DCM cases 

To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>,   "Norris, Anne" <Anne.Norris@fda.hhs.gov>,   "DeLancey, 

Siobhan" <Siobhan.Delancey(@fda.hhs.gov>,   Darcy Adin <dbadin@ncsu.edu> 

-- Do not delete or change any of the following text. -- 

Join WebEx meeting 
  

Meeting number (access  code):    B6 
    

Meeting password: B6 
      

Join by phone 

+1-210-795-0506 US Toll 

+1-877-465-7975 US Toll Free 

  Global call-in numbers | Toll-free calling restrictions 

  Can't join the meeting? 

If you are a host, go here to view host information. 

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be discoverable ina 

legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do 

not join the session. 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

FDA-CVM-FOIA-2019-1704-004912



Raleigh, NC 27607 

919-513-6032 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596ACEA7C53- 
LPALMER> 

To: Rotstein, David; Jones, Jennifer L 

Sent: 5/1/2018 1:38:39 PM 

Subject: RE: DCM cases - proposed diet history 

Thanks — this is a great dietary history. My only comments: 

  

   
    
  

Thanks for the opportunity to comment! 

Lee Anne 

From: Rotstein, David 

Sent: Friday, April 27, 2018 9:00 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> 

Subject: Fwd: DCM cases - proposed diet history 

Lee Anne, 

Thought you would be interested and could provide any comments/suggestions 

From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 

Date: April 27, 2018 at 7:27:27 PM EDT 

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>, Darcy Adin <d cpacungnest. edu>, Joshua A Stern 

<jstern@ucdavis.edu>, Fries, Ryan C <rfries@illinois.edu>; B6 
  

B6 r 
  

Ce Rotstein, David <David   Rotstein@fda.hhs.gov>, Norris, Anne <Anne.Norris@fda.hhs.   gov>, DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.   gov> 

Subject: DCM cases - proposed diet history 

Hi everyone 
I'm attaching a proposed diet history form. | met with our cardiology group yesterday’ 

  

B5 
  

  

  
 

  
Please let me know if you have any comments = 
 

B5 
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--OQUr.aroun._also discussed 
  

B5 
      

Thanks 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 

From: Jones, Jennifer L [mailto: Jennifer. Jones@fda.hhs.gov] 

Sent: Friday, April 20, 2018 3:50 PM 

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern 
  

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>;i B6 >; 
  

B6   
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Ceric, Olgica <Olgica.Ceric@fda.hhs.qov>   

Subject: RE: hold-call with Dr. Adin re: DCM cases 

Importance: High 

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints, 

you can just email me a spreadsheet with the data. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

0... PPCM Rh, ORM Gh 
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From: Jones, Jennifer L 

Sent: Friday, April 20, 2018 1:19 PM 

To: 'Darcy Adin’ <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu>;   Joshua A Stern 

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>; B6 
        

Bé   
‘6e: Rotstein, David <David.Rotstein@fda.hhs.qov>; Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.qov>   

Subject: RE: hold-call with Dr. Adin re: DCM cases 

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue 

and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to 

report a pet food report can be found at:   https:/Avwww.fda.gov/AnimalVeterinary/Safety Health/ReportaProblem 

/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal: 

  https:/Avww.safetyreporting.hhs.gov. You can attach documents already created that compile your case data. 

We will review the data and may contact you for possible follow-up. 

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not 
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dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that 

dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint 

for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network 

procedures that describe how we operate. | also included a version for animal owners. 

Please email or call me with any questions. Thank you again for your time and expertise, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

| A TGA IMG (fh iP 28 Bh 

    

  

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Thursday, April 19, 2018 11:00 AM 

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C 
  

<rfries@illinois.edu>; B6 : 

Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: Fwd: hold-call with Dr. Adin re: DCM cases 

Dear Dr. Jones, 

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and 

concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy. 

Drs! B6 Freeman; B6 _ ; Fries and Stern - the call details are in the forwarded email below. 
    

Just a brief introduction for the FDA group: 

  
B6 
  

} Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med 
 

B6 
      

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med 

Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med 

 

Thank you everyone for making time in your schedule! I am looking forward to this. 

Sincerely, 

Darcy Adin 

wasn enone Forwarded message ---------- 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Date: Thu, Apr 19, 2018 at 7:16 AM 

Subject: hold-call with Dr. Adin re: DCM cases 

To: "Rotstein, David" <David.Rotstein@fda.hhs.gov>,   "Norris, Anne" <Anne.Norris@fda.hhs.gov>,   "DeLancey, 

Siobhan" <Siobhan.Delancey@fda.hhs.gov>,   Darcy Adin <dbadin@ncsu.edu> 
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-- Do not delete or change any of the following text. -- 

    
Meeting password B6 

      

Join by phone 

+1-210-795-0506 US Toll 

+1-877-465-7975 US Toll Free 

  Global call-in numbers | Toll-free calling restrictions 

  Can't join the meeting? 

If you are a host, goa here to view host information. 

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be discoverable ina 

legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do 

not join the session. 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C 8BD53B6C45A39318A596ACEA7C53- 

LPALMER> 

To: Jones, Jennifer L; Rotstein, David; Carey, Lauren 

Sent: 5/7/2018 6:07:39 PM 

Subject: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx 

Attachments: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Carey, Lauren; Jones, Jennifer L; Palmer, Lee Anne; Hartogensis, Martine; DeLancey, Siobhan 

cc: Burkholder, William; Norris, Anne; Lovell, Randall A; Reimschuessel, Renate; Ceric, Olgica; 

Nemser, Sarah 

Sent: 5/21/2018 11:41:45 AM 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

B4, BS 
    

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

    
   

|U.S. FOOD & DRUG 
; ADMI DS TR AT EC) Me 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs. gov. 

From: Carey, Lauren 

Sent: Monday, May 21, 2018 7:39 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 

Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; DeLancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 

Ce: Burkholder, William <William.Burkholder@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

As an FYI, this formulation type is so popular Amazon jumped on board. 

  httos:/Avww.petfoodindustry.com/articles/7209-amazon-wag-dog-foods-nutrient-content-analyzed- 

  rated? eid=418335734&bid=2 101343 

  https:/Avww.amazon.com/WAG-Added-Grain-Lentil-Recipe/dp/BO78VV67DT 

INGREDIENTS: BEEF, BEEF MEAL, LENTILS, PEA PROTEIN, PEAS, EGG PRODUCT, CHICKEN FAT 
(PRESERVED WITH MIXED TOCOPHEROLS), BREWERS YEAST, WILD BOAR, POTATO PROTEIN, DRIED 
PLAIN BEET PULP, FLAXSEED, NATURAL FLAVOR, SALT, CHOLINE CHLORIDE, DRIED CHICORY ROOT, 
YUCCA SCHIDIGERA EXTRACT, DRIED LACTOBACILLUS PLANTARUM FERMENTATION PRODUCT, 
DRIED BACILLUS SUBTILIS FERMENTATION PRODUCT, DRIED LACTOBACILLUS ACIDOPHILUS 
FERMENTATION PRODUCT, DRIED ENTEROCOCCUS FAECIUM FERMENTATION PRODUCT, DRIED 
BIFIDOBACTERIUM ANIMALIS FERMENTATION PRODUCT, VITAMIN E SUPPLEMENT, IRON 
PROTEINATE, ZINC PROTEINATE, COPPER PROTEINATE, FERROUS SULFATE, ZINC SULFATE, COPPER 
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SULFATE, POTASSIUM IODIDE, THIAMINE MONONITRATE (SOURCE OF VITAMIN B1), MANGANESE 
PROTEINATE, MANGANOUS OXIDE, ASCORBIC ACID (PRESERVATIVE), VITAMIN A SUPPLEMENT, 
BIOTIN, NIACIN, CALCIUM PANTOTHENATE, MANGANESE SULFATE, SODIUM SELENITE, PYRIDOXINE 
HYDROCHLORIDE (SOURCE OF VITAMIN B6), VITAMIN B12 SUPPLEMENT, RIBOFLAVIN (VITAMIN B2), 
VITAMIN D3 SUPPLEMENT, FOLIC ACID. 

  

  
B4, Bs 

    

  

From: Jones, Jennifer L 

Sent: Friday, May 18, 2018 3:31 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.qov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>;   Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica <Olgica.   Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

Yes, you're correct Lee Anne. ‘ B5   
B4 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Palmer, Lee Anne 
Sent: Friday, May 18, 2018 3:29 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartoqensis@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda. hhs.qov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

. ~ 

' ; 
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From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 3:24 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartoqensis@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda. hhs.qov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

_U.~_5-t_g_q!._;=LC..§_ll_fr.9-DJ __ Q!:_,Fascetti with UC Davis-She runs the amino acid laboratory and: ________________________ ~?. ____________j __
i 85 ! 
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Jennifer Jones, DVM 
Veterinary Medical Officer 
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Tel: 240-402-5421 
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From: Palmer, Lee Anne 

Sent: Friday, May 18, 2018 3:10 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

In terms of # reported to us - | would look at (in terms of reports directly to FDA CVM) the top 2 primarily. Dave 

could do much better with contact info. 

  

      

There are a variety of others — among those reported to us, several have 1 report per brand, but all grain-free. 
  

  

B4, BS 

From: Hartogensis, Martine 

Sent: Friday, May 18, 2018 2:53 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>: 

DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David. Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.qov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.   Ceric@fda.hhs.qov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Yes, thank you to everyone on the call. 

Anne and | are working on the advisory. In meantime, | think we 
  

BS ; 
  

i BS Dave, do you have that or any suggestions on how to find contact names/numbers? 

Martie 

From: Palmer, Lee Anne 

Sent: Friday, May 18, 2018 2:09 PM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.qov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.qov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.qov>; Lovell, Randall A <Randall. Lovell@fda. hhs.qov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.   Ceric@fda.hhs.qov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Thanks, B 5 , 

suppose 
 

  
 

  
B5 
  

  
| also cleaned up and did B hanks — hope we can figure 

this one out! 
  

5 
    

Lee Anne 

From: Jones, Jennifer L 

Sent: Friday, May 18, 2018 1:54 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;   DeLancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
  

  
ut 

    

Any omer ideas Or suggestions ¢ 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
“de 

G. FOOD fe ORUG Mlle 
He le 

  

From: Hartogensis, Martine 

Sent: Friday, May 18, 2018 11:58 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gqov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica. Ceric@fda.hhs.qov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 

From: Jones, Jennifer L 

Sent: Friday, May 18, 2018 6:42 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;   DeLancey, Siobhan 

<Siobhan. Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
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Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

  
BS 

    

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Hartogensis, Martine 

Sent: Thursday, May 17, 2018 7:52 PM 

To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>;   Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  
Yes, excellent work! One question though...do we see B5 
  

B5       
  

Thanks in advance! 

Martine 

  

From: DeLancey, Siobhan <Siobhan.   Delancey@fda.hhs. gov> 

Date: May 17, 2018 at 2:27:35 PM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>,   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>,   Jones, Jennifer L <Jenniter.   Jones@fda.hhs.gov>, Rotstein, David 

<David.Rotstein@fda.hhs.gov>   

Ce: Burkholder, William <William.Burkholder@fda.hhs.gov>,   Carey, Lauren <Lauren.Carey@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   Lovell, Randall A <Randall.Lovell@fda.hhs.gov>,   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

  
BS 
  

  

From: Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>   
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Date: May 17, 2018 at 2:14:48 PM EDT 

To: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>,   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>,   Jones, Jennifer L <Jenniter   Jones@fda.hhs.gov>, Rotstein, David 

<David.Rotstein@fda.hhs.   gov> 

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,   

Norris, Anne <Anne.   Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>,   Reimschuessel, 

Renate <Renate.Reimschuessel(@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing! We're all heading down the same path... 

From: DeLancey, Siobhan 

Sent: Thursday, May 17, 2018 2:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
  

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.   Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

As luck would have it, I’m at CE today listening to B6 talk about nutrition and 
      cardiomyopathies. See attached slide. 

  

From: Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>   

Date: May 17, 2018 at 2:06:04 PM EDT 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>,   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>,   

Rotstein, David <David.Rotstein@fda.hhs.gov>   

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>,   Lovell, 

Randall A <Randall.   Lovell@fda hhs gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.   gov>, 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

HI there — is the slide set for tomorrow's meeting? Great work! : 
  

B5 
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From: Hartogensis, Martine 

Sent: Thursday, May 17, 2018 11:59 AM 

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.qov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 
  

Just a few questions. B 5 

DCM? 
      

One other quest 
  

B5 
issue? 
  

Martine 

From: Jones, Jennifer L 

Sent: Thursday, May 17, 2018 11:29 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Wei 
  

  

  

    

'B5 
Please see the PPT for the rationale/summary 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

Te en      ee ee 

From: Rotstein, David 

Sent: Monday, May 14, 2018 10:22 AM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>: 

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

BS 
    

  

From: Hartogensis, Martine <Martine.Hartogensis(@fda.hhs.   gov> 

Date: May 14, 2018 at 9:09:17 AM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>,   Rotstein, David <David.   Rotstein@tda.hhs.gov>, Jones, 

Jennifer L <Jennifer.   Jones@tda.hhs.gov> 

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@tda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>,   Lovell, 

Randall A <Randall.Lovell@tda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

  
BS 

  
  

Martine 

From: Palmer, Lee Anne 

Sent: Friday, May 11, 2018 4:30 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov>; 
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Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

From what I’ve read, it can be ai 
  

B5 

  

  

    

From: Rotstein, David 

Sent: Friday, May 11, 2018 4:14 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>:   

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 
  

This is fantastic B 5 

     

BS 
  

  

 

  

BS 
    

  

B5 
    
  

From: Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>   

Date: May 11, 2018 at 4:06:05 PM EDT 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>,   Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>,   

Jones, Jennifer L <Jenniter   Jones@fda.hhs gov> 

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>,   Lovell, 

Randall A <Randall.   Lovell@fda hhs gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

    

Hi there = 
  

BS 
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I'll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne 

  

      

From: Rotstein, David 

Sent: Wednesday, May 9, 2018 4:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Sounds very intriguing!!! 

  

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>   

Date: May 9, 2018 at 4:09:18 PM EDT 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>,   Rotstein, David <David.Rotstein@fda.hhs.gov>,   

Jones, Jennifer L <Jennifer.   Jones@tfda.hhs.gov> 

Ce: Burkholder, William <William.Burkholder@fda.hhs.gov>,   Carey, Lauren <Lauren.Carey@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.   Delancey@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

BS 
      

tiger BS rere eereemegenl ! | want to confirm it, then will send it along — could be Friday before | get this in shape to 

‘send. not to leave you hanging, but wanted to be more sure. Definitely, not done today as I'd thought. Thanks! 

From: Hartogensis, Martine 

Sent: Wednesday, May 9, 2018 2:17 PM 
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To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
  

Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
  

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gqov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 

Martine 

From: Rotstein, David 

Sent: Wednesday, May 09, 2018 2:06 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
  

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gqov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 
  

| spoke with B6 Cardiac Care for Pets. He is going to look into times/dates with the cardiologists 
  there and we-carrserute   meeting   up from that point. 

Just some basic information: 

  

  
BS 

    

As aside note, there is a facebook page dedicated to this issue: 

https:/Avww.facebook.com/groups/1952593284998859/about/   

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
B5 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs. gov. 

    

   

    

From: Hartogensis, Martine 

Sent: Tuesday, May 08, 2018 10:58 AM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
  

Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
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Subject: RE: DCM 

  

Thank you Jen and Dave! Very interesting and sounds like you all are on it! B6 
  

B6 
      

  
  

  
Keep us posted! 

Thanks again! 

Martine 

Hi Martine, 
  

    
 

lm happy to share more info as needed. 

Jen 

 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

a a 
     

From: Rotstein, David 

Sent: Tuesday, May 08, 2018 9:45 AM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Subject: RE: DCM 

Martine, 
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Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

L __________________ s6 -·-·-·-·-·-·-·-·-·-J 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

85 
Martine 

From: Rotstein, David 
Sent: Monday, May 07, 20181:13 PM 
To: Hartogensis, Martine <Martine.Hartoqensis@fda.hhs.gov> 
Subject: Re: DCM 

Martine 
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________ 
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There's a way to go on this moving forward. 

Dave 

  

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Date: May 7, 2018 at 1:03:13 PM EDT 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>   

Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYD I BOH F23SPDL T)/CN=R EC IP I ENTS/CN=02DF91 D554 D34B948FC58433D0E42073-
M HARTOG E> 

To: Palmer, Lee Anne; Jones, Jennifer L; Delancey, Siobhan; Rotstein, David 
CC: Burkholder, William; Carey, Lauren; Norris, Anne; Lovell, Randall A; Reimschuessel, Renate; 

eerie, Olgica; Nemser, Sarah 
Sent: 5/18/2018 7:13:53 PM 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

' ! i ! 
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Martine 

From: Palmer, Lee Anne 
Sent: Friday, May 18, 2018 3:10 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

In terms of# reported to us - I would look at (in terms of reports directly to FDA CVM) the top 2 primarily. Dave 
could do much better with contact info. 
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From: Hartogensis, Martine 
Sent: Friday, May 18, 2018 2:53 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Yes, thank you to everyone on the call. 

Martie 
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From: Palmer, Lee Anne 
Sent: Friday, May 18, 2018 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olqica.eeric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

' ~ 
; 
; 

~ i! 
iJ 
; 
; 
; 
; 
; 
; 
; 
; 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

85 
Lee Anne 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.eeric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

85 
Any other ideas or suggestions? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Friday, May 18, 201811:58AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda. hhs.qov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 
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Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 6:42 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olgica.eeric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

,-CV CA_ i_s __ not _a _part. of _Vet-L_I RN J_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 8 5 -·-·-·-·-·~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_i 

i B5 : 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 7:52 PM 
To: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; eerie, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DeM and meetign with Cardiac Care for Pets 

Yes, excellent work! One question though ... do we see j 85 iwith CVCA? Are 
they part of VE T-LIRN? '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Thanks in advance! 

Martine 

From: Delancey, Siobhan Siobhan.Delancey(<_i)fcla.hhs.~ov 
Date: May 17, 2018 at 2:27:35 PM EDT 
To: Palmer, Lee Anne LeeA1111e.Pal111er(<_ilfda.hhs.~ov , Hartogensis, Martine 

Martine.Hartogensis(1_1lfda.hhs.gov , Jones, Jennifer L Jennifer.Jones(1_1lfda.hhs.gov , Rotstein, David 
David. Rotstei 11(11lfda. hhs. ~ov 

Cc: Burkholder, William Willirn11.Burkholder(1_1lfda.hhs.gov , Carey, Lauren Laure11.Carey(1ilfda.hhs.gov , 
Norris, Anne Anne.Norris(1_1lfda.hhs.~ov , Lovell, Randall A Randall.Lovell(1_M'da.hhs.~ov , Reimschuessel, 
Renate Renate.Rei111schuessel(1_ilfda.hhs.gov , Ceric, Olgica Olgica.Ceric(1_ilfda.hhs.gov , Nemser, Sarah 
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<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! ; B5 ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at2:14:48 PM EDT 
To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>, Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 
<David .Rotstein@f da.hhs. gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing! We're all heading down the same path ... 

From: Delancey, Siobhan 
Sent: Thursday, May 17, 2018 2:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda. hhs.qov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

As luck would have it, I'm at CE today listening t9 B6 ~alk about nutrition and 
car di omyopathies. See attached slide. ;-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 17, 2018 at 2:06:04 PM EDT 

To: Hartogensis, Martine Martine.Hartogensis(<_1lfda.hhs.gov , Jones, Jennifer L Je1111ifer.Jones(<_1lJda.hhs.gov , 
Rotstein, David David.Rotstei11(<_1lJda.hhs.gov 
Cc: Burkholder, William Willirn11.Burkholder(<_1lfda.hhs.gov , Carey, Lauren Lauren.Carey(<ilJda.hhs.gov , 
Norris, Anne Anne.Norris(<_M'da.hhs.gov , Delancey, Siobhan Siobha11Delancey(<_1lJda.hhs.gov , Lovell, 
Randall A Randall.Lovell(<_ilfda.hhs.gov , Reimschuessel, Renate Renate.Rei111schuessel(<_ilJda.hhs.gov , 
Ceric, Olgica Olgica.Ceric(<_M'da.hhs.gov , Nemser, Sarah Sarah.Nemser(<_Mcla.hhs.gov 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

; 
HI there - is the slide set for tomorrow's meeting? Great work! l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___: 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i 85 ! 

i ! 
i ! ! 
i ! 
i ! 
i ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
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B5 

B5 

B5 

From: Hartogensis, Martine 
Sent: Thursday, May 17, 2018 11:59 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 
! i 

Just a few questions. On slide 6 ( or the spreadsheet),!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
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DCM? 

One other question - i 85 ! 
issue? ' ~ 

Martine 

From: Jones, Jennifer L 
Sent: Thursday, May 17, 2018 11 :29 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 
 Please see the PPT for the rationale/summary

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Monday, May 14, 2018 10:22 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

I do not know! 85 i 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

From: Hartogensis, Martine Marti11e.Hartogensis(<_1lfda.hhs.gov 
Date: May 14, 2018 at 9:09: 17 AM EDT 
To: Palmer, Lee Anne LeeAnne.Pal111er(<_1lfda.hhs.gov , Rotstein, David· David.Rotstein(<_Mcla.hhs.gov , Jones, 
Jennifer L Jennifer.Jones(<1ltcla.hhs.~ov 
Cc: Burkholder, William Willirn11.Burkholder(<_1lJda.hhs.gov , Carey, Lauren Lauren.Carey(<ilJda.hhs.gov , 
Norris, Anne Anne.Norris(<_1lJda.hhs.~ov , Delancey, Siobhan SiobhanDelancey(<_Mcla.hhs.~ov , Lovell, 
Randall A Randall.Lovell(<_ilfda.hhs.gov 
Subject: RE: DCM and meetign with Cardiac Care for Pets 
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This is very interesting. i 85 Pave, do y ou have any idea 
-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-t._ ____ abour ss T 

· 
____________________________________________________________________________________________________________________________ !

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

Martine 

From: Palmer, Lee Anne 
Sent: Friday, May 11, 2018 4:30 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

F
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
rom what I've read, it can be

From: Rotstein, David 
Sent: Friday, May 11, 2018 4:14 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 

This is fantastic.! 85 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

!__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
! : ! : 
i B5 i 

i i 

i i 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! B5 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

8
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From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Date: May 11, 2018 at4:06:05 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov>, Lovell, 
Randall A <Randall.Lovell@fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-004985 



Subject: RE: DCM and meetign with Cardiac Care for Pets 

Hi there -l__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 85 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 

B5 
I'll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne 

B5 

From: Rotstein, David 
Sent: Wednesday, May 9, 2018 4:13 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne LeeAnne. Pal 111er(<_1lfda. hhs. ~ov 
Date: May 9, 2018 at 4:09: 18 PM EDT 
To: Hartogensis, Martine Martine.Harto~ensis(<_1lfda.hhs.~ov , Rotstein, David David.Rotstein(/1lJda.hhs.~ov , 
Jones, Jennifer L Je11nifer.Jo11es(<_1lJda.hhs.~ov 
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>, 

Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <SiobhanDelancey@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; 
i 
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as I'd thought. Thanks! 

From: Hartogensis, Martine 
Sent: Wednesday, May 9, 2018 2:17 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 

Martine 

From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Martine.Hartoqensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 

I spoke with B6 Cardiac Care for Pets. He is going to look into times/dates with the cardiologists 
There and we can wet the meeting up from that point. 

Just some basic information: 

' ! 
i ! 
; 

85 
! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

As a side note, there is a facebook page dedicated to this issue: 

https://www.facebook.com/groups/1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
L·-·-·-·-·-·-·-·-·-B 6 -·-·-·-·-·-·-·-·-__! 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

B i 
! i 

.Ibaok_vo_u __ Jen..aod.Da\leL.)ferv. __ lnteresiioa..ao.d.snund.s_Li_l<ftY..O.ll.a,11 are on it! B 6 ! 

l 
i 

_______________________________________________________________________ 6 
! 1 _____________________________________________________________________________ 1 

l 

Keep us posted! 

Thanks again! 

Martine 

H i _ M a rt i n e , ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

B5 
I'm happy to share more info as needed. 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 08, 2018 9:45 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: DCM 

FDA-CVM-FOIA-2019-1704-004988 



Martine, 

Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! B6 ! 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

B5 
Martine 

From: Rotstein, David 
Sent: Monday, May 07, 20181:13 PM 
To: Hartogensis, Martine <Martine.Hartoqensis@fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-004989 



Subject: Re: DCM 

Martine 

Lee Anne will likely discuss a~ BS )But it does look like there is a 
relationship between the increaLsed DCM reports and grain free diets. ' 

Vet-L IRN is. 1 ooking. intd .......................................................................................... B 5 ................................................ ,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
! 85 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

There's a way to go on this moving forward. 

Dave 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Date: May 7, 2018 at 1:03:13 PM EDT 
To: Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 

FDA-CVM-FOIA-2019-1704-004990 



  

From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: Burkholder, William 

Sent: 6/18/2018 12:01:06 PM 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Excellent! Thanks, Bill. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

U.S. FOOD & ORL G 
| ACES UL EIDE ACT EY 

  

From: Burkholder, William 

Sent: Sunday, June 17, 2018 8:49 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Hi Jen, 

First, thanks for compiling my literature reading list for the next few weeks (I am being serious in my thanks). 

Attached are the two documents you requested comment on with edits and comments in track changes. Keep 

or reject as you see fit. As always, thank you for the opportunity to comment. 

Bill 

From: Jones, Jennifer L 

Sent: Monday, June 11, 2018 12:06 PM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, 

David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.qov>: 

Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Burkholder, William <William.Burkholder@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 

Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.qgov>; Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 

<April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Good morning everyone, 

Vet-LIRN created a procedure document that outlines a prospective case investigation for new complaints about 
DCM and consuming grain free products. We plan to: B5 

B5 i However, we will be! B5 ito 

B5   
  

Please let me know if you have feedback or comments by COB Friday (6/15). 

Thank you, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

U.S. PCCD Be CRRLICH 
| A Hae 1 OEE EE A Pe      
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From: Norris, Anne 
Sent: Tuesday, May 22, 2018 9:24 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

.. Thank you .for. expl.aining ........................................................................ ss ...........................................................1 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

From: Palmer, Lee Anne 
Sent: Tuesday, May 22, 2018 9:13 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer 
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 
William <William.Burkholder@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

I 
; 
; 
; 
; 
; 
; 
; 

B5 
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B4,B5 
From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:49 AM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Delancey, 
Siobhan <Siobhan. Delancey@fda. hhs. gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 

FDA-CVM-FOIA-2019-1704-004992 



Olgica <Olgica.Ce  ric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte.   Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>;   Hodges, April 

<April.Hodges@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

  

  That should be fine. | apologize if we already discussed this, B5 

BS 
      

  

From: Palmer, Lee Anne 

Sent: Tuesday, May 22, 2018 8:39 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Norris, Anne <Anne.Norris@fda.hhs.gov>;   Jones, Jennifer 

L <Jennifer.   Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   Edwards, 

David <David.Edwards@fda.hhs.gov>;   Hartogensis, Martine <Martine.   Hartogensis@fda.hhs.gov>; Burkholder, 

William <William.Burkholder@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>   

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Ceric, 

Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte.   Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>;   Hodges, April 

<April.   Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

 If we go forward, i 
  

 B5 

B5 
  

      

From: Rotstein, David 

Sent: Tuesday, May 22, 2018 8:37 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; 

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David   

<David.Edwards@fda.hhs.gov>;   Hartogensis, Martine <Martine.   Hartogensis@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov>;   Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   DeLancey, Siobhan 

<Siobhan.   Delancey@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Ceric, 

Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte.   Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>;   Hodges, April 

<April.Hodges@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Anne, 

Agreed. 

  

Part of this outreach is for us to directly contact firms. BS B5 
  

BS 
  

      

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

| AC Pl INES TR AT ah    
DI 
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Norris, Anne 
Sent: Tuesday, May 22, 2018 8:34 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov> 

Olgica 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

i ! 
; 

B5 
! 

i ! 
i ! 

\ ___________________________ !3-�-
-
-
-·-·-·-·-·-·-·-·-·-·-·-

Jwe ·could-update ·the· advisory· further· as -more ·information· comes· in.·-·-·-·-·-·-·-·-·-·-·-·-:

From: 

Sent: Tuesday, May 22, 2018 8:31 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee 
Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

' ; 

B5 
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!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

Jones, Jennifer L 

; ; 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

From: Rotstein, David 
Sent: Tuesday, May 22, 2018 8:25 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
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<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

85 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
l_ ____________ B6 ___________ JBB) 

U. FOOD & DR.UB
AOMINISTlAflON 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Reimschuessel, Renate 
Sent: Tuesday, May 22, 2018 8:18 AM 
To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z 
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

I agree with a care u I approach t th is i nvestigation. __ _ _ _ f _ _ o _ _ _ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i i 
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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BS 
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; 
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t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Just some food for thought. ... rr

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 

Phone 1- 240-402-5404 

Fax 301-210-4685 

http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Edwards, David 
Sent: Tuesday, May 22, 2018 7:54 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 
<April. Hodges@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hi everyone, 

B5 
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Not meaning to restart any prior conversations about these subjects. B 5 ··-·-·-·-·-·-·-·-·-·7·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-··i 
! B 5 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Thanks, 
Dave 

; 

From: Rotstein, David 
Sent: Monday, May 21, 2018 7:49 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 
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<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica     

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z     

<Krisztina.Atkinson@fda.hhs.gov>;   Hodges, April <April.   Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Yes, if | can get the complete list of products so that | don’t miss any, we will reach out to the Divisions and 

provide a general summary of what is going on and then work with the Divisions on setting up calls. 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

RUG 

  

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs. gov. 

From: Hartogensis, Martine 

Sent: Monday, May 21, 2018 7:47 AM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; DeLancey, Siobhan 

<Siobhan. Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>     

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A   

<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica     

<Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;   Conway, Charlotte 

<Charlotte. Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z     

<Krisztina.Atkinson@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thanks Bill and your concerns are noted! 

  

      

  

Thank you all for your help and dedication to this fascinating issue! 

Martine 
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From: Burkholder, William 

Sent: Friday, May 18, 2018 5:04 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
    

Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; DeLancey, Siobhan 
  

<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
    

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A     

<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
  

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 
    

<Charlotte. Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>;   Atkinson, Krisztina Z 
  

<Krisztina.Atkinson@fda.hhs.gov> 
  

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

  
BS 

  
  
  

    
  

BS 
  

  
BS 

  
  

Bill 

What Socrates is really supposed to have said: *“The only true wisdom is in knowing that you know nothing.” 

From: Palmer, Lee Anne 

Sent: Friday, May 18, 2018 2:09 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine 
  

<Martine. Hartogensis@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 
  

<David.Rotstein@fda.hhs.gov> 
  

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
    

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,     

Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 
  

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Thanks, Jen, very i ntere sting issue! l.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-·-·-·-·-�-�----·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
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Lee Anne 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 1:54 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

B5 

; ; 

'Any other ideas or suggestions? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Hartogensis, Martine 
Sent: Friday, May 18, 201811:58 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 
<Sarah. Nemser@fda.hhs.gov> 
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 

From: Jones, Jennifer L 
Sent: Friday, May 18, 2018 6:42 AM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Delancey, Siobhan 
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
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Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,     

Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

BS 
  

  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

US FOOD A ORUS 
Me Beatie yO Me Peeling 

   Nn    

From: Hartogensis, Martine 

Sent: Thursday, May 17, 2018 7:52 PM 

To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;   Rotstein, David 

<David.Rotstein@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Yes, excellent work! One question though.. ; 
  

B5 
    

B5 
  

Thanks in advance! 

Martine 

From: DeLancey, Siobhan <Siobhan.   Delancey@fda.hhs. gov> 

Date: May 17, 2018 at 2:27:35 PM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>,   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>,   Jones, Jennifer L <Jenniter.   Jones@fda.hhs.gov>, Rotstein, David 

<David.Rotstein@fda.hhs.gov>   

Ce: Burkholder, William <William.Burkholder@fda.hhs.gov>,   Carey, Lauren <Lauren.Carey@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   Lovell, Randall A <Randall.Lovell@fda.hhs.gov>,   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

BS 
    

From: Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>   
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Date: May 17, 2018 at 2:14:48 PM EDT 

To: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>,   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>,   Jones, Jennifer L <Jenniter   Jones@fda.hhs.gov>, Rotstein, David 

<David.Rotstein@fda.hhs.   gov> 

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,   

Norris, Anne <Anne.   Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>,   Reimschuessel, 

Renate <Renate.Reimschuessel(@fda.hhs.gov>,   Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing! We're all heading down the same path... 

From: DeLancey, Siobhan 

Sent: Thursday, May 17, 2018 2:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;   Rotstein, David 

<David.Rotstein@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   Lovell, Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>;   Ceric, Olgica <Olgica.   Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

As luck would have it, I’m at CE today listening to talk about nutrition and 

cardiomyopathies. See attached slide. 

B6 
      

From: Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>   

Date: May 17, 2018 at 2:06:04 PM EDT 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>,   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>,   

Rotstein, David <David.Rotstein@fda.hhs.gov>   

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>,   Lovell, 

Randall A <Randall.   Lovell@fda hhs gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.   gov>, 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>,   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
  

    BS   
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From: Hartogensis, Martine 

Sent: Thursday, May 17, 2018 11:59 AM 

To: Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;   Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gqov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 

  

  Just a few questions. B5 
      

B5       
  

  
BS 

    

Martine 

From: Jones, Jennifer L 

Sent: Thursday, May 17, 2018 11:29 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;   

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>   
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>;   Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;   

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;   Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>   

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

  

      

Please see the PPT for the rationale/summary 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 

US. FOOO & CRUG     ey 1 is ele 
a 

From: Rotstein, David 

Sent: Monday, May 14, 2018 10:22 AM 

To: Hartogensis, Martine <Martine.   Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>:   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

B5 Once we get a better handle on a specific cause, we can work on that. 
    

From: Hartogensis, Martine <Martine.Hartogensis(@fda.hhs.   gov> 

Date: May 14, 2018 at 9:09:17 AM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>,   Rotstein, David <David.   Rotstein@tda.hhs.gov>, Jones, 

Jennifer L <Jennifer.   Jones@tda.hhs.gov> 

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@tda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>,   Lovell, 

Randall A <Randall.Lovell@tda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

This is very interesting. B5 ..Dave, do you have any idea 
  
    

B5 
    

Martine 

uninin 

From: Palmer, Lee Anne 

Sent: Friday, May 11, 2018 4:30 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;   

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   
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Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,     

Randall A <Randall.Lovell@fda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

    
  

  

From: Rotstein, David 

Sent: Friday, May 11, 2018 4:14 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>:   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;   Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 

This is fantastic. 

  

B5 
 
  
   

I think 
  

B 5 
      
  

BS 
 
  
   

From: Palmer, Lee Anne <LeeAnne.Palmer@tda.hhs.gov>   

Date: May 11, 2018 at 4:06:05 PM EDT 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>,   Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>,   

Jones, Jennifer L <Jenniter   Jones@fda.hhs gov> 

Ce: Burkholder, William <William   Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>,   Lovell, 

Randall A <Randall.   Lovell@fda hhs gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 
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BS 

        

  

      

I'll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne 

From: Rotstein, David 

Sent: Wednesday, May 9, 2018 4:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;   Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>;   Carey, Lauren <Lauren.Carey@fda.hhs.gov>;   

Norris, Anne <Anne.Norris@fda.hhs.gov>;   DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>   

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Sounds very intriguing!!! 

From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>   

Date: May 9, 2018 at 4:09:18 PM EDT 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>,   Rotstein, David <David.Rotstein@fda.hhs.gov>,   

Jones, Jennifer L <Jennifer.   Jones@tfda.hhs.gov> 

Ce: Burkholder, William <William.Burkholder@fda.hhs.gov>,   Carey, Lauren <Lauren.Carey@fda.hhs.gov>,   

Norris, Anne <Anne.Norris@fda.hhs.gov>,   DeLancey, Siobhan <Siobhan.   Delancey@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

  

_Hi=— the deeper | dig through this data, the more interesting it is becoming: B5 
  

B6   a BS 
    

B5 
    

From: Hartogensis, Martine 

Sent: Wednesday, May 9, 2018 2:17 PM 
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To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 

Martine 

From: Rotstein, David 
Sent: Wednesday, May 09, 2018 2:06 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L 
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 
Subject: RE: DCM and meetign with Cardiac Care for Pets 

Good Afternoon, 

I spoke with i _________B6 ______j ___ __ Cardiac Care for Pets. He is going to look into times/dates with the cardiologists 
there and we can set the meeting up from that point. 

Just some basic information: 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! i 

! B5 ; ! i 
! i 
! i 
! i 
! i 
! i 
! i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

As a side note, there is a facebook page dedicated to this issue: 

https://www.facebook.com/groups/1952593284998859/about/ 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 

__7519_Standis~ Place 
[ ____________86 _____i (BB) ______  

D •· 11111111r1• 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 10:58 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
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Subject: RE: DCM 

Thank you Jen and Dave! Very interesting and sounds like you all are on it! 

  

  
B6 

    
  

  
B6 

    

Keep us posted! 

Thanks again! 

Martine 

Hi_Martine 
  

      

  

I’m happy to share more info as needed. 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
| 

Be   Si Seas i02 Ap Ne My, ll 

“ile 

 

From: Rotstein, David 

Sent: Tuesday, May 08, 2018 9:45 AM 

To: Hartogensis, Martine <Martine.   Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>;   Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   

Subject: RE: DCM 

Martine, 
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.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! i 

! B5 ; ! i 
! i 
! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
l_ ____________ !3-~---·-·-·-·_J BB) 

. ID 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Hartogensis, Martine 
Sent: Tuesday, May 08, 2018 9:00 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 
Subject: RE: DCM 

, _____________________________ B_5 _________ _ 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

Martine 

From: Rotstein, David 
Sent: Monday, May 07, 20181:13 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 
Subject: Re: DCM 

Martine 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
; 
; 

B5 
' 
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There's a way to go on this moving forward. 

Dave 

From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Date: May 7, 2018 at 1:03:13 PM EDT 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>   

Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 

FDA-CVM-FOIA-2019-1704-005009



From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: ‘Andrea Fascetti' 

Sent: 8/17/2018 2:48:55 PM . 

Subject: 
  

BS 
  

Hi Andrea, poeceneececenenens : one en eee enenennnenecenennnenenennnnney 
| had_a.quick question. I'm trying to order the. BS __ |, but does it matter: B5 ‘? | referenced 

  

the: Bd   ipaper you sent but couldn't find any specifics of the chemical formula. 

| hope you and your family are doing well, including your dog after the quarantine period J 

Thanks again and take care, 

Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 
e-mail: jennifer jones@fda.hhs.gov 

Web: http://www. fda gov/AnimalVeterinary/ScienceResearch/ucm247334 htm 

i U.S. FOOD & DRUG 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA 12EAA9348959A4CBB1 E829AF244-
JENNIFER.JO> 

To: 
L·-·-·-·-·-·-·-·-·-·-·-·-· B6 -·-·-·-·-·-·-·-·-·-·-·-·-! 

Sent: 7/18/201911:11:54AM 
Subject: RE:! 86 fDA-CVCA Study for Dilated Cardiomyopathy 

H ig ~--·-·-·-·-·-·-·-·-·-·-·-·-·. Importance: 

Good morning Mr.! B6 ! 
Are you interested"Tn-·speiiking with me about L~"jft"caJ se? Please see my previous email below. 
If so, please send me your availability for a 30-minute phone call on the following days: 

• Tuesday July 23: 10 am to 12 noon eastern, or 1 to 3 pm 
• Wednesday July 24: 6:30 am to 11 am eastern 
• Thursday July 25: 6:30 am to 3 pm eastern 
• Friday July 26: 6:30 am to 11:30 am eastern. 

If you are unwilling to perform the interview, please let me know. I can then remove you from the interview list. 
Thank you, 
Dr. Jones 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Friday, July 05, 2019 12:52 PM 
To::_ _________________________86 ____________i _________________ ___ 
Subject:: B6 FDA-CVCA Study for Dilated Cardiomyopathy 
Im portance·:·Hgff __________ J 

Good afternoon i B6 
L--·-·-·-·-·-·-·-·-·-·-·. 

l 
We have been working with CVCA to better understand Dilated Cardiomyopathy in dogs that ate pet foods 
labelled "grain free" and contain higher amounts of legumes and/or potato products. As part of that investigation, 
we would like to ask you some questions about I 86 l; past and current diet and environmental exposures. 

The phone interview lasts approximately 30 minutes. Please send me 3 times when you would be 
available to speak between 6:30 am and 3 pm eastern time the following days: 

• 7/11 
• 7/12 
• 7/15 
• 7/16 
• 7/17 
• 7/18 

I attached a copy of our network procedures. They describe how owners help with our case investigations. 
Thank you kindly, 
Dr. Jones 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
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new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http:/ /www fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYD I BOH F23SPDL T)/cn=Reci pients/cn=Of6ca 12eaa 9348959a4cbb 1 e829af244-Jen n ifer.Jo> 

To: l_ ______________B6 -·-·-·-·-·-·-· j Andrea Fascetti 
CC: Guag, Jake 
Sent: 4/2/2019 11 :19:19 AM 
Subject: RE: Heads up: Vet-URN (FDA) shipped 800.267 samples 

Received. Thank you, !-·-·---~~---·-· j 
Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: ~ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Bs ·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Sent: Monday, April 01, 2019 8:06 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Andrea Fascetti <ajfascetti@ucdavis.edu> 
Cc: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples 

Hi Dr. Jones, 

Attached please find the corrected data file . 

.J5j.o_q__.R~Aards, 
! B6 i 
i·-·-·-·-·-·-·-·-·-·-·-• 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Sent: Monday, April 1, 2019 4:30 AM 
To: Andrea Fascetti· i B6 l L--·-·-·-·-·-·-·-·-·-·-·-•-..-•-·-·-·-· !
Cc: Guag, Jake 
Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples 

Good morning Andrea and L____Bs_____ j 
I was reviewing the results and needed some clarification of the results for 2 cases. The results you sent show 
plasma amino acid values for cv-09 but not cv-14. However, I did not send any plasma for cv-09. I did send 
plasma for cv-14 (attached inventory sheet). Can you please clarify which set of plasma values belong to cv-14? 
Thank you in advance and have a wonderful week, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Se~t: _Saturday, March _23,_2019__1_:30 _P~ 
To:! B6 : 

L--·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
Cc: Guag, Jake <Jake.Guaq@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples 

FDA-CVM-FOIA-2019-1704-005024 

mailto:Jake.Guag@fda.hhs.gov


Hello Jen and Jake- Please see attached file with your results. Thanks for the heads-up on the species. We 
have to know in case someone in the lab comes in contact with the blood (especially through a cut). Our 
occupational health and safety folks then have us file a report and follow up on those cases to ensure 
vaccination status etc. 

We will bill according to your comments below. 

Have a nice weekend. 

Andrea 

On Mar 21, 2019, at 10:51 AM, L____________________B6_____________________ @ucdavis.edu> wrote: 

Hi Jake, 

May you help to confirm the samples are for dogs or cats? I could not find the information 

Thanks, 
L_ ____ 86 ·-·-· i 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Sent: Tuesday, March 12, 2019 8:53 AM 
To: !__ _______________ss ·-·-·--·-·-·-·_.! 

Cc: Jones, Jennifer L 
Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples 

Hi l_ ____ B6 _____ ] 

Hope you are well. We shipped 800.267 samples on dry ice to you. 
Box#1 has urine samples its tracking number is 1ZA4420T0194520315 with UPS. 
Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both 
boxes are expected to arrive your location tomorrow (Mar. 13th , 2019) 

Please charge the urine sample analysis under AA contract. 
Please provide invoice for the blood and serum analysis. 

Thank you 
Jake 

Jake Guag, MPH, CPH 
Biologist (FDA/CVM/OR/Vet-LIRN) 
8401 Muirkirk Road 
Laurel, Maryland 20708 
Email: jake.guag@fda.hhs.gov 
Tel: 240-402-0917 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYD I BOH F23SPDL T)/cn=Reci pients/cn=0f6ca 12eaa 9348959a4cbb 1 e829af244-Jen n ifer.Jo> 

To: l_ __________ 86 ·-·-·-·-·-· i 
CC: 'Guag, Jake* (Jake.Guag@fda.hhs.gov)' 
Sent: 3/22/2019 10:35:43 AM 
Subject: RE: Heads up: Vet-URN (FDA) shipped 800.267 samples 

Hi! 86 i 
They are all dogs. 
Thank you, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Guag, Jake 
Sent: Thursday, March 21, 2019 2:09 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples 

Jen, could you please provide me info or where I can find the info? 

Thanks 
Jake 

From : [:::::::::::::::::::: B6 
Sent: Thursday, March 21, 2019 1 :52 PM 
To: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Cc: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Subject: Fw: Heads up: Vet-LIRN (FDA) shipped 800.267 samples 

~:::::::::::::::::::J 

Hi Jake, 

May you help to confirm the samples are for dogs or cats? I could not find the information 

Thanks, 

!._ __________ 86 ·-·-·-·-·-· j 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Sent: Tuesday, March 12, 2019 8:53 AM 

To: [_ ______________ B6 -·-·-·-·-·-·-·-i 
Cc: Jones, Jennifer L 
Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples 

Hi 
··-·-·-·-·-·-·-·-·-·-·· 

1 

Hope you are well. We shipped 800.267 samples on dry ice to you. 
Box#1 has urine samples its tracking number is 1ZA4420T0194520315 with UPS. 
Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both 

boxes are expected to arrive your location tomorrow (Mar. 13th , 2019) 

ss r 

Please charge the urine sample analysis under AA contract. 
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Please provide invoice for the blood and serum analysis. 

Thank you 
Jake 

Jake Guag, MPH, CPH 
Biologist (FDA/CVM/OR/Vet-LIRN) 
8401 Muirkirk Road 
Laurel, Maryland 20708 
Email: jake.guag@fda.hhs.gov 
Tel: 240-402-0917 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0F6CA 12EAA9348959A4CBB1 E829AF244-
JENNI FER.JO> 

To: L ______________ ss _______________ i 

CC: Andrea Fascetti 
Sent: 8/20/2019 11 :44:03 AM 
Subject: Question about results 

Good morning L. B6___: and Andrea, 
I had_ two quick general questions _about _the plas_m_a _and _urine_amino_ aci_d _resu_lts. ____ , 

I B5 i. '  
Th ~nK·y o □-maav an ce, -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Jen 

·-·-·-·-·-· 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

lJ,,S. IFDOD & DRUG 
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From: Guag, Jake </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7 A 7C5484C80E1 D9CF9D1 A 1 SDE­
JGUAG> 

To: i B6 ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sent: 6/27/2019 4:48:27 PM 
Subject: RE: Fw: Heads up: Vet-URN (FDA) shipped 800.267-CV-R3 samples 

Hi l_ ____ B6 ____ j 
Thanks. You are correct. I forgot to update the CV-10 samples. 

L. _____ 86 -·-·-· i 
Could you please provide me when we can expect to get results? 

Thanks 

From L_ ___________________________________ 86 ____________________iJ cdavi _________________ s-.. ed u > 
Sent:_ Thu_rsday, Ju_ne_27,_ 2019 __ 1_2:41__.PM _____ , 
To:!._ _________________________________B6 ________________i______ G _________________________ uag, Jake <Jake. Guag@fda. hhs. gov> 
Subject: Re: Fw: Heads up: Vet-LI RN (FDA) shipped 800.267-CV-R3 samples 

Hello Jake-

Attached please find the completed inventory form. The only thing of note is there were 2 vials of cv-10 plasma, 
otherwise everything was in order. 

Kind regards-

86 
On Thu, Jun 27, 2019 at 9:26 AM i BG iucdavis.edu> wrote: 
Hi r·-·-·-·-·sf ·-·-·-·1 '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Could you fill their sample inventory forms and email a PDF to Jake? 

Thanks, 

L ______ B6 ·-·-·-· i 

From: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Sent: Thursday, June 27, 2019 9:21 AM 
To: :__ _______________ ss -·-·-·-·-·-·-· i 
Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples 

Hi L.__ __ B6 ___ ___: 

Could you please provide me filled out sample inventory forms? 
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Thanks 
Jake 

From : !__ _______________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·)cdav is. ed u > 
Sent: Tuesday, June 25, 2019 1 :16 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu>; i B6 ucdavis.edu> 
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples 

Hi Jake, 

Thanks for the notice. I will Let Dr. Fasccetti know your plan. I am not in charge of the billing issues. 

Kind Regards, 

! 86 
i..·-·-·-·-·-·-·-·-·-·-·-·-

i 
• 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Sent: Tuesday, June 25, 2019 9:17 AM 
To: :__ _____________B6 ·-·-·-·-·-·-·-_ ! · 
Cc: Jones, Jennifer L 
Subject: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples 

Hi [___ __ B6 __ ___i 

I shipped 800.267 R3 samples on dry ice to your place this morning. R3 Urine samples are in Box#1, and R3 
whole blood and plasma samples are in Box #2. ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
Both boxes ~~l.!._~~-?.f.f.~".'.~_!g_~.9.!.f.S!YY. __ {~un 201 and their tracking numbers are l_ ________________________ ~-~---·-·-·-·-·-·-·-·-·-·__

) and l_ ____________________B6 ____________i(Box#2) ___________ _ with UPS. 

·-·-·-·-·-·-; 
_i 

Inside you will find sample an inventory sheet in each box. Please fill out and provide to me (Scan or Fax). 
' ! i ! ; B5 ! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Thanks 
Jake 

Jake Guag, MPH, CPH 
Biologist (FDA/CVM/OR/Vet-LIRN) 
8401 Muirkirk Road 
Laurel, Maryland 20708 
Email: jake.guag@fda.hhs.gov 
Tel: 240-402-0917 
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From: Andrea Fascetti <ajfascetti@ucdavis.edu> 
To: Jones, Jennifer L 
Sent: 9/18/2018 12:16:47 PM 
Subject: Re: control dog Taurine-urine 

Hi Jen - Here is:_ _______ B6 _______ i email address: 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! B6 i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

And Josh: 

j stern@ucdavis.edu 

I hope this helps. 

Andrea 

On Sep 18, 2018, at 1:23 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good morning Andrea, 
I got your message about the collaboration with Joshua Stern an& _____________ BG ______________ i We will need to get some 
documentation first, but otherwise, we'd be happy to share the control urine taurine data. I'm checking to see 
what agreements we need. Can you please provide [ ______ ss _______ ! email? After I get the documents, I can send them 
to the group for signature, and then we can share the data. 
Thank you for the collaborative opportunity! 

i 86 i 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
Take care, 
Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

<image001.png> <image002.png> 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Peloquin, Sarah 
Sent: 9/18/2018 1 :54:55 PM 
Subject: FW: control dog Taurine-urine 

FYI 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

DRUG 

From: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Sent: Tuesday, September 18, 2018 8: 17 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: control dog Taurine-urine 

Hi Jen - Here is L._ ___ B6 ______ ! email address: 

l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
And Josh: 

jstern@ucdavis.edu 

I hope this helps. 

Andrea 

On Sep 18, 2018, at 1:23 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good morning Andrea, ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
I got your message about the collaboration with Joshua Stern and L. ____________ B6 _____________ [ We will need to get some 
documentation first, but otherwise, we'd be happy to share the control urine taurine data. I'm checking to see 
what agreements we need. Can you please providel_ ______ B6 _______ !email? After I get the documents, I can send them 
to the group for signature, and then we can share the data. 
Thank you for the collaborative opportunity! 

' ' 
i i 
i i 
i i 

; B6 ; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
Take care, 
Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: iennifer.iones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

<image001.png> <image002.png> 
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Peloquin, Sarah 
Sent: 9/18/2018 2:12:18 PM 
Subject: RE: control dog Taurine-urine 

No-this is different. We can chat tomorrow. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Peloquin, Sarah 
Sent: Tuesday, September 18, 2018 10:08 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: control dog Taurine-urine 

Is that the urine that CVCA will be collecting? 
How many dogs are in the study so far, with the original requirements? 

From: Jones, Jennifer L 
Sent: Tuesday, September 18, 2018 9:55 AM 
To: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov> 
Subject: FW: control dog Taurine-urine 

FYI 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Sent: Tuesday, September 18, 2018 8: 17 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: control dog Taurine-urine 

Hi Jen - Here is i B6 !email a
'-·-·-·-·-·-·-·-·-·-· ddress: 

!._ ________ B6 _________ !@ucdavis.edu 

And Josh: 

jstern@ucdavis.edu 

I hope this helps. 

Andrea 

On Sep 18, 2018, at 1:23 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
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Good morning Andrea, -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
I got your message about the collaboration with Joshua Stern andl_ ____________ B_6 __________ ___! We will need to get some 
documentation first, but otherwise, we'd be happy to share the control urine taurine data. I'm checking to see 
what agreements we need. Can you please provide! B6 !email? After I get the documents, I can send them 
to the group for signature, and then we can share th'e data. 
Thank you for the collaborative opportunity! 

; i ! 

i ! ! 
i 

B6 
! 

; 
i 
Take· ca re , ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

! 
' 

Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-ma ii: iennifer. iones@fda .hhs.go v 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

<image001.png> <image002.png> 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 

Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 10/9/2018 1:48:13 PM 

Subject: house mate of EON-366516 (attached) FW: Taste of the Wild (various flavors) since Nov 2013: 

Lisa Freeman - EON-367899 

Attachments: 2055822-report.pdf; Taste of the Wild-Last 1-2 bags (for 2 dogs) before diagnosis were 

Southwest Canyon flavor-Before that: Lisa Freeman - EON-366516; 2055822-attachments.zip 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

L919 Standish Place 

  

   

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.qov. 

From: PFR Event <pfreventcreation@fda.hhs.gov> 

Sent: Tuesday, October 09, 2018 9:45 AM 

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notification 
  

<HQPetFoodReportNotification@fda.hhs.gov>;i B6   
Subject: Taste of the Wild (various flavors) since Nov 2013: Lisa Freeman - EON: 367899 

A PFR Report has been received and PFR Event [EON-367899] has been created in the EON System. 

A "PDF" report by name "2055822-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2055822-attachments.zip" 

and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-367899 

ICSR #: 2055822 

EON Title: PFR Event created for Taste of the Wild (various flavors) since Nov 2013; 2055822 

AE Date 10/02/2018 

Best By Date 

Number Fed/Exposed | 2 
  

Number Reacted 2 
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Animal Species Dog 

Breed Doberman Pinscher 

  

Age B6 “ears 
                 District Involved | PFR-New England DO 

Outcome to Date Stable 

Product information 

Individual Case Safety Report Number: 2055822 

Product Group: Pet Food 

Product Name: Taste of the Wild (various flavors) since Nov 2013 

Description: Asymptomatic but is housemate of i B6 who was diagnosed with DCM recently (FDA 

ICSR ID 2055229). Eating same diet until mid-September when switched to Pro Plan Weight Management dry. 

Note? 86 idoes not have clear DCM but has reduced contractility. Will recheck in 6 months. Taurine pending - 
will submit when available. 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date 
  

Taste of the Vild (various flavors) since Nov 2013           

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 
  

B6 
      

to view this PFR Event, please click the link below: 
B6 
  

To view the PFR Event Report, please click the link below:   
heen B6 
  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
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information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification; 
  

B6   

Sent: 6/11/2019 6:36:57 PM 

Subject: Pure Balance Salmon and Pea dry: Lisa Freeman - EON-390200 

Attachments: 2068093-report.pdf; 2068093-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-390200] has been created in the EON System. 

A "PDF" report by name "2068093-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2068093-attachments.zip" 

and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-390200 

ICSR #: 2068093 

EON Title: Related PFR Event created for Pure Balance Salmon and Pea dry, Taste of the Wild High Prairie dry; 

2068093 

  

AE Date 10/31/2018 Number Fed/Exposed | | 
  

Best By Date Number Reacted ] 
  

Animal Species Dog Outcome to Date Stable 
  

  
Breed Retriever - Golden 

  
  

  

Age B6 (ears 
        

District Involved PFR-New England DO 
        
Product information 

Individual Case Safety Report Number: 20608093 

Product Group: Pet Food 

Product Name: Pure Balance Salmon and Pea dry, Taste of the Wild High Prairie dry 

Description: DCM and CHF diagnosed 10/31/18. On BEG diet. Normal taurine levels 

Submission Type: Followup 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 
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Number of Animals Treated With Product: | 

Number of Animals Reacted With Product: | 

  

Product Name Lot Number or ID Best By Date 

Taste of the Wild High Prairie dry 

Pure Balance Salmon and Pea dry 

  

  

          
This report is linked to: 

Initial EON Event Key: EON-370760 

Initial ICSR: 2058697 

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 

  
B6 
  

  USA 

  

B6 
  

To view this Related PFR Event, please click the link below: 

  

B6 
    

To view the Related PFR Event Report, please click the link below: 

  

  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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Client: B 6 

Patient: 

ECG from Cardio 

        

  

i B6 i 2/14/2019 4:16:11 PM Page 1 of 2 
Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   

  

   

      

Page 37/91 
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. 

Client: : B 6 . : 
Patient:! 

i-·-·-·-·-·-·-·-·-·-·-·-·-' 
i 

ECG from Cardio 

. . 
l_ _______ B6 _______ __! 2/14/2019 4:16:11 PM Page 2 of 2 

Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

86 

I I I i I I i I I I I I I l ) I I I I I I , I I ) I I I i ) I i I J , i · I I I I r f J 1 1 r I i I [ 1 I I i I I 
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Client: 

Aen   B 6     
ECG from Cardio 
  

i B6 i 2/14/2019 4:16:12 PM 
Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   
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Client: 

Patient: : B 6     
ECG from Cardio 
  

  

picteeeee aie eee + 

B6 i 
Lisette eters J 

  

2/14/2019 4:16:25 PM Page 1 of 2 
Tufts University 

Tufts Cummings School of Vet Med 

Cardiology 
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Client: 

Patient: | B6     
ECG from Cardio 
  

  

2/14/2019 4:16:25 PM Page 2 of 2 

Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   
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Client: B 6 

Patient:   
  

ECG from Cardio 
  

  

2/14/2019 4:19:51 PM 

Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   
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Client: 

Aen B 6       
ECG from Cardio 
  

i B6 i 2/14/2019 4:20:16 PM 

Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   
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Client: 

Patient: B6         
ECG from Cardio 
  

2/14/2019 4:21:38 PM 

Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   
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Client: | 

Patient: | B6 
La enn tenes     

ECG from Cardio 
  

  

2/14/2019 4:22:05 PM Page 1 of 2 

Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   

  

  
   

    

Page 45/91 

FDA-CVM-FOIA-2019-1704-005102



  

Client: B 6 

Patient:         
ECG from Cardio 
  

  

2/14/2019 4:22:05 PM Page 2 of 2 

Tufts University 

Tufts Cummings School of Vet Med 

Cardiology   

  

  
   

    

Page 46/91 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=0A3B 17EBFCF14A6CB8E94F322906BADD­
DROTSTEI> 

To: Carey, Lauren; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 4/11/2019 9:16:05 PM 
Subject: Tuft's cases-FW: ACANA - Heritage Red Meat Formula Dog Food (Grain-free): 86 E ON-3 84833 ; ______________________________ J 

i-

Attachments: 2065712-report.pdf; 2065712-attachments.zip 

.--·-·-·-·-. 

Echo is likely, but the dog collapsed and diedL B6_i Not sure if necropsy done. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
! B6 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 
Sent: Thursday, April 11, 2019 4:53 PM 
To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Cleary, Michael* <Michael.Cleary@fda.hhs.gov>; HQ Pet 
Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov~; __ usha.qu_lati@~oveltech.com 
Subject: ACANA - Heritage Red Meat Formula Dog Food (Grain-free):! 86 ~ EON-384833 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

A PFR Report has been received and Related PFR Event [EON-384833] has been created in the EON System. 

A "PDF" report by name "2065712-report.pdf" is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2065712-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-384833 
ICSR #: 2065712 
EON Title: Related PFR Event created for ACANA - Heritage Red Meat Formula Dog Food (Grain-free); 
2065712 

AE Date 03/15/2019 

Best By Date 

Number Fed/Exposed 2 

Number Reacted 1 
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Animal Species Dog 

Breed Shepherd Dog - German 

Age i B6 !Years 
-·-·-·-·-· 

District Involved PFR-New England DO 

Outcome to Date Died Other 

Product information 
Individual Case Safety Report Number: 2065712 
Product Group: Pet Food 
Product Name: ACANA - Heritage Red Meat Formula Dog Food (Grain-free) 
Description: 3/15/2019 - Acute onset of difficultly breathing on walk, increased resp rate, wheezing and short of 
breath. Diagnosed with DCM and CH Fi 86 f Patient suddenly collapsed, within seconds of collapse 
patient died. ' · 
Submission Type: Followup 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Other 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

ACANA - Heritage Red Meat Formula Dog Food (Grain-free) 

This report is linked to: 
Initial EON Event Key: EON-383914 
Initial ICSR: 2065085 

; 
Sender information 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

i ! 
i ! ! 
i ! 
i 

86 
! 

i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
USA 

Owner information 

B6 
; 

lusA 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

To view this Related PFR Event, please click the link below: 
i 
~ 

B6 i . 

To view the Related PFR Event Report, please click the link below: 
: B6 : 
i., -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--...---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
! 86 ! 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Dmg Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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. ·-·-·-·-·-·-·-·-·-·-·-·-·-. 
Client: ! i ! ! i 

Patient: ! 
86 

i 
; 

L·-·-·-·-·-·-·-·-·-·-·-·-· ! 

ECG from cardio 

i B6 : 
L--·-·-·-·-·-·-·-·-·-·-·. 

4/30/2019 11:53:50 AM 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

86 
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. 

Client: ' 
i 
i 
; B6 ! 

' 
i ; 

Patient: 
i 

t·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

ECG from cardio 

4/30/2019 11:54:19 AM 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

86 

Page 10/34 
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. ·-·-·-·-·-·-·-·-·-·-·-·-·-, 
Client: i B 6 i 
Patient: [_ _________________i ________ 

ECG from cardio 

-·-·-·-·-·-·-·-·-·-·-· .. 
! B6 ! 
j_·-·-·-·-·-·-·-·-·-·-·i 

4/30/2019 11:54:41 AM 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

·-·-·-1 ?_.IJ:-..ad.·C.t-sn:"tl~rd . .Pl.ar.PJnen.t. _____________________________________________________________________________________________________________________________________________________________________________ 

B6 

____________________ 
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,·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Client: 
i ; ! 

i 86 ! ! 

Patient: 
i ! 
i ! 
j•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

ECG from cardio 

4/30/2019 11:55:39 AM 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

______ 1 ?, . .l ... il<.d..•C.t .. ;u.--...drt.JIC".ci._J21..;,c.-.t111A·1."\t,_, _______________ _._ _________________________________________________________________________________________________________________________________________________________________________________ _ 

B6 
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. 

Client: : B 6 ! :
Patient: [ ________________!

 
___________  

ECG from cardio 

r ________ as _________ ! 4/30/2019 11:58:37 J!M 

Tufts University 
Tufts Cummings School of 'kt Med 

Cardiolog-J 

86 

Page 13/34 
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~~:~:~t: 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! ________ ~-~---___! 
ECG from cardio 

L ________ B6 ·-·-·-·_j 4/30/2019 12:00:51 I'M 
Tufts University 
Tufts Cummings School of 'kt Med 

Cardiolog-J 

12 Lead; Standard Placeo>ont ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

B6 

; 
; 
; 

' 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
CC: Peloquin, Sarah; Guag, Jake 
Sent: 7/2/2019 1 :45:01 PM 
Subject: RE: i_ ________ B6 _________ ! euthanized 

Hi Jen 
Thanks for letting me know. I'll update her primary care vet 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..pe"lfoodolloqy.. org 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Sent: Tuesday, July 02, 2019 9:41 AM 
To: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Guag, Jake <Jake.Guag@fda.hhs.gov> 
Subject: RE: i 86 ieuthanized 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Good morning Lisa ,·-·-·-·-·-·-·-·, 
Thank you for the ~pdate about i 86 im sorry to hear that she passed away. 
Currently, we are not collecting more tissues for DCM histopathology except on a case-by-case basis. We will 
not request histopathology or tissue fo~ 86 icase. 
Thank you again, '·-·-·-·-·-·-·-·-·1 

Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Freeman, Lisa <ll .... iisa.r:·reeman@"lufts.edu> 
Sent: Monday, July 01, 201911:32 AM 
To: Jones, Jennifer L <_Jenniifer .. Jones@fda..hhs .. gov>; Peloquin, Sarah <_$arah.J1elloguiin@fda..hhs .. gov>; Guag, 
Jake <_Jake .. Guag@fda..hhs .. gov> 
Subject r-·-·-·-·-B6-·-·-·-·-·-1euthan ized 

j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Hi Jen and all 
l_ __________ ~~---·-·-·__J one of the dogs in our study (Cocker Spaniel wi!b_b~~-Q..f§lilure, mitral valve disease but reduced 
contractility) and that we reported to you, was euthanized on!_ ______ 86 ____ ___! The RDVM is holding the body in case 
you'd like the heart but I wasn't sure if it would be too autolyzed at this point. Can you let me know either way 
asap so that I can update the vet? 
Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

FDA-CVM-FOIA-2019-1704-005377 



Board Certified Veterinary Nutritionist™ 
Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www, petfoodology.or 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 8/24/2018 1 0: 17 :06 PM ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

86 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

Subject: FW: 800.267-FDA Case Investigation to! !(EON-308715) 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

, __ ljJ).~n_,__ __________________ , ;-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

[ __________~-~----_____ ·-·-·-·-___!will ,.?.~_Q_g _ _c?.fQ(9?._.9n[ ________~-~--_____ --·-·-·-·-i since I wasn't involve in that case but since she and I have 
worked together onj 86 : she asked me to submit that one. I just submitted a report along with his 
records. I indicated 'in the report that I had more records but on more careful inspection, I think I've sent you 
everything I have.[ ________BG _______ __________ ___!would be very happy to provide more info. She found a small amount of the 
original diet which she sent to me and I am including that in the food box that I'm submitting to you on Monday. 

Thanks for all your work on this! 
Lisa 

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov] 
Sent: Thursday, August 23, 2018 11:51 AM 
To:! ss i 
s LI bj~-~t·:-·soo ___ 2_6_7~FDA-C;~~-,-~-~sti g-~-ti ;~--f~~(:~~~~~~~~~~f ~ ~~~~~~~~J and [~~~~~~~~)i~~~~~~~~~~~J ( E O N-308715) 

Good morning i B6 I . --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
Thank you for iubmiffin_g __ your consumer complaint to FDA. I'm sorry to hear abouti 86 i illness. 
As part of our investigation, we'd like to request: ' 

• Full Medical Records 
o Please email (preferred) or fax (301-210-4685) a copy o~ B6 : entire medical history (not just 

this event), including any referral diagnostics. ' · 
• Have you submitted a report for! ·-·-·-·-·-·-·-·BG -·-·-·-·-·-·-·i I was forwarded the medical records and told from Dr. 

Lisa Freeman that you may have submitted a complaint. I cannot seem to locate it within our system. 
I attached a copy of our Vet-LI RN network procedures. The procedures describe how Vet-LI RN operates and 
how veterinarians help with our case investigations. 
Please respond to this email so that we can initiate our investigation. 
Thank you kindly, 
Dr. Jones 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http:/ /www fda .gov I Anima IVeterinary/ScienceResearch/ucm247334.htm 

FDA-CVM-FOIA-2019-1704-005468 



  

From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 

Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 9/10/2018 7:44:25 PM 

Subject: _EW. Earthborn Naturals Lamb Grain Free for 1 year-Zignature Kangaroo Grain Free for 2 years: 

id B 6 EON-364808 plus first dog's PFR EON-362973 
  

Attachments: 2054800-report.pdf; Zignature Kangaroo Grain Free Formula: B6 EON-362973; 
 2054800-attachments.zip      

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
  

B6 (BB)  
  
   

    

  

|U.S. FOOD & DRUG 
AD PT UE TAT EC 

  

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.qov. 

From: PFR Event <pfreventcreation@fda.hhs.gov> 

Sent: Monday, September 10, 2018 3:36 PM 

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notification 

<HQPetFoodReportNotification@fda.hhs.gov>; usha.gulati@doveltech.com   

Subject: Earthborn Naturals Lamb Grain Free for 1 year-Zignature Kangaroo Grain Free for 2 years B6 
      

A PFR Report has been received and PFR Event [EON-364808] has been created in the EON System. 

A "PDF" report by name "2054800-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2054800-attachments.zip" 

and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-364808 

ICSR #: 2054800 

EON Title: PFR Event created for Earthborn Naturals Lamb Grain Free for 1 year Zignature Kangaroo Grain 

Free for 2 years; 2054800 

  

AE Date 05/23/2018 

Best By Date 

Number Fed/Exposed | 2 

Number Reacted 2 

  

          
  

FDA-CVM-FOIA-2019-1704-005519



Animal Species Dog 

Breed Mastiff 

Age 6 Years 

District Involved PFR-Atlanta DO 

Outcome to Date Better/Improved/Recovering 

Product information 
Individual Case Safety Report Number: 2054800 
Product Group: Pet Food 
Product Name: Earthborn Naturals Lamb_Grain _ _Free_for_1 year Zignature Kangaroo Grain Free for 2 years 
Description: Other mastiff _in the housei B6 : was presented in conge:;;.tive__heart failure, possibly 
due to a grain free dieti 86 i was preseLnte"ifo-n·-s12":3;1-iffor occult DCM screeningj 86 i has been _qgl_Qg__yy~II at 
home and not showing'-i:iny"signs of heart disease. He had been eating the same grarn-free diet as! B6 i and 

'-·-·-·-·-·-·-·-·-) 
was transitioned to a diet containing grains 3 weeks prior to this visit. Whole blood taurine basically normal. 
Echo revealed moderate_.to._s.e.Y.ere left ventricular enlargement, mild MR., __ mU.dly decreased LV ejection fraction. 
No arrhythmias detectedi 86 iwas placed on ta urine supplementatiori 86 i returned for a 3 month recheck 
8/31/18. His echo showe'crc-onsiderable improvement in size, although 'still enlarged. 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 2 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Earthborn Naturals Lamb Grain Free for 1 year Zignature Kangaroo Grain 
Free for 2 years 

Sender information 
i i 

i i 
i i ; ; 
i i 
i i 
i i 

l USA ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

IDwn86maT 
i ~USA 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

B6 

To view this PFR Event, please click the link below: 
https://eon.fda.qov/eon//browse/EON-364808 

To view the PFR Event Report, please click the link below: 
https://eon.fda.qov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12& 
issuel d=381567 

FDA-CVM-FOIA-2019-1704-005520 



This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to   FDAReportableFoods@fda.hhs. gov immediately. 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 8/27/2018 1 :23:54 PM 
Subject: FW: Taurine result for patients l_ ____________ 8-~----·-·-·-·-·-j 
Attachments: T _20484.pdf; T _20485.pdf 

Taurine results on ! _____________________ B6 ·-·-·-·-·-·-·-·-·-·-· i 
Lisa 

Lisa M. Freeman. DVM. PhD. DACVN 

Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
,,,,,,.petfoodolog,·.oi-g 
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYD I BOH F23SPDL T)/CN=R EC IP I ENTS/CN= F0226BD682844FA2B71 EA3 7 50 D4FCB82-
LAU REN. CARE> 

To: Rotstein, David; eerie, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 
Anne; Peloquin, Sarah; Queen, Jackie L 

Sent: 2/25/2019 6:54:31 PM 
Subject: RE: DCM - More from L Freeman 2/25/2019 0915 

EON-380745 is part of that household as well. 3 with DCM so far. 

From: Rotstein, David 
Sent: Monday, February 25, 2019 9:19 AM 
To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Glover, Mark 
<Mark.Glover@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah 
<Sarah.Nemser@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Peloquin, Sarah 
<Sarah.Peloquin@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov> 
Subject: DCM - More from L Freeman 2/25/2019 0915 

Note: 3807 42 & 3807 43 are from the same household. Other dogs in household - 2 not tested yet & 1 normal 
BNP 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

l_ ____________ ~f! __________ ___: (BB) 

D ~- lllllllllil 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

FDA-CVM-FOIA-2019-1704-005645 



From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: 'Freeman, Lisa' 
Sent: 3/4/2019 12: 13: 14 Pfl/l. ______________________________ _ 

Subject: RE: taurine results tori 86 : 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Thanks, Lisa! 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
Sent: Friday, March 01, 2019 4:51 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: FW: taurine results fot _____________ B6 ____________ ___: 

FYI 
: 

1 
! 
B6 

~ 3 bulldogs from sall)_~JJ.9._L!~-~-IJQ!9._?.D..9._Q!l __ §_c!.QJ.§ __ 9iet 

~ DCM and CHF had :.-·-·-·r·-·-·-·-·-·-·-·-·-·-~~.--.--.--.--.--.--.--.--.--.--.--.--.--.--L 
f - with ARVC and arrhythmias haq .---~_f? ____________ __i_ ______ _ 

i :this most recent one (likely ARVC)°was: 86 
L--·-·-·-·-·-·-•-•-' i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

i 

Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary Nutritionist™ 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www petFoodollogv. org 

FDA-CVM-FOIA-2019-1704-005646 



From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: Carey, Lauren; Cleary, Michael*; HQ Pet Food Report Notification; !-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 6/11/2019 7:00:42 PM 

Subject: Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free 

turkey: Lisa Freeman - EON-390205 

Attachments: 2068096-report.pdf 

A PFR Report has been received and Related PFR Event [EON-390205] has been created in the EON System. 

A "PDF" report by name "2068096-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-390205 

ICSR #: 2068096 

EON Title: Related PFR Event created for Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core 

grain free turkey chicken liver and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy 

chicken and turkey recipe; 2068096 

AE Date 02/01/2019 

Best By Date 

Animal Species Dog 

Breed Bulldog 

Age 8 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 6 

Number Reacted 4 

Outcome to Date Died Other 

Product information 

Individual Case Safety Report Number: 2068096 
Product Group: Pet Food 
Product Name: Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, chicken liver, 
and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and turkey recipe 

Description: Housemate (half sister;l_ _____________ B6·-·-·-·-·-·-· l- (ICSR) OF 2063133) diagnosed with DCM and CHF SO 

screened by RDVM for BNP which was elevated. Evaluated at Tufts 2/1/19. ARVC/diet-induced DCM with 
ventricular arrhythmia. Diet changed to Royal Canin Early Cardiac and will re-evaluate in 3 months I have diet 

FDA-CVM-FOIA-2019-1704-005668 



sample. 3 other dogs in household ( 1 had normal BNP, other 2 not yet evaluated) Patient DOA when owners 
arrived home on q _________ B6 ______ ___i Suspected sudden death. Heart muscle samples were collected by rDVM and 
submitted to FDA for further evaluation. 
Submission Type: Followup 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Other 
Number of Animals Treated With Product: 6 

Number of Animals Reacted With Product: 4 

Product Name 
Lot 
Number or 
ID 

Best By 
Date 

Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, 
chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts 
grain-free in gravy chicken and turkey recipe 

This report is linked to: 
Initial EON Event Key: EON-380743 
Initial ICSR: 2063134 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 

; ; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

86 

To view this Related PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-390205 

To view the Related PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.j spa?decorator=none&e=0&issueType= 10100& 
i ssu eld=40 7 4 77 & parentlssu e Typeld= 12 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

FDA-CVM-FOIA-2019-1704-005669 



that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-005670



  

From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification; 
  

B6 
  

Sent: 6/11/2019 6:52:47 PM 

Subject: Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free 

turkey: Lisa Freeman - EON-390203 

Attachments: 2068095-report.pdf; 2068095-attachments.zip 

A PEFR Report has been received and Related PFR Event [EON-390203] has been created in the EON System. 

A "PDF" report by name "2068095-report. pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2068095-attachments.zip" 

and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-390203 

ICSR #: 2068095 

EON Title: Related PFR Event created for Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core 

grain free turkey chicken liver and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy 

chicken and turkey recipe; 2068095 

  

  

  

  

  

AE Date 02/20/2019 

Best By Date 

Animal Species Dog 

Breed Bulldog 

Age _B6 fears 
District Involved | PFR-New England DO 

              

Number Fed/Exposed | 6 

Number Reacted 4 

Outcome to Date Stable 

Product information 

Individual Case Safety Report Number: 2068095 

Product Group: Pet Food 

Product Name: Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, chicken liver, 

and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and turkey recipe 
  

Description: Eating BEG diet - 2 other dogs in household diagnosed with DCM ¢ B6   

FDA-CVM-FOIA-2019-1704-005673



already reported) RDVM screened this dog with NT-proBNP which was elevated so we evaluated at Tufts 

2/20/19 Probable ARVC/diet-associated DCM but no arrhythmia detected (enlarged right ventricle, reduced 

contractility) Changing diet to Royal Canin Early Cardiac and will re-evaluate in 3 months. Low plasma and 

whole blood taurine levels - started taurine supplement 3/1/2019 Troponin i BG 

Submission Type: Followup 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

Number of Animals Treated With Product: 6 

Number of Animals Reacted With Product: 4 

  

Product Name 
Lot 
Number or 
ID 

Best B 
y 

Date 

  

Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, 

chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts 

grain-free in gravy chicken and turkey recipe           
This report is linked to: 

Initial EON Event Key: EON-380745 

Initial ICSR: 2063135 

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 
  

  
B6 

    

To view this Related PFR Event, please click the link below: 

  https://eon.fda.gov/eon//browse/EON-390203 

To view the Related PFR Event Report, please click the link below: 

https://eon.fda.gov/eon//EventCustomDetails Action! viewReport.jspa? decorator=none&e=0&issueTy pe=10 100& 
  

  issueld=407475&parentIssueTypeld=12 

  

  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

FDA-CVM-FOIA-2019-1704-005674



This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 

DROTSTEI> 

To: Carey, Lauren; Palmer, Lee Anne; Jones, Jennifer L 

Sent: 11/8/2018 12: 07:21 PM 

Subject: B6 FW: Merrick LID Grain Free dry (salmon: Lisa Freeman - EON-369322 
Attachments: 3087641: “report. pdf; 2057941 -attachments.zip 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

B6 | (BB) 

FOOD & 
ADMINIS TR ATI ON 

  DRUG 
    

      

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.gov. 

From: PFR Event <pfreventcreation@fda.hhs.gov> 

Sent: Thursday, October 25, 2018 7:29 AM 

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notification 

<HQPetFoodReportNotification@fda.hhs.gov>: 
  

B6 

Subject: Merrick LID Grain Free dry (salmon: Lisa 
  

Freeman - EON- 565555 

A PFR Report has been received and PFR Event [EON-369322] has been created in the EON System. 

A "PDF" report by name "2057941-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2057941-attachments.zip" 

and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-369322 

ICSR #: 2057941 
EON Title: PFR Event created for Merrick LID Grain Free dry (salmon duck or chicken); 2057941 

  

  

  

AE Date 02/09/2018 

Best By Date 

Animal Species Dog 

  

Breed Retriever - Labrador           
  

Number Fed/Exposed | 1 

Number Reacted 1 

Outcome to Date Died Euthanized 

FDA-CVM-FOIA-2019-1704-005688



Age 9 Years 
  

District Involved | PFR-New England DO             

Product information 

Individual Case Safety Report Number: 2057941 

Product Group: Pet Food 

Product Name: Merrick LID Grain Free dry (salmon, duck, or chicken) 

Description: DCM and CHF Euthanized for worsening heart failure and arrhythmia in September 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Died Euthanized 

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID | Best By Date 

Merrick LID Grain Free dry (salmon, duck, or chicken) 

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 
  

  
B6 

    

To view this PFR Event, please click the link below: 

https ://eon.fda.gov/eon//browse/EON-369322 

To view the PFR Event Report, please click the link below: 

https://eon.fda.gov/eon//EventC ustomDetailsAction!viewReport,jspa? decorator=none&e=0&issueType=12& 

issueld=386244 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

FDA-CVM-FOIA-2019-1704-005689



secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 

FDA-CVM-FOIA-2019-1704-005690



  

From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD- 
DROTSTEI> 

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 

Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 

Sent: 11/11/2018 1:15:58 PM 

Subject: DCM case-Tufts-- repeat submission EON-370776 and 370708 

Attachments: Earthborn grain free weight management dry: Lisa Freeman - EON-370708; Earthborn Holistic 

Weight Control (Grain Free)i B6.—S|- EON-370776 
Deere ee re erence 

Please note that these are for the same dog 

FDA-CVM-FOIA-2019-1704-005800



  

From: PFR Event <pfreventcreation@fda.hhs.gov> 

  

To: Cleary, Michael *; HQ Pet Food Report Notification: B6 
  

Sent: 11/9/2018 10:08:47 PM 

Subject: Earthborn grain free weight management dry: Lisa Freeman - EON-370708 

Attachments: 20586 78-report.pdf; 20586 78-attachments.zip 

A PFR Report has been received and PFR Event [EON-370708] has been created in the EON System. 

A "PDF" report by name "2058678-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2058678-attachments.zip" 

and 1s attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370708 

ICSR #: 2058678 

EON Title: PFR Event created for Earthborn grain free weight management dry; 2058678 

  

  

  

AE Date 11/05/2018 

Best By Date 

Animal Species Dog 
  

Breed Doberman Pinscher 
  

Age B6 
   

Years 
 

  

District Involved PFR-New England DO             

Number Fed/Exposed | | 

Number Reacted ] 

Outcome to Date Stable 

Product information 

Individual Case Safety Report Number: 2058678 

Product Group: Pet Food 

Product Name: Earthborn grain free weight management dry 

Description: Diagnosed with DCM, CHF, and atrial fibrillation 11/5/18. Currently hospitalized. Taurine 

submitted to UC Davis. Unclear if related to diet, given breed but eating boutique, grain-free diet. Only prior 

history is traumatic injury in 2015. 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

FDA-CVM-FOIA-2019-1704-005801



Number of Animals Treated With Product: | 

Number of Animals Reacted With Product: | 

  

Product Name Lot Number or ID Best By Date 
  

Earthborn grain free weight management dry         
  

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information _ 

B6 
  USA 

To view this PFR Event, please click the link below: 

https://eon.fda.gov/eon//browse/EON-370708 
  

To view the PFR Event Report, please click the link below: 

https://eon.fda.gov/eon//EventCustomDetails Action! viewReport.|spa?decorator=none&e=0&issueTy pe=12& 

issueld=3 87677 

  
  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 

FDA-CVM-FOIA-2019-1704-005802



  

From: PFR Event <pfreventcreation@fda.hhs.gov> 

  

To: Cleary, Michael *; HQ Pet Food Report Notification} B6 
  

Sent: 11/11/2018 2:32:25 AM 

Subject: Earthborn Holistic Weight Control (Grain Free);B6 _|-  EON-370776 

Attachments: 20587 02-report.pdf 

A PFR Report has been received and PFR Event [EON-370776] has been created in the EON System. 

A "PDF" report by name "2058702-report.pdf" is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-370776 

ICSR #: 2058702 

EON Title: PFR Event created for Earthborn Holistic Weight Control (Grain Free); 2058702 

  

  

  
  

AE Date B6 
      

Number Fed/Exposed | | 

Best By Date 11/09/2019 Number Reacted I 

Animal Species Dog Outcome to Date Stable 
 

Breed Doberman Pinscher 

Age 9 Years 

District Involved | PFR-New England DO             
Product information 

Individual Case Safety Report Number: 2058702 

Product Group: Pet Food 

Product Name: Earthborn Holistic Weight Control (Grain Free) 

Description: Diagnosed and treated for DCM at Cummings Medical Center at Tufts. Have fed Earthborn 

Holistic Weight Mamagement Grain Free diet for about 5 years. Read FDA Study Report and decided to report 

experience. I wrote a comprehensive description of what happened twice and got timed out both times. Call if I 

can be of further help. 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

Number of Animals Treated With Product: | 

FDA-CVM-FOIA-2019-1704-005854



Number of Animals Reacted With Product: | 

  

Product Name Lot Number or ID | Best By Date 
  

        Earthborn Holistic Weight Control (Grain Free) 11/09/2019 
  

Sender information 

  

To view this PFR Event, please click the link below: 

https://eon.fda.gov/eon//browse/EON-370776 
  

To view the PFR Event Report, please click the link below: 

https://eon.fda.gov/eon//EventCustomDetailsAction! viewReport.jspa? decorator=none&e=0&issueTy pe=12& 

issueld=387745 

  

  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 

FDA-CVM-FOIA-2019-1704-005855



  

From: PFR Event <pfreventcreation@fda.hhs.gov> 

  

To: Cleary, Michael *; HQ Pet Food Report Notification; B6   

Sent: 11/9/2018 10:52:44 PM 

Subject: Zignature trout & salmon dry: Lisa Freeman - EON-370715 

Attachments: 2058683-report.pdf; 2058683-attachments.zip 

A PFR Report has been received and PFR Event [EON-370715] has been created in the EON System. 

A "PDF" report by name "2058683-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2058683-attachments.zip" 

and 1s attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370715 

ICSR #: 2058683 

EON Title: PFR Event created for Zignature trout & salmon dry; 2058683 

AE Date 11/07/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Labrador 

Age 3 Years 

District Involved | PFR-New England DO 

Number Fed/Exposed | 3 

Number Reacted 2 

Outcome to Date Stable 

Product information 

Individual Case Safety Report Number: 2058683 

Product Group: Pet Food 

Product Name: Zignature trout & salmon dry 

same diet. Does not have clearcut DCM on echo but has reduced cardiac contractility. Taurine pending and owner 

has changed diet and started taurine supplementation 

Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Stable 

FDA-CVM-FOIA-2019-1704-005893



Number of Animals Treated With Product: 3 

Number of Animals Reacted With Product: 2 

  

Product Name Lot Number or ID | Best By Date 
  

Zignature trout & salmon dry         
  

Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 

Owner information 

  
B6 
  

  
  

‘USA 
  

To view this PFR Event, please click the link below: 

https://eon.fda.gov/eon//browse/EON-370715 
  

To view the PFR Event Report, please click the link below: 

https://eon.fda.gov/eon//EventCustomDetailsAction! viewReport.jspa? decorator=none&e=0&issueTy pe=12& 

issueld=3 87684 

  
  

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying 1s strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 

FDA-CVM-FOIA-2019-1704-005894



From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report NotificationL_ _______________________ B6 _______________________ ___: 

Sent: 1/1/2019 9:48:33 PM 

Subject: Orijen grain free original dry: Lisa Freeman - EON-375114 

Attachments: 20607 41-report.pdf; 20607 41-attachments.zip 

A PFR Report has been received and PFR Event [EON-375114] has been created in the EON System. 

A "PDF" report by name "2060741-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2060741-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375114 
ICSR #: 2060741 
EON Title: PFR Event created for Orijen grain free original dry; 2060741 

AE Date 12/28/2018 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age 9 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2060741 
Product Group: Pet Food 
Product Name: Orijen grain free original dry 
Description: DCM and CHF diagnosed 12/28/18 at emergency clinic. Started on[ ______________________________ B6 ___________________________ ___! 

L_ ________ B6 _________ : Seen by Tufts cardiology 12/31/18. Eating Orijen grain free original dry so unclear if just 
genetically associated DCM or if diet associated. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 

FDA-CVM-FOIA-2019-1704-005919 



Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date

Orij en grain free original dry 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 

! 86 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j

I 
 USA 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-375114 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa':>decorator=none&e=0&issueType=l2& 
issueld=392123 

 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: ! B6 
To: 
  

Darcy Adin 

cc: Jones, Jennifer L; Reimschuessel, Renate 

Sent: 7/10/2017 2:49:30 PM 

Subject: Pet food concern 

 

Hi Dr. Adin, 

As we discussed this morning, one avenue to explore your concern about pet food contamination (toxin or 

infectious disease) is the FDA program. Here is a website that highlights how you can report a complaint. 

https://www.fda.gov/Animal Veterinary/Satety Health/ReportaProblem/ucm 182403 htm 

We work with the FDA Vet-LIRN program on diagnostics from the pet side, but they agree to include the case in 

the program and would coordinate with us (or another laboratory). I have copied Dr. Jones and Dr. 

Reimschuessel here - they can help let us know the process to see if these cases are eligible. 

Regards, 
  

    
  

  FDA-CVM-FOIA-2019-1704-006552



From: Darcy Adin <dbadin@ncsu.edu> 
To: Jones, Jennifer L 
CC: L~~~~~~~~~~~~~ ss·~~~~~~~~~~~~~~! 
Sent: 7/11/2017 1 :57:59 PM 
Subject: Re: Pet food concern 

Great! I will give you a call during one of those times depending on our clinic cases - thank you I 

On Tue, Jul 11, 2017 at 7:33 AM, Jones, JenniferL <Jennifer.Jones@fda.hhs.gov> wrote: 

Hi Darcy, 

I can chat today from 11-lpm or or 2-3pm. 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

From: Darcy Adin [mailto:dbadimincsu.edu] 
Sent: Monday. July 10. 2017 6:-1-7 PM 
To: Jones. Jennifer L r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Cc: Reimsclrnessel. Renate] 86 i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Subject: Re: Pet food concern 

Thank you Dr. Jones! I'm sorry I am just reading email now so I have missed you! I'd love to chat with you 
about the cases. I am on clinics this week but can try to call you if you have_ another_ block of time tomorrow ( or 

later this week). My number {~:~:~:~:~:~:~§:~:~:~:~:~Jor I can be paged fro{ _______________ ~-~---·-·-·-·-·-·-_j 
Thank you! 

Darcy 

On Jul 10, 2017, at 1 :05 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Hello Dr. Adin, 

Please let me Imo\\ if you'd like to chat about the case this afternoon. I'll be in the office from l -3pm ( tel: 240-402-542 l). 

FDA-CVM-FOIA-2019-1704-006553 



If you suspect an animal's illness may be due to the food, you can submit a report at ,v,v,v.safetHepo1ting.hhs.gov 

Please mention Vet-LIRN encouraged you to submit a report. Please email me the ICSR number (similar to a confirmation 
number), so I can find the report on my end. 

Thank you, 

Jennifer 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<image00 l .png> <image004.png> 

From: Darcy Adin [mailto:dbadiwiincsu.edu] 
Sent: Mondav. Julv 10. 2017 11:31 AM 
T« .--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 86 : 
Cc:-Jones. Jennifer L: Reimsclmessel. Renate 
Subject: Re: Pet food concern 

Thank you! I will work on this submission later today. I appreciate your help! 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

On Mon, Jul 10, 2017 at 10:49 AMJ 86 f wrote: 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Hi Dr. Adin, 

As we discussed this morning, one avenue to explore your concern about pet food contamination (toxin or 
infectious disease) is the FDA program. Here is a website that highlights how you can report a complaint. 

https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem/ucml82403.htm 

We work with the FDA Vet-LIRN program on diagnostics from the pet side, but they agree to include the case in 
the program and would coordinate with us (or another laboratory). I have copied Dr. Jones and Dr. 
Reimschuessel here - they can help let us know the process to see if these cases are eligible. 

Regards, 

; 
r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• • 

i 86 ! 

i ! ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

FDA-CVM-FOIA-2019-1704-006554 



B6 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

FDA-CVM-FOIA-2019-1704-006555 



  

From: Darcy Adin <dbadin@ncsu.edu> 

To: Jones, Jennifer L 

Sent: 7/11/2017 9:44:00 PM 

Subject: Re: Pet food concern   
Attachments: B6 

    

Hi Jennifer, 

I've submitted the reports through the portal - one for each dog. The numbers are: 
  

2023230 (1) for 
2023228 (1) for B6       

    

I've also attached the visit summaries for! B6 } and) B6 iaswellas: B6 inecropsy report. I have the 
            

biological samples stored at -80 and also have food samples: 

Thank you so much for your help and I'll look forward to hearing from you or someone on your team! 

Take care 

Darcy 

On Tue, Jul 11, 2017 at 7:33 AM, Jones, Jennifer L <Jennifer   Jones@fda.hhs.gov> wrote: 

Hi Darcy, 

I can chat today from 1|1-lpm or or 2-3pm. 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

    
   

U.S. FOOD & DRUG 
| AC IME ISLS TR ALTE: Os 

  

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Monday, July 10, 2017 6:47 PM 

To: Jones, Jennifer L eer enen snes ineninenicenenanenunen 

Ce: Reimschuessel, Renate! B6 

Subject: Re: Pet food concern 

Thank you Dr. Jones! I'm sorry I am just reading email now so I have missed you! I'd love to chat with you 

about the cases. I am on clinics this week but can try to call you if you have another block of time tomorrow (or 

FDA-CVM-FOIA-2019-1704-006556



later this week). My number i(__________  ~_§·-·-·-·-·___l or I can be paged fronf-·-·-·-·-·-·-·-86-·-·-·-·-·-·-·-·-·i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Thank you! 

Darcy 

On Jul 10, 2017, at 1 :05 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Hello Dr. Adin. 

Please let me Imo\\ if you'd like to chat about the case this afternoon. I'll be in the office from l -3pm ( tel: 240-402-542 l). 

If you suspect an animal's illness may be due to the food. you can submit a report at ,v,v,v.safet\Tepo1ting.hhs.gov 

Please mention Vet-LIRN encouraged you to submit a report. Please email me the ICSR number (similar to a confirmation 
number). so I can find the report on my end. 

Thank you. 

Jennifer 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<image00 l .png> <image004.png> 

From: Darcy Adin [mailto:dbadiwiincsu.edu] 
Sent: Mondav. Juh 10. 2017 11:31 AM 

To:_·-·-·-·-·-·-·-· 86 -·-·-·· ·-·-·-·-· i 
Cc: Jones. Jennifer L: Reimsclmessel. Renate 
Subject: Re: Pet food concern 

Thank you! I will work on this submission later today. I appreciate your help! 

.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i 

On Mon, Jul 10, 2017 at 10:49 AMJ 86 !wrote: 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Hi Dr. Adin, 

As we discussed this morning, one avenue to explore your concern about pet food contamination (toxin or 
infectious disease) is the FDA program. Here is a website that highlights how you can report a complaint. 

https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem/ucml82403.htm 

FDA-CVM-FOIA-2019-1704-006557 



We work with the FDA Vet-LIRN program on diagnostics from the pet side, but they agree to include the case in 
the program and would coordinate with us (or another laboratory). I have copied Dr. Jones and Dr. 
Reimschuessel here - they can help let us know the process to see if these cases are eligible. 

____ Reg_ard s~----·-·-·-· 

i B6 i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j ' ' 

B6 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: Jones, Jennifer L </o=FDA/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=Jennifer. Jonesaa8> 

To: ‘Darcy Adin’ 

cc: Ceric, Olgica 

Sent: 8/22/2017 11:54:03 AM 

Subject: RE: Pet food concern (800.218) 

My apologies for the second email. 

Which dry food (Kangaroo or Venison) was sent to us for the testing? 

Jennifer Jones, DVM 

Veterinary Medical Officer 

DRUG    
  

From: Jones, Jennifer L 

Sent: Tuesday, August 22, 2017 7:37 AM 

To: ‘Darcy Adin’ 

Ce: Ceric, Olgica 

Subject: RE: Pet food concern (800.218) 

GoodmorningDr. Adin, eee ; 

We received results of the product testing for, B5 __ithose were negative. Please see the attached. The 

results for thé B5 and taurine are in progress. I'll forward along as soon as possible.   
Thank you for your patience, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

U.S. FOOD 
BB so winistearion      
  

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Friday, August 18, 2017 10:38 AM 

To: Jones, Jennifer L 

Subject: Re: Pet food concern (800.218) 

Hi Dr. Jones, 

I'm not sure what timeline to expect so forgive me if this premature, but I wanted to check in to see if you have 

any information about the cases yet? 

Thanks! 

Darcy Adin 

On Jul 28, 2017, at 9:18 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov>   wrote: 

This is great information to add to the case. Thank you, Darcy. 

Jennifer Jones, DVM 
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Veterinary Medical Officer 

U11,S .. FOOD & !DIRUG 
A,tl MIN II STR AT IION 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Wednesday, July 26, 2017 9:39 PM 
To: Jones, Jennifer L 
Subject: Re: Pet food concern (800.218) 

Hi Jennifer, 

I don't know if there is anything to this but I have treated 2 other dogs in the last 2 weeks with DCM and CHF 
that are being fed California natural food ( one kangaroo and lentil, and we are trying to find out about the other 
one which is in our ER now). One is mixed breed and we'll recommend testing for taurine deficiency. The other 
was a golden and taurine was a bit low but not super low so although we supplemented, I wasn't totally 
convinced it was the cause. Unfortunately she died a week later. 

I don't have a sense for how widely fed this diet is but I don't see it on the top selling lists I can find by google, so 
seeing 4 DCM dogs recently eating this particular food is interesting to say the least. I thought this might be of 
interest to you as you start to look at the California natural food sample from the[ _________ 86 ·-·-·-·__!dogs. 

Thank you! 
Darcy 

On Jul 26, 2017, at 8:08 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Thank you, Darcy. One way I've seen veterinarians handle the reimbursement for other cases is posting the 
amount to the patient's chart, leaving a balance of the shipping charges. In those cases, our accountant then 
called and paid the shipping charge balance on the account. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
<image001 .png> <image002.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Wednesday, July 26, 2017 7:42 AM 
To: Jones, Jennifer L 
Cc: Ceric, 0lgica 
Subject: Re: Pet food concern (800.218) 

Hi Dr. Jones 
We included the invoice in the package. There was a fair bit of discussion here because I don't think there will be 
an easy way to reimburse - so probably don't worry about it! 
Thank you! 
Darcy 

On Jul 26, 2017, at 6:32 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Excellent. Thank you, Darcy. Please email or fax an invoice so we can reimburse you for the shipping. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
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From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Tuesday, July 25, 2017 10:36 PM 

To: Jones, Jennifer L 

Ce: Ceric, Olgica 

Subject: Re: Pet food concern (800.218) 

Thank you Dr. Jones! 

It went out tonight by FedEx tonight. I'll look forward to hearing from you soon. 

Take care 

Darcy 

On Tue, Jul 25, 2017 at 10:48 AM, Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov> wrote: 
Hi Darcy, 

| spoke with my colleague. If you can, please return ship the box using FedEx or your preferred carrier. You'll 

ship the box for overnight delivery on a Monday-Wednesday. Please ship to: 

Attention: Jennifer Jones 

8401 Muirkirk Rd 

Laurel, MD 20708 

After you return ship the box, please email or fax (801-210-4685) an invoice for the shipping charges. VVe can 

then call NCSU and reimburse with our VISA information. 

Please let me know if you have questions. 

Thank you again for your patience, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

<image001.png> <image005.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Tuesday, July 25, 2017 10:30 AM 

To: Jones, Jennifer L 

Ce: Ceric, Olgica 

Subject: Re: Pet food concern (800.218) 

thanks! 

On Tue, Jul 25, 2017 at 8:45 AM, Jones, Jennifer L <Jennifer   Jones@fda.hhs.gov> wrote: 
Hi Darcy, 

I’m sorry for the trouble getting the label. ’m going to reach out to my colleague to get one made for you. I'll 

send it via email. If that doesn’t work, then we can go with FedEx. 

Thank you for the update, and sorry for the trouble with the label, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

<imageO001.png> <imageO008.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Monday, July 24, 2017 3:31 PM 

To: Jones, Jennifer L 

Subject: Re: Pet food concern (800.218) 
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Hi Jen, 

The shipping box arrived this afternoon, however, we don't see a return shipping label. Our shipping and 

receiving staff suggested that FedEx might be better since with UPS pick up, we can't control how much time the 

package may be sitting in the heat. I'm happy to send however you would recommend though! 

Thank you! 

Darcy 

On Fri, Jul 21, 2017 at 12:47 PM, Jones, Jennifer L <Jennifer   Jones(@tda.hhs.gov> wrote: 

Good afternoon Darcy, 

The package will ship today and arrive Monday. UPS said they will give you a return shipping label. For some 

reason, we were unable to put it in the shipping box we sent to you. UPS, however, has assured us they will 

give you the label Monday. Please let me know if you do not get that label, because I'll need to get you one. 

Thank you, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

<image001.png> <imageQ009.png> 

  

  

From: Jones, Jennifer L 

Sent: Wednesday, July 19, 2017 1:04 PM 

To: ‘Darcy Adin’ 

Ce: Ceric, Olgica 

Subject: RE: Pet food concern (800.218) 

Excellent. Thank you, Darcy. We'll ship the kit to your office to collect the food. [t will contain the return shipping 

label for use with the box. 

The box should arrive for you by close of business Tuesday (7/25). 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

<image001.png> <imageQ08.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Tuesday, July 18, 2017 9:59 PM 

To: Jones, Jennifer L 

Cc: Ceric, Olgica 

Subject: Re: Pet food concern (800.218) 

Hi Dr. Jones, 

The owner confirmed that neither dog 
  

B5 in February or chronically. 

Thank you! 
  

Darcy 

On Jul 18, 2017, at 8:33 AM, Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov> wrote: 

Good morning Dr. Adin, 

After reviewing the complaint and medical records, we’d like to request the following: 

  

Please check   with the owner/confirm : B5 either in February 2017 
or consistently). 
 

B5 
 

      
injury. 
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Collect open bag of California Naturals food to test fol._ ________ 85 _________ ! 
o Please email me the size/weight of the food. 

o We will send you an empty box with a prepaid shipping label to send the product back to our 
lab. 

o After we test the product, we'll send you the results to share with the owner. 

After I get the size/weight of the food, I'll send the box. 
Thank you for helping with the case, 
Jennifer 

Jennifer Jones, DVM 
Veterinary Medical Officer 
<image001.png> <image003.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Tuesday, July 11, 2017 5:44 PM 
To: Jones, Jennifer L 
Subject: Re: Pet food concern 

Hi Jennifer, 

I've submitted the reports through the portal - one for each dog. The numbers are: 
2023230 (I) for[ 86 i 
2023228 (I) fori i 

L--·-·-·-·-·-' 

I've also attached the visit summaries fof"-Bs°-·1(2) an~----·86 ____ !(1) as well asi·-·-·-s-f·-·1necropsy report. I have the 
biological samples stored at -80 and als;-ha~e--food sa1~1ples. ' '-·-·-·-·-·-·-·-·" 

Thank you so much for your help and I'll look forward to hearing from you or someone on your team! 
Take care 
Darcy 

On Tue, Jul 11, 2017 at 7:33 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
Hi Darcy, 
I can chat today from 11-1 pm or or 2-3pm. 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
<image001.png> <image010.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Monday, July 10, 2017 6:47 PM 

To: Jones, Jennifer L r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 

Cc: Reimschuessel, Renatej, 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

86 i 

Subject: Re: Pet food concern 

Thank you Dr. Jones! I'm sorry I am just reading email now so I have missed you! I'd love to chat with you 
about the cases. I am on clinics this week but can try to call you if you have another block of time tomorrow ( or 
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later this week). My number 1s B6 or I can be paged from; B6 Thank you!       eennettccnnne 

Darcy 

On Jul 10, 2017, at 1:05 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>   wrote: 

Hello Dr. Adin, 

Please let me know if you'd like to chat about the case this afternoon. I'll be in the office from 1-3pm (tel: 

240-402-5421). 

lf you suspect an animal's illness may be due to the food, you can submit a report at 

www.safetyreporting.hhs.gov   

Please mention Vet-LIRN encouraged you to submit a report. Please email me the ICSR number (similar to a 

confirmation number), so | can find the report on my end. 

Thank you, 

Jennifer 

Jennifer Jones, DVM 

Veterinary Medical Officer 

<image001.png> <image004.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Monday, July 10, 2017 11:31 AM 

Tor B6 
Ce: Jones, Jennifer L; Reimschuessel, Renate 

Subject: Re: Pet food concern 

Thank you! I will work on this submission later today. I appreciate your help! 

  

On Mon, Jul 10, 2017 at 10:49 AM,} B6 i wrote: 

Hi Dr. Adin, 
  

As we discussed this morning, one avenue to explore your concern about pet food contamination (toxin or 

infectious disease) is the FDA program. Here is a website that highlights how you can report a complaint. 

https://www.fda.gov/Animal Veterinary/Safety Health/ReportaProblem/ucm 182403 htm 
  

We work with the FDA Vet-LIRN program on diagnostics from the pet side, but they agree to include the case in 

the program and would coordinate with us (or another laboratory). I have copied Dr. Jones and Dr. 

Reimschuessel here - they can help let us know the process to see if these cases are eligible. 

Regards, 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 
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NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 

To: Jones, Jennifer L; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 

cc: Ceric, Olgica 

Sent: 8/22/2017 12:39:27 PM 

Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers- 

EON-323515-323519 

Agreed. Thanks Jen 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

    
240-506-6763 (BB) 

U.S. FOOD & DRUG 
ACD DINGS TRAN TL 

  

      

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david.rotstein@fda.hhs. gov. 

  

From: Jones, Jennifer L 

Sent: Tuesday, August 22, 2017 8:37 AM 

To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 

Ce: Ceric, Olgica 

Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

BLUF: Final Conclusion: The cause of the two dogs’ DCM is unclear. The bloodwork for these dogs 

showed normal taurine andi......B5__._Jevels. Based on the dogs’ 
fates 
blood taurine; 

Deere terete! 
B5 ‘levels and the 

  
dry dog food test results, it is unlikely tha B5 taurine, or B5__baused the dogs illness. 
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Final Conclusion ;_.I_t)_� __ Q9_\J.§.e of the two dogs' DCM is unclear. The q_l_Q.Q9_\.Y..Qf.� for these dogs showed 
normal taurine anL_______  �_?. _________ ]ev�ls .•. 6_a_s.�d __ Q[l the dogs' blood taurineA B5 !levels and the dry dog
food test results, it is unlikely th� - 85

L--·-·-·-·-·-·-·-·-·-·-·-·-·-'

i
 

 taurine, ori
1-

·-
--·-·-·-·-·-·-·-·-·-

·-·-·-ss-·-·-·-·
·• 
i causecfthe-·<:fogs' illness. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

U.S. IFOOD & l!OU�UG 
ADI\IIINIISllRAIION 

From: Jones, Jennifer L 

Sent: Monday, August 07, 2017 7:02 AM 

To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 

Cc: eerie, Olgica 

Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-Taurind B 5
L--·-·-·-·-·-·-·-·-·-·! 

!still pending, buti-·-·-·-·-ss"-·-·-·-1
•-·-·-·-·-·-·-·-·-·-·-·-· 

 negative. 

Jennifer Jones, DVM 

Veterinary Medical Officer 

U.S .. F'OOD & !DIRUG
A D1\111 NII STR.AYIION 

From: Jones, Jennifer L 

Sent: Thursday, July 27, 2017 7:25 AM 

To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 

Cc: eerie, Olgica 

Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We received the food and plan to test toL ______ iThe vet also mentioned two items of interest: 
1. She's treated 2 other dogs in last 2 weeks 

B5 ________ 
with DCM/CHF and being fed California Natural food. T hat

brings us to 4 DCM dogs recently eating this food.
a. We can consider taurine and other types of testing?

i ! 
; 

85 
! 

i ! 
i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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Thoughts from the group? 

Jennifer Jones, DVM 

Veterinary Medical Officer 

U.S. FOOD & DRUG _ 
| ADMINISTRATI th 

   

   

  

 

  

 

From: Jones, Jennifer L 

Sent: Tuesday, July 18, 2017 8:18 AM 

To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 

Cc: Ceric, Olgica 

Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

  

Ok, thanks, Dave. I'll check with the vet if seafood fed and will plan to test open product fo B5 
      

Jennifer Jones, DVM 

Veterinary Medical Officer 
a 

Ud. SS. “OOD é & D RU Gi ae a 

BB so ministaation 
     

   
  

From: Rotstein, David 

Sent: Thursday, July 13, 2017 2:54 PM 

To: Jones, Jennifer L; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 

Cc: Ceric, Olgica 

Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 
  

| think testing is worth pursuing. Oddball questior B5 
     

BO 
   

      

This would highly unlikely, but wanted to put it out there. 

David Rotstein, DVM, MPVM, Dipl.ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 

or copied to persons not authorized to receive such information. If you are not the intended recipient, 

any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 

message in error, please e-mail the sender immediately at david.rotstein@fda.hhs. gov.   

  

From: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> 
  

Date: July 13, 2017 at 2:44:24 PM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David 
  

<David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>,     

Queen, Jackie L <Jackie. Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
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Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 

Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We could test fori B5 ‘in food, what does the group think? Any additional testing? Is it worth 

testing the: 
  

B5 
  

Medical Record Review: 

| Be | 

Presenting complaint: B6 
 

 

  
 

    

  

PE B6 
B6 
  

 

 

 

 

 

  
  

B6 
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B6 
Rads 1/31:! 86 ! 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

i B6 jcardiomegaly, severe diffuse mixed interstitial to alveolar pattern most severe caudo-
'-·-·-·-·-·-) 

dorsally, hepatomegaly, dee abdominal serosal contrast 

i.__BG_i severe generalized cardiomegaly with biventricular heart failure, improved vs rDVM rads 

[ ___ 86 _ __!: worsening cardiogenic pulmonary edema, cannot exclude lung induced injury 
+/- pneumonia 

! ___ B6__! post ultrafiltration, improved cardiogenic edema, hypovolemia, residual interstitial to patchy 
alveolar 

,·-·-·-·-·-· 

i i
. 

 improved CHF with possible concern for bronchopneumonia, suspected hiatal hernia 
:B6i 
! markedly progressive alveolar pattern with significantly worse cardiogenic edema 
j•-•-•-•-•-• 

i
I 

 

tFAST!_B6_! severe cardiomegaly with ventricular hypocontractility 

Echo!. 86 J dcm vs. myocarditis vs pacing induce vs. other ( severely dilated & hypocontractile left & 
right ventricles, severely dilated left and right atria) 

Necropsy: Lung-severe diffuse alveolar injury with marked fibrin deposition (hyaline) and marked 
alveolar histiocytosis and multifocal type II pneumocyte hyperplasia; mod to marked diffuse pulmonary 
edema; mild cardiomegaly with mild mitral valve endocardiosis and mild left ventricular hypertrophy 
and left atrial dilation; thorax with mild pleural effusion; Suspect primary non-cardiogenic etiology but if 
clinical cardiac dysfunction then functional cardiac abnormalities cannot be ruled out 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

l_ __ 86 __ __! 

; B6 ; 

Pr ese n te d !·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

B6 

B6 
FDA-CVM-FOIA-2019-1704-006571 



  

      
' B6 !Rads: left sided congestive heart failure 

  

B6 moderate left sided cardiomegaly without heart failure, moderate hepatomegaly       
  

B6 ‘Echo: mitral valve endocardiosis with left atrial enlargement and heart failure, decreased left 
      vermricular systolic function, suspected DCM 

  

  
BS 

    

Jennifer Jones, DVM 

Veterinary Medical Officer 

  

        

  

From: Rotstein, David 

Sent: Tuesday, July 11, 2017 12:44 PM 

To: Jones, Jennifer L; Reimschuessel, Renate; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 

Cc: Ceric, Olgica 

Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Jen, 
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B5 » so | don't think that could be ruled out. 
      

| do like the exploration of other causes. 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7919 Standish Place, RM 120 

240-402-5613 (Office) (NEVV NUMBER) 

240-506-6763 (BB) 

  

      

  

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 

or copied to persons not authorized to receive such information. If you are not the intended recipient, 

any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 

message in error, please e-mail the sender immediately at david.rotstein@fda.hhs. gov.   

  

From: Jones, Jennifer L 

Sent: Tuesday, July 11, 2017 12:41 PM 

To: Reimschuessel, Renate; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 

Cc: Ceric, Olgica 

Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Yes, and also, vet talked to MARS who said there was no corn in this food... but that doesn’t rule out 

  treats. 

      

Jennifer Jones, DVM 

Veterinary Medical Officer 

  

        

  

From: Reimschuessel, Renate 

Sent: Tuesday, July 11, 2017 11:51 AM 

To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 

Cc: Ceric, Olgica 

Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Davis may be able to screen fa B5   

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 
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Phone 1- 240-402-5404 
Fax 301-210-4685 
  http:/Avww.fda.gov/AnimalVeterinary/ScienceR esearch/ucm247334.htm 

 

From: Jones, Jennifer L 

Sent: Tuesday, July 11, 2017 11:38 AM 

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 

Cc: Ceric, Olgica; Reimschuessel, Renate 

Subject: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

 

Vet will submit PFR online a 

2 dogs-unrelated miniature schnauzers 

Dog 1: 2 yr a presented 2/2017 with fulminant CHFa severe DCM on echo, taurine/carnitine normal, 

infectious disease testing negative, died on the ventilator, necropsy done-myocardial changes were 

subtle but could be similar to moldy corn toxicity in pigsa plasma, urine, serum, and myocardial tissue 

available 

Dog 2: 7 yr, had a syncopal episode ~2/2017 but presented to vet for progressive frequency of 

syncopal episodesa 6/2017 for CHF, diagnosed with DCM similar to housemate, nearly same image on 

Echo, taurine/carnitine normal, infectious disease testing negative, they have changed the diet (Hill's) 

and dog is responding to treatment; plasma, urine, and serum available 

Dogs were eating California Naturals (different bag than from 2/2017) and treats (Milo’s Kitchen); Vet 

has samples of food and treats 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 
Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 
e-mail: jennifer jones@fda.hhs.gov 

Web: hitp:/Awww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him 
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From: Darcy Adin <dbadin@ncsu.edu> 

To: Jones, Jennifer L 

Sent: 8/22/2017 2:11:22 PM 

Subject: Re: Pet food concern (800.218) 

Thank you for all your help! 

On Tue, Aug 22, 2017 at 8:45 AM, Jones, Jennifer L <Jennifer.   Jones(@fda.hhs.gov> wrote: 

  

    
  

  

The cause of the two do gs’ DCM is unclear} 
 

B5 
 BS 

  
      

BS 
  

At this time we will not request any further testing. Thank you very much for all your help with the case. Please 

let me know if you have any additional questions or any future animal food related illness concerns. 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

  

  

From: Jones, Jennifer L 

Sent: Tuesday, August 22, 2017 8:20 AM 

To: ‘Darcy Adin’ 

Ce: Ceric, Olgica 

Subject: RE: Pet food concern (800.218) 

Thank you for the quick response. 

  

  
BS 
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Jennifer Jones. DVM 

Veterinary Medical Officer 

' . -----------------------------------------------------------

From: Darcy Adin [mailto:dbadinrdncsu.edu] 
Sent: Tuesday, August 22, 2017 8: 17 AM 

To: Jones, Jennifer L 
Subject: Re: Pet food concern (800.218) 

Hi Jennifer 

It was kangaroo. That's great about th~---------iis __________ i We'll wait for the taurine anL_ _____ ~-~------_jhowever I guess I'd 

be surprised if this was the answer since blood amino acid levels were adequate. Is there any other testing that 
can be done (e.g.: 85 : 

j_·-·-·-·-·-·-·-·-·-·-·-·-·i 

Thanks so much! 

Darcy 

On Aug 22, 2017, at 7:54 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

My apologies for the second email. 

Which dry food (Kangaroo or Venison) was sent to us for the testing? 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<image00 l .png> <image002.png> 

From: Jones. Jennifer L 
Sent: Tuesday, August 22, 2017 7 :3 7 AM 
To: 'Darcy Adin' 
Cc: Ceric, Olgica 
Subject: RE: Pet food concern (800.218) 
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Good morming Dr. Adin, 

  We-received results of the product testing fé. BS those were negative. Please see the attached. The results for the 

B5 and taurine are in progress. Ill forward along as soon as possible. 
      

Thank you for your patience, 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<image001.png> <image003.png> 

  

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Friday, August 18, 2017 10:38 AM 

To: Jones, Jennifer L 

Subject: Re: Pet food concern (800.218) 

Hi Dr. Jones, 

I'm not sure what timeline to expect so forgive me if this premature, but I wanted to check in to see if you have 

any information about the cases yet? 

Thanks! 

Darcy Adin 

On Jul 28, 2017, at 9:18 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov>   wrote: 

This is great information to add to the case. Thank you, Darcy. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<image001.pne> <image004.png> 

  

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Wednesday, July 26, 2017 9:39 PM 

To: Jones, Jennifer L 

FDA-CVM-FOIA-2019-1704-006577



Subject: Re: Pet food concern (800.218) 

Hi Jennifer, 

I don't know if there 1s anything to this but I have treated 2 other dogs in the last 2 weeks with DCM and CHF 

that are being fed California natural food (one kangaroo and lentil, and we are trying to find out about the other 

one which is in our ER now). One is mixed breed and we'll recommend testing for taurine deficiency. The other 

was a golden and taurine was a bit low but not super low so although we supplemented, I wasn't totally 

convinced it was the cause. Unfortunately she died a week later. 

I don't have a sense for how widely fed this diet 1s but I don't see it on the top selling lists I can find by google, so 

seeing 4 DCM dogs recently eating this particular food is interesting to say the least. I thought this might be of 
  

interest to you as you start to look at the California natural food sample from the B6 dogs. 
      

Thank you! 

Darcy 

On Jul 26, 2017, at 8:08 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov>   wrote: 

Thank you, Darcy. One way I’ve seen veterinarians handle the reimbursement for other cases is posting the amount to the 

patient’s chart, leaving a balance of the shipping charges. In those cases, our accountant then called and paid the shipping 

charge balance on the account. 

Jennifer Jones, DVM 

Veterinary Medical Officer 
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From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Wednesday, July 26, 2017 7:42 AM 

To: Jones, Jennifer L 

Ce: Ceric, Olgica 

Subject: Re: Pet food concern (800.218) 

Hi Dr. Jones 

We included the invoice in the package. There was a fair bit of discussion here because I don't think there will be 

an easy way to reimburse - so probably don't worry about it! 
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Thank you! 

Darcy 

On Jul 26, 2017, at 6:32 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov>   wrote: 

Excellent. Thank you, Darcy. Please email or fax an invoice so we can reimburse you for the shipping. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<amage001.png> <image003.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Tuesday, July 25, 2017 10:36 PM 

To: Jones, Jennifer L 

Ce: Ceric, Olgica 

Subject: Re: Pet food concern (800.218) 

Thank you Dr. Jones! 

It went out tonight by FedEx tonight. I'll look forward to hearing from you soon. 

Take care 

Darcy 

On Tue, Jul 25, 2017 at 10:48 AM, Jones, Jennifer L <Jennifer   Jones@fda.hhs.gov> wrote: 

Hi Darcy, 

I spoke with my colleague. If you can, please return ship the box using FedEx or your preferred carrier. You'll ship the box 

for overnight delivery on a Monday-Wednesdav. Please ship to: 

Attention: Jennifer Jones 

8401 Muirkirk Rd 

Laurel, MD 20708 

After you return ship the box, please email or fax (301-210-4685) an invoice for the shipping charges. We can then call 
NCSU and reimburse with our VISA information. 

Please let me know if you have questions. 
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Thank you again for your patience, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

<image001.png> <image005.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Tuesday, July 25, 2017 10:30 AM 

To: Jones, Jennifer L 

Ce: Ceric, Olgica 

Subject: Re: Pet food concern (800.218) 

thanks! 

On Tue, Jul 25, 2017 at 8:45 AM, Jones, Jennifer L <Jennifer.   Jones@fda.hhs.gov> wrote: 

Hi Darcy, 

I’m sorry for the trouble getting the label. 'm going to reach out to my colleague to get one made for you. IU send it via 

email. If that doesn’t work, then we can go with FedEx. 

Thank you for the update, and sorry for the trouble with the label, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

<image00L.pne> <image008.png> 

From: Darcy Adin [mailto:dbadin‘@ncsu.edu] 

Sent: Monday, July 24, 2017 3:31 PM 

To: Jones, Jennifer L 

Subject: Re: Pet food concern (800.218) 

Hi Jen, 

The shipping box arrived this afternoon, however, we don't see a return shipping label. Our shipping and 
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receiving staff suggested that FedEx might be better since with UPS pick up, we can't control how much time the 

package may be sitting in the heat. I'm happy to send however you would recommend though! 

Thank you! 

Darcy 

On Fri, Jul 21, 2017 at 12:47 PM, Jones, Jennifer L <Jennifer   Jones@fda.hhs.gov> wrote: 

Good afternoon Darcy, 

The package will ship today and arrive Monday. UPS said they will give you a return shipping label. For some reason, we 

were unable to put it in the shipping box we sent to you. UPS, however, has assured us they will give vou the label Monday. 

Please let me know if you do not get that label, because Ill need to get you one. 

Thank you, 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 
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From: Jones, Jennifer L 

Sent: Wednesday, July 19, 2017 1:04 PM 

To: ‘Darcy Adin’ 

Ce: Ceric, Olgica 

Subject: RE: Pet food concern (800.218) 

Excellent. Thank you, Darcy. We’U ship the kit to your office to collect the food. It will contain the return shipping label for 

use with the box. 

The box should arrive for you by close of business Tuesday (7/25). 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<amage001.png> <image008 .png> 
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From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Tuesday, July 18, 2017 9:59 PM 

To: Jones, Jennifer L 

Ce: Ceric, Olgica 

Subject: Re: Pet food concern (800.218) 

Hi Dr. Jones, 
  

The owner confirmed that neither dos B5 February or chronically. 
    

Thank you! 

Darcy 

On Jul 18, 2017, at 8:33 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.go  v> wrote: 

Good morming Dr. Adin, 

After reviewing the complaint and medical records, we'd like to request the following: 

Please check with the owner/confirm ¢ 
  

B5 (either in February 2017 or 

consistently). 
  

B5 
 
  
   

Collect open bag of California Naturals food to test for B5 
Leese eee eter eel 

o Please email me the sizeAveight of the food. 

oO We will send you an empty box with a prepaid shipping label to send the product back to our lab. 

o After we test the product, we'll send you the results to share with the owner. 

After I get the sizeAveight of the food, Pll send the box. 

Thank you for helping with the case, 

Jennifer 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<image00I1.png> <image003.pne> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 

Sent: Tuesday, July 11, 2017 5:44 PM 

To: Jones, Jennifer L 

Subject: Re: Pet food concern 

Hi Jennifer, 
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I've submitted the reports through the portal - one for each dog. The numbers are: 

2023230 (I) fo~ : 

!86! 
2023228 (I) fo~ 

j_ ___________ 
! 
j 

I've also attached the visit summaries forl B6 i (2) ancr·-·ss-·-·-ri) as well asr·-·-EiEf ___ lnecropsy report. I have the 
L--·-·-·-·-·-' •·-·-·-·-·-·-·-·-' •-·-·-·-·-·-·-·-·-! 

biological samples stored at -80 and also have food samples. 

Thank you so much for your help and I'll look forward to hearing from you or someone on your team! 

Take care 

Darcy 

On Tue, Jul 11, 2017 at 7:33 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Hi Darcy. 

I can chat today from 11-lpm or or 2-3pm. 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<imageOO l .png> <imageO l O .png> 

From: Darcy Adin [mailto:dbadiwiincsu.edu] 
Sent: Monday. July 10. 2017 6:-1-7 PM 
To: Jones. Jennifer L 
Cc: Reimsclrnessel. Renate:l._ ____________ B6 ______________ i 

Subject: Re: Pet food concern 

Thank you Dr. Jones! I'm sorry I am just reading email now so I have missed you! I'd love to chat with you 
about the cases. I am on clinic.s...th_i.s __ we.~Jcb11t._9an try to call you if you have another block of time tomorrow ( or 
later this week). My number il 86 br I can be paged fronr-·-·-·-·-·-·-ss-·-·-·-·-·-·-·-·i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• j·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
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Thank you! 

Darcy 

On Jul 10, 2017, at 1 :05 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Hello Dr. Adin, 

Please let me Imo\\ if you'd like to chat about the case this afternoon. I'll be in the office from l -3pm ( tel: 240-402-5421). 

If you suspect an animal's illness may be due to the food, you can submit a report at ,v,v,v.safetHepo1ting.hhs.gov 

Please mention Vet-LIRN encouraged you to submit a report. Please email me the ICSR number (similar to a confirmation 
number), so I can find the report on my end. 

Thank you, 

Jennifer 

Jennifer Jones. DVM 

Veterinary Medical Officer 

<image00 l .png> <image004.png> 

From: Darcy Adin [mailto:dbadinrdncsu.edu] 
Sei,it:.Mondm, July 10. 2017 11:31 AM 
Tol B6 i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
Cc: Jones. Jennifer L: Reimsclmessel. Renate 
Subject: Re: Pet food concern 

Thank you! I will work on this submission later today. I appreciate your help! 

On Mon, Jul 10, 2017 at 10:49 AM,! 86 ~rote: 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Hi Dr. Adin, 

As we discussed this morning, one avenue to explore your concern about pet food contamination (toxin or 
infectious disease) is the FDA program. Here is a website that highlights how you can report a complaint. 

https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem/ucml82403.htm 

We work with the FDA Vet-LIRN program on diagnostics from the pet side, but they agree to include the case in 
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the program and would coordinate with us (or another laboratory). I have copied Dr. Jones and Dr. 

Reimschuessel here - they can help let us know the process to see if these cases are eligible. 

Regards, 
  

      

  

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 
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1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 

To: Jones, Jennifer L; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren 
CC: eerie, Olgica; Nemser, Sarah; Reimschuessel, Renate 
Sent: 1/3/2018 7:59:43 PM 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers­

EON-323515-323519 
Attachments: cardiomyopathy.pdf 

Please see the attached article. 

! BS ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

D ~,, 111111111:11 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Wednesday, January 03, 2018 2:32 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Going to test the leftover food for:__ ______ B5 ________ ! based on our discussion during the PFO meeting today. I asked the 
vet if any dogs tested (blood/tissue) for[ BS! 

L--·-·-' 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
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From: Rotstein, David 
Sent: Tuesday, August 22, 2017 8:39 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Queen, Jackie L 
<Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 



Agreed. Thanks Jen 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

U.S .. F'OOD & DRUG 
ADM I N'I S flltAJIION 

D H 1111111111 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, August 22, 2017 8:37 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

BLUF: Final Conclusion: The cause of the two dogs' DCM is unclear. The bloodwork for these dogs 
showed normal ta urine and C~~~jjf~~~J levels. Based on the dogs' blood taurinef:::~I::J levels and the 
dry dog food test results, it is unlikely that[~~~~~jiI~~~~~~J, ta urine, or[_·:.·:j~f.·:.·:.J caused the dogs' illness. 

B5 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i 
i i ; BS ; i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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i ~ 
i ! 

! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i.-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

; B5 
Interpretation: No i B5 ] minimum for dogs or cats. Unclear whether or not this is low, normal, or 

L---·-·-·-·-·-·-·-·-·-
h ig h. 

Final Conclusion: The cause of the two dogs' DCM is unclear. The bloodwork for these dogs showed 
normal taurine and 

1
·-·-·-·-·Efs-·-·-·-·1 levels. Based on the dogs' blood tauriner·-·-·-·ss·-·-·-·-i1evels and the dry dog 

food test results, it is unlikely tha(::::~~:.:::J taurine, or[~:~:~f~:Jcause.c:fTfi_e __ a°ogs' illness. 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U .. S,,. FOOD & DIRUG 
AD Ml INIS I' R Aru::wN 

From: Jones, Jennifer L 
Sent: Monday, August 07, 2017 7:02 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-Tauriner-·-·-s·s-·-·-·1still pending, but! BS 
---·-·-·-·-·-·-·-·- --·-·-·-·-·-·-·-·-·-·-·

i negative. 
L 1 -

Jennifer Jones, DVM 
Veterinary Medical Officer 

U.S .. FOOID & DRUG 
A,D Ml NI !if lli!A.JI ON 

From: Jones, Jennifer L 
Sent: Thursday, July 27, 2017 7:25 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We received the food and plan to test for!_ ________ B5 _________ ! The vet also mentioned two items of interest: 
1. She's treated 2 other dogs in last 2 weeks with DCM/CHF and being fed California Natural food. That 

brings us to 4 DCM dogs recently eating this food. 

,-·-·-·-·-·-·-·-·-·a. ______ We. can _consider. tau ri ne_ and_ oth_er_ types_ of_ testi_n_g? -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

! 
i 

B5 ! 
i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Thoughts from the group? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
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U.S. FOOD & DRUG 
A[)M I NIIISrn.Anor,1 

From: Jones, Jennifer L 
Sent: Tuesday, July 18, 2017 8:18 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Ok, thanks, Dave. I'll check witH 85 i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U.S,. FOOID & DRUG 
ADMINISntArlON 

From: Rotstein, David 
Sent: Thursday, July 13, 2017 2:54 PM 
To: Jones, Jennifer L; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

I think testing is worth pursuing. Oddball question,i 85 i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

I was thinking of thei·-·-·-·-·-·-·-·-·-·-·-·-·-Bs-·-·-·-·-·-·-·-·-·-·-·-·-iand was thinking ofi 85 ] 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• . . L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

This would highly unlikely, but wanted to put it out there. 

David Rotstein, DVM, MPVM, Dipl.ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: July 13, 2017 at 2:44:24 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David 
<David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 
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We could test fq 85 in food, what does the group think? Any additional testing? Is it worth 
testing theL. ________ ~~---·-·-·-i/other analytes or trending? 

Medical Record Review: 

1·-·-·-·-·-·-·-·-·-, 

l_ _____ B6 ___ __! 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

PEi 86 i 
r·-·-·-·.J·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

i B6 ! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Labwork: 

B6 

B6 
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. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

1------------------~~-----------------I r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 
i i 

Rads! 86 ! 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

! ___ BG_] cardiomegaly, severe diffuse mixed interstitial to alveolar pattern most severe caudo-
dorsally, hepatomegaly, dee abdominal serosal contrast 

! ! severe generalized cardiomegaly with biventricular heart failure, improved vs rDVM rads 
!86! 
!._ ________ ___! worsening cardiogenic pulmonary edema, cannot exclude lung induced injury 

+/- pneumonia 

L __ B6 ___ ipost ultrafiltration, improved cardiogenic edema, hypovolemia, residual interstitial to patchy 
alveolar 

i !improved CHF with possible concern fqr bronchopneumonia, suspected hiatal hernia 
iB6i 
i imarkedly progressive alveolar pattern with significantly worse cardiogenic edema 
·-·-·-·-·-·-) 

tFAST i. BG_i severe cardiomegaly with ventricular hypocontractility 

Echol_B6 __ : dcm vs. myocarditis vs pacing induce vs. other (severely dilated & hypocontractile left & 
right ventricles, severely dilated left and right atria) 

Necropsy: Lung-severe diffuse alveolar injury with marked fibrin deposition (hyaline) and marked 
alveolar histiocytosis and multifocal type II pneumocyte hyperplasia; mod to marked diffuse pulmonary 
edema; mild cardiomegaly with mild mitral valve endocardiosis and mild left ventricular hypertrophy 
and left atrial dilation; thorax with mild pleural effusion; Suspect primary non-cardiogenic etiology but if 
clinical cardiac dysfunction then functional cardiac abnormalities cannot be ruled out 

Prior MHx:! BG ! 
r·-·-·-·-·-·-·-·-·-·-·-·-·-· i,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,.._,,... -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
! B6 i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

! ___ 86 ___ ! 

Presented[_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_i 
i i ; B6 ; i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

B6 
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ECG: left ventricular enlargement suggested 

86 
! _____ 86 ___ _] 

Rads: left sided congestive heart failure 

86 !._ __ 86 ___ i moderate left sided cardiomegaly without heart failure, moderate hepatomegaly 

-·-·-·-·-·-·- Echo: m itral valve endocardiosis with left atrial enlargement and heart failure, decreased left 
ventricular systolic function, suspected DCM 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

; 85 ; 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Rotstein, David 
Sent: Tuesday, July 11, 2017 12:44 PM 
To: Jones, Jennifer L; Reimschuessel, Renate; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Jen, 
.--·-·-·-·-·-·

 85
1 

f-·-·-·-·-·-BS-·-·-·-·-·-]can be present ini  iso I don't think that could be ruled out. 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-' i.·-·-·-·-·-·-' 

I do like the exploration of other causes. 
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d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place, RM 120 
240-402-5613 (Office) (NEW NUMBER) 
240-506-6763 (BB) 

11111 
This e-mail message is intended for the exclusive use of the recipient( s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 12:41 PM 
To: Reimschuessel, Renate; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Yes, and also, vet talked to MARS who said there was no corn in this food ... but that doesn't rule out 
treats. 
I'm not sure with normaL._ _____ 85 _______ ,~nd taurine levels if we should suspect issues with those as well. 

I r·-·-·-·-·-·-·-·-·-·-·-·-·-·ss·-·-·-·-·-·-·-·-·-·-·-·-·-·i---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B· 5 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___! 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Reimschuessel, Renate 
Sent: Tuesday, July 11, 2017 11 :51 AM 
To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Davis may be able to screen tori 85 ] 
L---·-·-·-·-·-·-·-·-·-·-·-' 

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 
Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 
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From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 11 :38 AM 
To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica; Reimschuessel, Renate 
Subject: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Vet will submit PFR online a 
2 dogs-unrelated miniature schnauzers 

Dog 1: 2 yr a presented 2/2017 with fulminant CH Fa severe DCM on echo, taurine/carnitine normal, 
infectious disease testing negative, died on the ventilator, necropsy done-myocardial changes were 
subtle but could be similar to moldy corn toxicity in pigsa plasma, urine, serum, and myocardial tissue 
available 

Dog 2: 7 yr, had a syncopal episode ~2/2017 but presented to vet for progressive frequency of 
syncopal episodesa 6/2017 for CHF, diagnosed with DCM similar to housemate, nearly same image on 
Echo, taurine/carnitine normal, infectious disease testing negative, they have changed the diet (Hill's) 
and dog is responding to treatment; plasma, urine, and serum available 

Dogs were eating California Naturals (different bag than from 2/2017) and treats (Milo's Kitchen); Vet 
has samples of food and treats 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: iennifer.iones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: Darcy Adin <dbadin@ncsu.edu> 
To: Jones, Jennifer L 
CC: eerie, Olgica; Nemser, Sarah 
Sent: 1/4/2018 7:46:50 PM 
Subject: Re: dog food concern 

' 

85 
' 

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentid ! 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 L--·-·-·-·-·-·-·-·• 

! B5 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote: 
The myocardium is from: 86 j Maybe we will wait to see what the blood levels show. 

t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

85 
Thanks! 
Darcy 

On Thu, Jan 4, 2018 at 2: 14 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Thank you for the update. I'll let you lrno\\ th~---·-·-s·s·-·-·loncentration from! 86 food after the results are 
back. '-·-·-·-·-·-·-·-·-·-·" '"·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

.--·-·-·-·-·-·-·-·-·-·-·-·-. 

The frozen myocardium. is it from thj 8 6 i case? 
L·-·-·-·-·-·-·-·-·-·-·-·-·i 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

IEIIUIIG 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Wednesday. January 03. 2018 3:10 PM 
To: Jones. Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 
Cc: Ceric. Olgica <Olgica.Cericrdfda.hhs.gov>: Nemser. Sarah <Sarah.Nemserrdfda.hhs.gov> 
Subject: Re: dog food concern 

Hi Jennifer, 
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Thank you! We have not tested foj 85 i in any of the dogs. We have stored blood samples from several 
dogs and have an inpatient right n~w that we' can submit blood from [·-·-·-·-·-·-·-·s4-·-·-·-·-·-·-"}uns this). We will 

probably start with looking at blood samples from 2 dogs as a screening. We also have frozen myocardium from 
one dog - do you think this should also be evaluated? 

Thank you! 

Darcy 

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good afternoon Darcy. 

Happy Ne\\ Year! __ Thank _you for the additional information. I discussed the information you provided belo,v and from the 
previous case! 86 Miniature Schnauzers-800.218) ,vith my colleagues. 

i-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Based on our discussions. I ,yj_ll_!~~t~.9!11~. leftover food from the 800.218 case. f~ 85 ~ontent. Have any of the dogs 
\\ith DCM had blood or tissul.__ _____ 85 ·-·-·-· pvels tested? :._·-·-·-·-·-·-·-·-·-·-·l 

Thank you kindly. 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Wednesday. January 03. 2018 11:31 AM 
To: Jones. Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 
Subject: dog food concern 

Hi Dr. Jones, 

I'm hoping that you recall our communications over the summer regarding food testing for unrelated housemate 
dogs that developed DCM. These dogs were eating California Naturals Kangaroo and Lentil diet and we were 
not able to identify a cause of the DCM, dietary or infectious or toxic. 
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I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems 
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in 
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs 
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of 
them are alive and half died close to the time of diagnosis. 

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best) 
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were 
diagnosed with DCM 6 months apart. 

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals 
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs 
eating Acana (3/4 are dobermans though) and I each of 4Health and Iams - so maybe these are not necessarily 
related. 

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I 
would be all ears! 

Thank you! 

Darcy 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

I 060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 
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919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
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1060 William Moore Drive 
Raleigh, NC 27607 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 

To: Jones, Jennifer L; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren 
CC: eerie, Olgica; Nemser, Sarah; Reimschuessel, Renate 
Sent: 1/11/2018 2:45:57 PM 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers­

EON-323515-323519 

Thanks Jen. 

B5 
d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

D H 111111111:11 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Thursday, January 11, 2018 9:36 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-

JJ-Vet emailed-" As additional information, one of our cardiologist colleagues in! 
L--·-·-·-·-·• 

B6 i posted a question about 
this association today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil {I 
assume CN but not sure) in the last year - 2 were housemates but related." 

Jennifer Jones, DVM 
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Veterinary Medical Officer 
Tel: 240-402-5421 

IIIJ.S. moo & l)RUG 

From: Jones, Jennifer L 
Sent: Wednesday, January 03, 2018 2:32 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 
'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Going to test the leftover food fori 
L--·-·-·-·-•-•n.,n.,n.,n.,1 

85 ibased on our discussion during the PFO meeting today. I asked the 
vet if any dogs tested (blood/tissue) for: _ _1?.~U 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

IJ.S" IIF1(H)D &. DRUG 
,ti (;1Jiil. lliitlJ'l'lt A rv:;i~ 

From: Rotstein, David 
Sent: Tuesday, August 22, 2017 8:39 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Queen, Jackie L 
<Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Agreed. Thanks Jen 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

U.S,. FOOD1 & DfiUG 
AD1 MINISTlltAHOllil 

D H 1111111111 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, August 22, 2017 8:37 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 
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BLUF: Final Conclusion: The __ cause,of the two dogs' DCM is unclear. The bloodwork for these dogs 
showed normal taurine andi 85 !evels. Based on the dogs' blood taurinef" _____ Bs"-·-·-·11evels and the 

L--·-·-·-·-·-·-·-·-·-·-·.: i-·-·-·-·-·-·-·-·-·-·-·-·-·7 •-·-·-·-·-·-·-·-·-·-·-·~ I-·-·-·-·-·-·-·-·-·-·-) 
dry dog food test results, it is unlikely that!._ ________ 85 ______ ___! ta urine, or"L_ _______ ~?. ________ Jcaused the dogs' illness. 

85 

Final Conclusion: The cause of the two dogs' DCM is unclear. The bloodwork for these dogs showed 
normal taurine and f·-·-·-·ss-·-·-·-i levels. Based on the dogs' blood taurineJ. B5 !levels and the dry dog 
food test results, it is·-uniTk-efy that:_ ___________ 8-~----·-·-__,l taurine, oq·-·-·-·-·Ets···-·-·-1cau~ecf"the·-dogs' illness. 

D 

From: Jones, Jennifer L 
Sent: Monday, August 07, 2017 7:02 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

_ _____ ~~----·-·-J l_ ________ ~_?. ________ j FYI-Taunne:__ negative. 
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Jennifer Jones, DVM 
Veterinary Medical Officer 

U.S., F'OOD & DRUG 
ADM I N'I !ii JII' AJIION 

From: Jones, Jennifer L 
Sent: Thursday, July 27, 2017 7:25 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We received the food and plan to test forL _______ B5 _____ ___:The vet also mentioned two items of interest: 
1. She's treated 2 other dogs in last 2 weeks with DCM/CHF and being fed California Natural food. That 

brings us to 4 DCM dogs recently eating this food. 
a. We can consider taurine and other types of testing? 

I. Thoughts· from· the· group?·······································!!·~································································································• 1 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U.S. FOOD & DRUG 
A0MI NISJllltATION 

From: Jones, Jennifer L 
Sent: Tuesday, July 18, 2017 8:18 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Ok, thanks, Dave. I'll check with~ 85 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j ' ' 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U •. S,. FOOD &. DRUG 
AC11 Ml NIS TIit AfllQ,ti& 

From: Rotstein, David 
Sent: Thursday, July 13, 2017 2:54 PM 
To: Jones, Jennifer L; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

I think testing is worth pursuing. Oddball question, i 85 ] 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

I was thinking of the i·-·-·-·-·-·-·-·-·-·-·-·-·ss-·-·-·-·-·-·-·-·-·-·-·-·-!and was thinking ofi B5 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

This would highly unlikely, but wanted to put it out there. 
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David Rotstein, DVM, MPVM, Dipl.ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: July 13, 2017 at 2:44:24 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David 
<David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We could t,est forL ....... ss ....... .J in.food,_.what_does.the grouP, think? Any additional testing? Is it worth 
testing the! B5 i 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Medical Record Review: 

l-·-· B6 ·-· 1 

Pr ese n ti n g comp I a i n t l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·~-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-] 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! B6 ; ! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
( _________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________ i 

PE[·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-BG·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-__: 

i 86 ! 
·-·-·-..--,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-·-·-·-·-·-·-•-1,-•-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Labwork: 

B6 
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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

86 

ECG: suspected atrial tachycardia 

Rad~-- 86_j concern for aspiration pneumonia 

i 86 icardiomegaly, severe diffuse mixed interstitial to alveolar pattern most severe caudo­
'-·-·-·-·-·-·· dorsally, hepatomegaly, dee abdominal serosal contrast 

i r severe generalized cardiomegaly with biventricular heart failure, improved vs rDVM rads 
!B61 
i r worsening cardiogenic pulmonary edema, cannot exclude lung induced injury 
+/- pneumonia 

l_BG_:: post ultrafiltration, improved cardiogenic edema, hypovolemia, residual interstitial to patchy 
alveolar 

i : improved CHF with possible concern for bronchopneumonia, suspected hiatal hernia 
iBG! 
l_ ________ i markedly progressive alveolar pattern with significantly worse cardiogenic edema 

tFASTl 86; severe cardiomegaly with ventricular hypocontractility 

Echo [_B_G I dcm vs. myocarditis vs pacing induce vs. other ( severely dilated & hypocontractile left & 
right ventricles, severely dilated left and right atria) 

Necropsy: Lung-severe diffuse alveolar injury with marked fibrin deposition (hyaline) and marked 
alveolar histiocytosis and multifocal type II pneumocyte hyperplasia; mod to marked diffuse pulmonary 
edema; mild cardiomegaly with mild mitral valve endocardiosis and mild left ventricular hypertrophy 
and left atrial dilation; thorax with mild pleural effusion; Suspect primary non-cardiogenic etiology but if 
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clinical cardiac dysfunction then functional cardiac abnormalities cannot be ruled out 

Prior MHx: ! B6 ! 
.-•-·-·-·-·-·-·-·-·-·-·-·-·-·~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

1 ___ B6 __ j 

Presented[·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B6 __________________________________________________________________________________________________________ ! .-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .. 
i i 
i i ; 86 ; i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

B6 
ECG: left ventricular enlargement suggested 

B6 

!_ ___ BG ___ iRads: left sided congestive heart failure 

! ____ B6 _ ___! moderate left sided cardiomegaly without heart failure, moderate hepatomegaly 

[ ___ 86 __ : Echo: mitral valve endocardiosis with left atrial enlargement and heart failure, decreased left 
ventricular systolic function, suspected DCM 
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i 85 i 
!1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. j 

I BS r 
i i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Rotstein, David 
Sent: Tuesday, July 11, 2017 12:44 PM 
To: Jones, Jennifer L; Reimschuessel, Renate; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Jen, 

l _____________________________________ B5 ___________________________________ __i, so I don't think that could be ruled out. 

I do like the exploration of other causes. 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place, RM 120 
240-402-5613 (Office) (NEW NUMBER) 
240-506-6763 (BB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 12:41 PM 
To: Reimschuessel, Renate; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Yes, and also, vet talked to MARS who said there was no corn in this food ... but that doesn't rule out 
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treats. 
,.J'm _ _not_ sure_ with _norma_l L_,_,Bs_,_,_,_: a_ndJaurine _ _leve_ls _ _if _we _shou_ld_suspect _issues_ wit_h _those __ as _well. _______________ . 
i B5 ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·· 

; 
. . 
' 85 ; ' 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Reimschuessel, Renate 
Sent: Tuesday, July 11, 2017 11 :51 AM 
To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Davis may be able to screen tot ______ 85 _____ ___! 

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 
Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 11 :38 AM 
To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica; Reimschuessel, Renate 
Subject: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Vet will submit PFR online a 
2 dogs-unrelated miniature schnauzers 

Dog 1: 2 yr a presented 2/2017 with fulminant CH Fa severe DCM on echo, taurine/carnitine normal, 
infectious disease testing negative, died on the ventilator, necropsy done-myocardial changes were 
subtle but could be similar to moldy corn toxicity in pigsa plasma, urine, serum, and myocardial tissue 
available 

Dog 2: 7 yr, had a syncopal episode ~2/2017 but presented to vet for progressive frequency of 
syncopal episodesa 6/2017 for CHF, diagnosed with DCM similar to housemate, nearly same image on 
Echo, taurine/carnitine normal, infectious disease testing negative, they have changed the diet (Hill's) 
and dog is responding to treatment; plasma, urine, and serum available 

Dogs were eating California Naturals (different bag than from 2/2017) and treats (Milo's Kitchen); Vet 
has samples of food and treats 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
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new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http:/ /www fda .gov I Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=JENN IFER.JONESAA8> 

To: Rotstein, David; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren 
CC: eerie, Olgica; Nemser, Sarah; Reimschuessel, Renate 
Sent: 1/11/2018 2:50:57 PM 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers­

EON-323515-323519 

Thanks, Dave. If you have info readily available that's great. If no, I can look/prompt NCSU to look too. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Thursday, January 11, 2018 9:46 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Thanks Jen. 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

B5 
d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

D 1111111111 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
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Sent: Thursday, January 11, 2018 9:36 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-

JJ-Vet emailed-" As additional information, one of our cardiologist colleagues i~ 86 i posted a question about 
this association today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil (I 
assume CN but not sure) in the last year - 2 were housemates but related." 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U .. S FOOi) & OlilUG 

From: Jones, Jennifer L 
Sent: Wednesday, January 03, 2018 2:32 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 
'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Going to test the leftover food td 85 i based on our discussion during the PFO meeting today. I asked the 
vet if any dogs tested (blood/tissue) for [·-ss·] 

L--·-·-·-' 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

A011itl ... lJlll,l,f!Qi. 

From: Rotstein, David 
Sent: Tuesday, August 22, 2017 8:39 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Queen, Jackie L 
<Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Agreed. Thanks Jen 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 
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U.S,,, FOOID & DRUG 
At:)MI NI S TR AJll:)N 

D •• 111111111,1 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, August 22, 2017 8:37 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

BLUF: Final Conclusion: Th§ __ g_~-~-~§ of the two dogs' DCM is unclear. The b).aodw..ork..for these dogs 
showed normal ta urine and! 85 ilevels. Based 8_5 __________ on the dogs' blood taurin~ 85 i levels and the 
dry dog food test results, it ;rs·-un11Refy thaf ________ j taurine, o[~~~~~~~~~~~~~~~Jau·secfTfie·-dogs' illness. 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

85 
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Final Conclusion ~.The __ cau.s..~ of the two dogs' DCM is unclear. The p.JO.Q_gyy_QI.15, for these dogs showed 
normal taurine and

L 
 85 

I 
levels. 

1•-•-•-•-•-•-•-•-•-•-•-•-•-•,. 
Based on the dogs' 

•-•-•-•-•-•-•-•-•-•-•-•-•-
blood taurinEi 

1•-•-•-•-•-•-•-•-•-•-•-•-• 
85 !levels and the dry dog 

food test results, it fs--uniTkei"ythat ! " B5 itaurine, ol 85 paused the dogs' illness. 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-· ··-·-·-·-·-·-·-·-·-·-·-·-·-

Jennifer Jones, DVM 
Veterinary Medical Officer 

U.S,. FOOD &. DRUG 
A[), MIN II S TR A 1 I ON 

From: Jones, Jennifer L 
Sent: Monday, August 07, 2017 7:02 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-Taurin~----·-·8-5-·-·-·1still pending, bJ 85 i negative. 
i.-·-·-·-·-·-·-·-·-·-·j  L--·-·-·-·-·-·-·-·-·-·-·-·.: 

Jennifer Jones, DVM 
Veterinary Medical Officer 

l~tS. FOOD & DRUG 
ADMINIHRAIIION 

From: Jones, Jennifer L 
Sent: Thursday, July 27, 2017 7:25 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We received the food and plan to test fct ______ 85 ______ __.l The vet also mentioned two items of interest: 
1. She's treated 2 other dogs in last 2 weeks with DCM/CHF and being fed California Natural food. That 

brings us to 4 DCM dogs recently eating this food . 

. ---·-·-·-·-·-·-·-· a. _____ We_ can. cons id er tau ri n e _and_ other.types of_ tes tin a? ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

I B5 ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Thoughts from the group? 

·-·-·-·· 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U,,"S. FOOD & DRUG 
ADMIHISIRili1n(lH 

From: Jones, Jennifer L 
Sent: Tuesday, July 18, 2017 8:18 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Ok, thanks, Dave. I' 11 check with t~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-8 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· j 
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Jennifer DVM 
Veterinary Medical Officer 

u. 
ADM IN IS rill:. Al II O l•I 

From: Rotstein, David 
Sent: Thursday, July 13, 2017 2:54 PM 
To: Jones, Jennifer L; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

I think testing is worth pursuing. Oddball questio~ 85 ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i l 
I was thinking of the l_ _______________~~---·-·-·-·-·-·-________ ·-·-·-·-·J and was thinking o~ 85 ! 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

This would highly unlikely, but wanted to put it out there. 

David Rotstein, DVM, MPVM, Dipl.ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: July 13, 2017 at 2:44:24 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David 
<David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We could !?.§.t.f.9_L,=,=,=,~=t,=,=J__in.JQ99.~.w._l]_gJ__Q_Q.?._§JJ1.?. __ g_[Q!JQJb.i.o,k? Any additional testing? Is it worth 
testing th~ 85 i 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Medical Record Review: 

B6 
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B6 

-·-·-·-·-·-"j i 

Rads i i 
i i 
i 

; 86 
i 

; 
86 

i,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
; 

t: cardiomegaly, severe diffuse mixed interstitial to alveolar pattern most severe caudo-
: dorsally, hepatomegaly, dee abdominal serosal contrast 
; 
; 
; 

·-·-·-·-·-·Jevere generalized cardiomegaly with biventricular heart failure, improved vs rDVM rads 
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i 86 ~orsening cardiogenic pulmonary edema, cannot exclude lung induced injury 
' +!- pneumonia 

[_ ______ 8_6 ______ i post ultrafiltration, improved cardiogenic edema, hypovolemia, residual interstitial to patchy 
alveolar 

I 

! 
-•-•-•-•-•-•-1 

!i mproved CHF with possible concern for bronchopneumonia, suspected hiatal hernia 
!86! 
! ! markedly progressive alveolar pattern with significantly worse cardiogenic edema 
i-·-·-·-·-·-·-·i 

.--·-·-·-·-·· 
tFASTl_ B6__!severe cardiomegaly with ventricular hypocontractility 

Echo! 86 idem vs. myocarditis vs pacing induce vs. other (severely dilated & hypocontractile left & 
right ventn!cles, severely dilated left and right atria) 

Necropsy: Lung-severe diffuse alveolar injury with marked fibrin deposition (hyaline) and marked 
alveolar histiocytosis and multifocal type II pneumocyte hyperplasia; mod to marked diffuse pulmonary 
edema; mild cardiomegaly with mild mitral valve endocardiosis and mild left ventricular hypertrophy 
and left atrial dilation; thorax with mild pleural effusion; Suspect primary non-cardiogenic etiology but if 
clinical cardiac dysfunction then functional cardiac abnormalities cannot be ruled out 

·-·-·-·-·- ·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___i r•-•-•-•-•-•--•-•-•-•-•-•-•-•-•'"•-•......_•-•-•..,,.._•.,,-P ri or M H x[·-·-•._•-•-•-•-•-•-•-•-•-•'"

l-----------------------------------

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·•-•-•-•--•-•-•-•-•-•-•..,,-•-•-"-•-•-•-•-•-•-•-•-•-•-•-•1 

------------------------~~----------------------------------------------------------.i 

. ·-·-·-·-·-·-·-·-·-·-·-·-·1 

L _______ B 6 ·-·-·-·-· i 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

B6 

; 
; 
; 
~ 

ECG: left ventricular enlargement suggested 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

B6 
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B6 
____ 86 _ _Jads: left sided congestive heart failure 

1 

i 86 hloderate left sided cardiomegaly without heart failure, moderate hepatomegaly 
I j_•-•-•-•-•-•-•-•-•-•-• 

i ____B6 __J_ cho: _ mitral valve endocardiosis with left atrial enlargement and heart failure, decreased left 
ventricular systolic function, suspected DCM 

r-i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B5 ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. i 

i B 5 r·------------· 
! i 
! i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Rotstein, David 
Sent: Tuesday, July 11, 2017 12:44 PM 
To: Jones, Jennifer L; Reimschuessel, Renate; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Jen, 

! i 

i._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_s__i o I don't think that could be ruled out. 

I do like the exploration of other causes. 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place, RM 120 
240-402-5613 (Office) (NEW NUMBER) 
240-506-6763 (BB) 
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This e-mail message is intended for the exclusive use of the recipient( s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 12:41 PM 
To: Reimschuessel, Renate; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Yes, and also, vet talked to MARS who said there was no corn in this food ... but that doesn't rule out 
treats. 
,.l'.m.noLsme_with.-□nrmaJi B 5 lanct.t.au.rin.e_Je_\leJs __ itweLsb.a.uJ.d.s.usn.e_cUs_s.u.e.s_w.ith.Jh.o_se_.as.______ , 
i L--·-·-·-·-·-·-·-·-·-·-·· B 5 i 

i.1 _·-·-·-·-·-·-·-·-·-·-·-·-85 _______·-· ________________________ i : 

_weJL 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Reimschuessel, Renate 
Sent: Tuesday, July 11, 2017 11 :51 AM 
To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Davis may be able to screen 85 ·-·-·-·-·-·-·-·j tol _______________ 
Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 
Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 11 :38 AM 
To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica; Reimschuessel, Renate 
Subject: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Vet will submit PFR online a 
2 dogs-unrelated miniature schnauzers 
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Dog 1: 2 yr a presented 2/2017 with fulminant CH Fa severe DCM on echo, taurine/carnitine normal, 
infectious disease testing negative, died on the ventilator, necropsy done-myocardial changes were 
subtle but could be similar to moldy corn toxicity in pigsa plasma, urine, serum, and myocardial tissue 
available 

Dog 2: 7 yr, had a syncopal episode ~2/2017 but presented to vet for progressive frequency of 
syncopal episodesa 6/2017 for CHF, diagnosed with DCM similar to housemate, nearly same image on 
Echo, taurine/carnitine normal, infectious disease testing negative, they have changed the diet (Hill's) 
and dog is responding to treatment; plasma, urine, and serum available 

Dogs were eating California Naturals (different bag than from 2/2017) and treats (Milo's Kitchen); Vet 
has samples of food and treats 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 

To: Jones, Jennifer L; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren 
CC: eerie, Olgica; Nemser, Sarah; Reimschuessel, Renate 
Sent: 1/11/2018 3:05:21 PM 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers­

EON-323515-323519 
Attachments: 19257 40_ 1662_Bossart_ Cardiomyopathy. pdf; KogiL _______ !3_~----·-·-·j1-s2.o-soo45553512006728-

main .pdf; Kogia: _________ B5 ______j-s2.0-S0946672X16302577-main.pdf _ 

Here you go! 

I couldn't get the original article: 

J Am Vet Med Assoc. 1985 Dec 1 ;187(11 ):1137-40. 

Cardiomyopathy in stranded pygmy and dwarf sperm whales. 
Bossart GD, Odell DK, Altman NH. 
Abstract 

Necropsy and histologic examinations were performed in 23 pygmy sperm whales (Kogia breviceps) and 6 dwarf sperm 
whales (Kogia simus) that had been stranded singly or in cow-calf pairs along the southeastern coastline of the United 
States. At necropsy, the gross findings in the adult whales included pale, flabby right ventricles. Microscopically, lesions in 
the hearts of the whales were characterized by moderate to extensive myocellular degeneration, atrophy, and fibrosis. 
Similar changes were not seen in 5 of 6 sexually immature whales or in the whale calves. Hepatic changes were consistent 
with heart failure. The cause of the myocardial lesions was not determined. The systemic effects of failing myocardium 
probably were a major reason for the stranding of the adult whales. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

U.S. ,=·ooo & !DIRUG 
A.DMI NI STRAlllON 

D ~·· lllllllllill 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Thursday, January 11, 2018 9:51 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Thanks, Dave. If you have info readily available that's great. If no, I can look/prompt NCSU to look too. 

FDA-CVM-FOIA-2019-1704-006668 



Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Thursday, January 11, 2018 9:46 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Thanks Jen. 

B5 
d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

D 

~· 1111111111 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Thursday, January 11, 2018 9:36 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-

JJ-Vet emailed-" As additional information, one of our cardiologist colleagues in[ __ B6_j posted a question about 
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this association today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil {I 
assume CN but not sure) in the last year - 2 were housemates but related." 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Wednesday, January 03, 2018 2:32 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 
'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Going to test the leftover food forl___ ____85 ____ ___! _ based on our discussion during the PFO meeting today. I asked the 
vet if any dogs tested (blood/tissue) for[i§J 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

U.S. i:()00 & 111:)RUI 

From: Rotstein, David 
Sent: Tuesday, August 22, 2017 8:39 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Queen, Jackie L 
<Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Agreed. Thanks Jen 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

LJ.S1. FOOD &. !DRUG 
ADMllllilSTR.AllO~, 

D •. ,,. 11111111!1 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Jones, Jennifer L 
Sent: Tuesday, August 22, 2017 8:37 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: Ceric, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

BLUF: Final Conclusion: The cause of the two dogs' DCM is unclear. The bloodwork for these dogs 
showed normal taurine and i BS 1 levels. Based on the dogs' blood tauriner-·-·-·ss·-·-·-·levels -i and the 

L--·-·-·-·-·-·-·-·-·" -·-·-·-·-·-·-·-·-·-·-·-·-· L--·-·-·-·-·-·-·-·-·-) 

dry dog food test results, it is unlikely that L_ ________ ~~----·-·-·j' taurine, or[-·-·-·-ss·-·-·-·1caused the dogs' illness. 

85 

Final Conclusion: The cause of the two dogs' DCM is unclear. The bloodwork for these dogs showed 
normal taurine and[:.·:.·:If:.·:_·J levels. Based on the dogs' blood taurine[~:~:~-~r:~:~J levels and the dry dog 
food test results, it is unlikely that:._ ______8-~----·-·-__,! ____ taurine, orr-·-·-·-·Efs-·-·-·-·1caused the dogs' illness. 

Jennifer Jones, DVM 
Medical Officer 

u 
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From: Jones, Jennifer L 
Sent: Monday, August 07, 2017 7:02 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-Tauriner·-·-1is-·-·-·: still pending, but i B5 !negative. 
L--·-·-·-·-·-·-•-•-' •-·-·-·-·-·-·-·-·-·-·-·-·• 

Jennifer Jones, DVM 
Veterinary Medical Officer 

ltS. F''OOD & DRUG 
ADMINIS1R:AllO~, 

From: Jones, Jennifer L 
Sent: Thursday, July 27, 2017 7:25 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We received the food and plan to test fori B5 l The vet also mentioned two items of interest: 
1. She's treated 2 other dogs in last' 2 weeks with DCM/CHF and being fed California Natural food. That 

brings us to 4 DCM dogs recently eating this food . 

. ---·-·-·-·-·-·-·-·-· a. _____ We_ can. cons id er tau ri n e _and_ other.types of_ testing? ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

I B5 i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

·-·-·-·-·-·-·-·-·· 

Thoughts from the group? 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U.S. FOOD & IDRUG 
A,D MIi ~,rll ST RA,l I (JIP, 

From: Jones, Jennifer L 
Sent: Tuesday, July 18, 2017 8:18 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Ok, thanks, Dave. I' II check i.___·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 85 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i -·-·-·-·-·-·-·-·

Jennifer Jones, DVM 
Veterinary Medical Officer 

-·-·-·-·-· 

UrrrrS. FOOD &, IIDRUG 
ADMIIINISlRArlON 

From: Rotstein, David 
Sent: Thursday, July 13, 2017 2:54 PM 
To: Jones, Jennifer L; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FDA-CVM-FOIA-2019-1704-006672 



i i 

I think testing is worth pursuing. Oddball questioni 85 i 
' i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j ' 

This would highly unlikely, but wanted to put it out there. 

David Rotstein, DVM, MPVM, Dipl.ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 

L·-·-·-·-·-·-·-·-·-· s6 ·-·-·-·-·-·-·-·-·-· 1 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Date: July 13, 2017 at 2:44:24 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David 
<David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We could test for! BS : 
L·-·-·-·-·-·-·-·-·-·-·-· 

in food, what does the group think? Any additional testing? Is it worth 
testing the!__ __________________________________________________ BS ____________________________________________________ i 

Medical Record Review: 

i 86 ! 
L·-·-·-·-·-·-·-· . 

Presenting complaint [ 86 
j-•-•-•-•-•-•-•-•-•-•~•-•-•-•~-•-•-•-•-•-•-•-•-•-~•-•-• i.::::::::::::::::::::::::::::::::::::::-:::::::::::::::::::::::;-:::::::::-::::::::::::::::::::::::::::::::::::;-:::;-::::::::::::-:::;-:::::::::::::::::::::::::::::::::::::::::::-::;-::::::::::::::::::_I _I 

i 
i i 

i i 
i i 
i i 
i 
; B6 

i 
i i 
i i 

;
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

 
! B6 

.........................................................................................-·-·-·-·-·-·-·-·-·-·-·
: 

. ·-·-·-·-J....
PE

 ........................................................................................................................................................... ....................................................................... -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

i BG 
·-·-·-·-·-·-·-·-·-·-·-·

! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·. 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
Labwork: 

B6 
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B6 

ECG: suspected atrial tachycardia 

Radsj B6 i concern for aspiration pneumonia 
L--·-·-·-·-·. 

L_ss__!cardiomegaly, severe diffuse mixed interstitial to alveolar pattern most severe caudo-
dorsally, hepatomegaly, dee abdominal serosal contrast 

i i severe generalized cardiomegaly with biventricular heart failure, improved vs rDVM rads 
issi 
i i worsening cardiogenic pulmonary edema, cannot exclude lung induced injury 
·-·-·-·-·-·· 
+/- pneumonia 
r·-·-·-·-·-·1 

i BG i post ultrafiltration, improved cardiogenic edema, hypovolemia, residual interstitial to patchy 
··-·-·-·-·-·· 
alveolar 

L__ss___!improved CHF with possible concern for bronchopneumonia, suspected hiatal hernia 

tsG_i markedly progressive alveolar pattern with significantly worse cardiogenic edema 

tFAST[_B6 i severe cardiomegaly with ventricular hypocontractility 

FDA-CVM-FOIA-2019-1704-00667 4 



Echo!_ 86 i dcm vs. myocarditis vs pacing induce vs. other ( severely dilated & hypocontractile left & 
right ventricles, severely dilated left and right atria) 

Necropsy: Lung-severe diffuse alveolar injury with marked fibrin deposition (hyaline) and marked 
alveolar histiocytosis and multifocal type II pneumocyte hyperplasia; mod to marked diffuse pulmonary 
edema; mild cardiomegaly with mild mitral valve endocardiosis and mild left ventricular hypertrophy 
and left atrial dilation; thorax with mild pleural effusion; Suspect primary non-cardiogenic etiology but if 
clinical cardiac dysfunction then functional cardiac abnormalities cannot be ruled out 

P ri or M Hx:  l_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·--·-·-·-·-·-·-·-· B s -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 
! B6 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

.-•-·-·-·-·-·-·~ 

L. __ 8_6 .-.! 

Presented B6 : 

_ ________-~ -~ _ _ _ _ _ _ _ _ _ _ _ _ _ __I _____________. _________ __________  _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _I
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

B6 
______________   

; ; 
Labs: 

6 B
ECG: left ventricular enlargement suggested 

86 
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[ ____ B6 __Ra_ ds: left sided congestive heart failure 

i_ ___ B6 __] _ moderate left sided cardiomegaly without heart failure, moderate hepatomegaly 

i 86 !Echo: mitral valve endocardiosis with left atrial enlargement and heart failure, decreased left 
'ventricular systolic function, suspected DCM 

; 85 ; i i 
i i 

~--------------------------------------------------------------------------------------------------------------------------,·! i 

! B5 ; ! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

-·-·i 

·-·-·-· 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Rotstein, David 
Sent: Tuesday, July 11, 2017 12:44 PM 
To: Jones, Jennifer L; Reimschuessel, Renate; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Jen, 

! _______________________________B5 ·-·-·-·-·-·-·-·-·-·-·-________ ·-·-·-·-·-·-·-·l so I don't think that could be ruled out. 

I do like the exploration of other causes. 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place, RM 120 
240-402-5613 (Office) (NEW NUMBER) 
240-506-6763 (BB) 

11111 
This e-mail message is intended for the exclusive use of the recipient( s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 12:41 PM 
To: Reimschuessel, Renate; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Yes, and also, vet talked to MARS who said there was no corn in this food ... but that doesn't rule out 
treats. 
I'm not sure with normali 85 ~ and taurine levels if we should suspect issues with those as well. 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l~~~~~~~~~~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Lr-·---------------------------------------------------------·-·1-----------------------------------------------
: B5 : 

-------~-~---------------------------------------------------------------

i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

----------------------------------------------------------.J 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Reimschuessel, Renate 
Sent: Tuesday, July 11, 2017 11 :51 AM 
To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Davis may be able to screen forl_ ________ B5 ______ ___: 

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 
Phone 1- 240-402-5404 
Fax 301-210-4685 
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 11 :38 AM 
To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica; Reimschuessel, Renate 
Subject: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Vet will submit PFR online a 
2 dogs-unrelated miniature schnauzers 

Dog 1: 2 yr a presented 2/2017 with fulminant CH Fa severe DCM on echo, taurine/carnitine normal, 
infectious disease testing negative, died on the ventilator, necropsy done-myocardial changes were 
subtle but could be similar to moldy corn toxicity in pigsa plasma, urine, serum, and myocardial tissue 
available 

Dog 2: 7 yr, had a syncopal episode ~2/2017 but presented to vet for progressive frequency of 
syncopal episodesa 6/2017 for CHF, diagnosed with DCM similar to housemate, nearly same image on 
Echo, taurine/carnitine normal, infectious disease testing negative, they have changed the diet (Hill's) 
and dog is responding to treatment; plasma, urine, and serum available 

Dogs were eating California Naturals (different bag than from 2/2017) and treats (Milo's Kitchen); Vet 

FDA-CVM-FOIA-2019-1704-006677 



has samples of food and treats 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=JENN IFER.JONESAA8> 

To: Darcy Adin 
CC: eerie, Olgica; Nemser, Sarah 
Sent: 1/12/2018 1 :01 :50 PM 
Subject: RE: dog food concern 
Attachments: 19257 40_ 1662_Bossart_ Cardiomyopathy.pdf; Kogia selenium 2 1-s2.0-S0045653512006728-

main .pdf; Kogia selenium-1-s2.0-S0946672X16302577-main.pdf 

5r-·-Thank yO LI , -·DarcyL·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ·-·-·-·-·-·-·-B -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-Ji 

' ;___ Tlrfo rw a rath ef ee d res u I ts· when·th e y · are-back. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' · 

Have a nice weekend, 
Jen 

-·-·-·-·-·-·-·-·-·-·-·-·-·

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Wednesday, January 10, 2018 6: 13 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: eerie, Olgica <Olgica.eeric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: Re: dog food concern 

Thank you Jennifer - we will be on the lookout for it. 

As additional information, one of our cardiologist colleagues in!"-·s-s·-; posted a question about this association 
today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil (I assume CN but not 
sure) in the last year - 2 were housemates but related. 

Take care 
Darcy 

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Thank you, Darcy. We're sending the kit this week. It should arrive by close of business Friday. 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
<image001.png> <image006.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Tuesday, January 09, 2018 11:27 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: eerie, Olgica <Olqica.eeric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: Re: dog food concern 

Hi Jennifer, 

FDA-CVM-FOIA-2019-1704-006679 

mailto:Sarah.Nemser@fda.hhs.gov
mailto:Olqica.eeric@fda.hhs.gov
mailto:Jennifer.Jones@fda.hhs.gov
mailto:dbadin@ncsu.edu
mailto:Jennifer.Jones@fda.hhs.gov
mailto:Sarah.Nemser@fda.hhs.gov
mailto:Olgica.eeric@fda.hhs.gov
mailto:Jennifer.Jones@fda.hhs.gov
mailto:dbadin@ncsu.edu


That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from 
2 dogs to test for[______ B5 ·-· 1one was in the reference range and the other a bit high. 

Thank you! 
Take care 
Darcy 

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
Good morning Darcy, 

l 
We'd like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it 

v,i th. the.archived. sampkor food from the !::::::::::ii~_::::::r,as _______________________B5 _______________________i ___ __

Please let me know the size/weight of the sample you have, and I'll send a box to collect it. 

Thank you, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
<image001.png> <image003.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Thursday, January 04, 2018 2:47 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: Re: dog food concern 

rJ_.fil.19Jrnys_.il_fQQ~.H!11.Pk.f9L9l!Lfl!!B.s_i1rn;i!imtJ.e.ll!!l!c.!9_QQ_.:._C;iJj.fgmi_~.!'. kangaroo and lentil)./ilJµ_[!'  Ll'l.~.i
. ' 
! i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote: 
The myocardium is fron( _______________B6 ______________ J Maybe we will wait to see what the blood levels show.

B5 
Thanks! 
Darcy 
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On Thu, Jan 4, 2018 at 2: 14 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
Thank you for the update. I'll let you know th~---·-·---~~----·-Joncentrationfrom[:::::::::::::$~:::::::::::::Jfood after the 
results are back. 
The frozen myocardium, is it from the l__________B6 ·-·-·-·-·!case? 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
<image001.png> <image004.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Wednesday, January 03, 2018 3: 10 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: Re: dog food concern 

Hi Jennifer, 

Thank you! We have not tested forL. _____ B5 ______ l in any of the dogs. We have stored blood samples from several

dogs and have an inpatient right now that we can submit blood from i___·-·-·-·-·-· 84 -·-·-·-·-·-·-·~uns this). We will 
probably start with looking at blood samples from 2 dogs as a screening. We also have frozen myocardium from 
one dog - do you think this should also be evaluated? 

Thank you! 
Darcy 

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
Good afternoon Darcy, 
Happy New Year! Than_k you .for the_f!dditional information. I discussed the information you provided below and 
from the previous case! 

. 
86 !Miniature Schnauzers-800.218) with my colleagues. 

' L--·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Based on our discussions, I will test some leftover food from the 800.218 case, for! B5 !content. Have any 
of the dogs with DCM had blood or tissue [~:~:_s(:~:~:! levels tested? ' 
Thank you kindly, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 
<image001.png> <image005.png> 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Wednesday, January 03, 2018 11 :31 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: dog food concern 

Hi Dr. Jones, 

I'm hoping that you recall our communications over the summer regarding food testing for unrelated housemate 
dogs that developed DCM. These dogs were eating California Naturals Kangaroo and Lentil diet and we were 
not able to identify a cause of the DCM, dietary or infectious or toxic. 

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems 
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that this diet is a relatively common theme. We have been increasingly better about recording a diet history in 
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs 
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of 
them are alive and half died close to the time of diagnosis. 

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best) 
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were 
diagnosed with DCM 6 months apart. 

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals 
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs 
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Iams - so maybe these are not necessarily 
related. 

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I 
would be all ears! 

Thank you! 
Darcy 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
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Raleigh, NC 27607 
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From: Guag, Jake </O=-EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7A7C5484C80E1D9CF9D1A15DE- 
JGUAG> 

To: dbadin@ncsu.edu 

cc: Jones, Jennifer L 

Sent: 1/17/2018 2:12:36 PM 

Subject: FDA (Vet-LIRN) shipped sample collection kit 

Dear Dr. Adin, 

We shipped a food sample collection kit to your place this morning. Its tracking number is 

1ZA4420T0194648732 with UPS. It is expected to arrive on tomorrow (Jan 18, 2018). 

Thank you 

Jake Guag 

Jake Guag, MPH , CPH 

Biologist 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Vet-LIRN 

8401 Muirkirk Road. 

Laurel, Maryland 20708 

tel: 1-240-402-0917 

email: Jake.Guag@fda.hhs.gov 
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From: Darcy Adin <dbadin@ncsu.edu> 
To: Guag, Jake 
CC: Jones, Jennifer L;i__ _________ B6 _______ ___: 
Sent: 1/17/2018 4:12:39 PM 
Subject: Re: FDA (Vet-LIRN) shipped sample collection kit 

Thank you! We will be on the lookout for it. 
Take care 
Darcy 

On Wed, Jan 17, 2018 at 9: 12 AM, Guag, Jake <Jake.Guag@fda.hhs.gov> wrote: 

Dear Dr. Adin, 

We shipped a food sample collection kit to your place this morning. Its tracking number is 
1ZA4420T0194648732 with UPS. It is expected to arrive on tomorrow (Jan 18, 2018). 

Thank you 

Jake Guag 

Jake Guag, MPH , CPH 

Biologist 
U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Vet-LIRN 

8401 Muirkirk Road. 

Laurel, Maryland 20708 

tel: 1-240-40 2-091 7 

email: Jake. Guag@fda.hhs.gov 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

FDA-CVM-FOIA-2019-1704-006686 



From: Darcy Adin <dbadin@ncsu.ed_u> 
To: Jones, Jennifer L; L_ ________ BG ________: __ 
Sent: 1/22/2018 4:24:22 PM 
Subject: Re: dog food concern 

Hi Jennifer, 

The boxes have both arrived today. Apparently, the other one was delivered to a different location. Since they 
are prepaid boxes, I am going to send some other grain free food that an owner gave us as well. These will go 
out later today. 

So, one box will have California Naturals Kangaroo and Lentil and the other box will have Fromm Large Breed 
Adult Grain free - they are labelec. 

Thank you so much! 
Darcy 

On Wed, Jan 17, 2018 at 7:00 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Yes, ,,e can resend the kit. I'll fornard the tracking information. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Tuesday, January 16, 2018 3:09 PM 
To: Jones, Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 

Subject: Re: dog food concern 

Hi Jennifer, 

Unfortunately it looks like it was delivered on thursday but we are not able to find it. Would it be possible to 
send another box? I am so sorry .... 

Thanks 

Darcy 

On Tue, Jan 16, 2018 at 11:27 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

FDA-CVM-FOIA-2019-1704-006687 



Thank you, Darcy. Here is the tracking info: 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-j-l-21 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Tuesday, January 16, 2018 11:18 AM 
To: Jones, Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 

Subject: Re: dog food concern 

Thank you Jennifer! Very interesting ... 

We have not received the box - do you have a tracking number that we can look into? We have had some FedEx 
delays both friday and today. 

Thank you! 

Darcy 

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Thank vou, Darcvi 85 i 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·'"'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

I'll fornard the feed results \\hen they are back. 

-·-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·] 

Have a nice \\eekend, 

Jen 

Jennifer Jones. DVM 

FDA-CVM-FOIA-2019-1704-006688 



Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

DRUG 

From: Darcy Adin [mailto:dbadin,ancsu.edu] 
Sent: Wednesday. January 10. 2018 6:13 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: Re: dog food concern 

Thank you Jennifer - we will be on the lookout for it. 

As additional information, one of our cardiologist colleagues in i BG : posted a question about this association 
L--·-·-·-·-· 

today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil (I assume CN but not 
sure) in the last year - 2 were housemates but related. 

Take care 

Darcy 

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Thank you. Darcy. We're sending the kit this ,veek. It should arrive by close of business Friday. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

<image00 l .png> <image006.png> 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Tuesday. January 09, 2018 11:27 AM 
To: Jones. Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 
Cc: Ceric. Olgica <Olgica.Cericrdfda.hhs.gov>: Nemsec Sarah <Sarah.Nemserrdfda.hhs.gov> 
Subject: Re: dog food concern 

FDA-CVM-FOIA-2019-1704-006689 



Hi Jennifer, 

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from 
2 dogs to test for i 85 j 

L--·-·-·-·-·-·-·-•-•-' 
one was in the reference range and the other a bit high. 

Thank you! 

Take care 

Darcy 

On Tue, Jan 9, 2018 at 10:07 AM, Jones, JenniferL <Jennifer.Jones@fda.hhs.gov> wrote: 

Good morning Darcy. 

We'd like to collect some of the food from your current cas~_(Cal_iforn.ia.Nat.'--1.rnl.s.J~.J!JJ.g_gJ:.Q.9l.J..'m.go.ing_J__ s.~ndjt 9 
,. 

; 
with _the. archived. sample_ of food_ from. the_ i-·-·-·-·-·-ss-·-·-·-·-·1. casd·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-,-·~~---·-·-·-·-·-·-·-·-·-·-·-·-·-·

i i 

i i 
i i 
i i 
i i 
i 

85 ; 
i 

i i 
i i 
i-·-·-·-·-·-·-·--·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

-·-·-·-·-·-·-·-·-·-·-·-·], 

Please let me know the size/weight of the sample you have, and I'll send a box to collect it. 

Thank you, 
Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

<image00 l .png> <image003 .png> 

From: Darcy Adin [mailto:dbadinrd;ncsu.edu] 
Sent: Thursday. January 04. 2018 2:47 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

FDA-CVM-FOIA-2019-1704-006690 



Subject: Re: dog food concern 

. ·-·-·-·-·-·-·-·1 

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). i 85 i 

! 85 ! , 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote: 

The myocardium is fromi 86 i Maybe we will wait to see what the blood levels show. 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

B5 
Thanks! 

Darcy 

On Thu, Jan 4, 2018 at 2: 14 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Thank you for the update. I'll let you lrno\\ the[::::13-t::J concentration fromi 86 [s food after the results are 
back. '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

The frozen myocardium, is it from the[_ _______ 86 ·-·-·-·] case? 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

<image00 l .png> <image004.png> 

From: Darcy Adin [mailto:dbadinrC/;ncsu.edu] 
Sent: Wednesday, January 03, 2018 3: 10 PM 
To: Jones, Jennifer L <Jennifer.Jonesrd;fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Cericrd;fda.hhs.gov>: Nemser, Sarah <Sarah.Nemserri,;fda.hhs.gov> 
Subject: Re: dog food concern 

FDA-CVM-FOIA-2019-1704-006691 



Hi Jennifer, 

Thank you! We have not tested forl__ ____~§ ______ _ _] in any of the dogs. WeJ1~y~--~.torn.d.b..l_q9d samples from several 
dogs and have an inpatient right now that we can submit blood from[ _____________B4 _____________  i runs this). We will 
probably start with looking at blood samples from 2 dogs as a screening. We also have frozen myocardium from 
one dog - do you think this should also be evaluated? 

Thank you! 

Darcy 

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good afternoon Darcy, 

Happy Ne\\ Year! Thank you for the additional information. I discussed the information you provided belO\v and from the 
previous case L_ ______ B6 _______ _! Miniature Schnauzers-800.218) \\ith my colleagues. 

Based on our discussions, I \\ill test some leftover food from the 800.218 case, fori 85 i content. Have any of the dogs 
\\ith DCM had blood or tissue i-·-·-·ss·-·-·-·; levels tested? '-·-·-·-·-·-·-·-·-·1 

'-·-·-·-·-·-·-·-·-· 

Thank you kindly, 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

<image00 l .png> <image005 .png> 

From: Darcy Adin [mailto:dbadinrdncsu.edu] 
Sent: Wednesday, January 03, 2018 11:31 AM 
To: Jones, Jennifer L <Jennifer.Jonesrcifda.hhs.gov> 
Subject: dog food concern 

Hi Dr. Jones, 

I'm hoping that you recall our communications over the summer regarding food testing for unrelated housemate 

FDA-CVM-FOIA-2019-1704-006692 



dogs that developed DCM. These dogs were eating California Naturals Kangaroo and Lentil diet and we were 
not able to identify a cause of the DCM, dietary or infectious or toxic. 

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems 
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in 
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs 
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of 
them are alive and half died close to the time of diagnosis. 

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best) 
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were 
diagnosed with DCM 6 months apart. 

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals 
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs 
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Iams - so maybe these are not necessarily 
related. 

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I 
would be all ears! 

Thank you! 

Darcy 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

I 060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

I 060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 
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I 060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

I 060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

I 060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: Darcy Adin <dbadin@ncsu.edu> 
To: Jones, Jennifer L 
CC: eerie, Olgica; Nemser, Sarah 
Sent: 1/23/2018 6:53:11 PM 
Subject: Re: dog food concern 

Thanks for chatting today Jennifer! 85 
-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-

p•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i ! 

! i 
i ! 

•j_--------------------------------------------------------------------------------- I •-•-•-•-•-•-

B5 

Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able 
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that 
discuss Grain free benefits. 

Thank you! 
Darcy 

On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote: 
Hi Jennifer, 

I wondered if I could speak with you sometime_ tod_ay about the diets and some data we have compiled? My 
office is 919-513-6032 and my cell isl_ ___________ B6 -·-·-·-·-i ·-· Alternatively, we could email - just let me know! 

Take care 
Darcy 

On Fri, Jan 12, 2018 at 8:0 I AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Thank you, Darcy. i 85 i 
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! B5 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

ru fornard the feed results \\hen they are back. 

FDA-CVM-FOIA-2019-1704-006705 



Have a nice ,,eekend, 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

DliU!li 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Wednesday, January 10, 2018 6:13 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: Re: dog food concern 

Thank you Jennifer - we will be on the lookout for it. 

As additional information, one of our cardiologist colleagues in! B6 posted a question about this association 
L--·-·-·-·-·-

tod ay on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil (I assume CN but not 
sure) in the last year - 2 were housemates but related. 

Take care 

Darcy 

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Thank you, Darcy. We're sending the kit this \\eek. It should arrive by close of business Friday. 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

<image00 l .png> <image006 .png> 
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From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Tuesday, January 09, 2018 11:27 AM 
To: Jones, Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Cericrdfda.hhs.gov>: Nemser, Sarah <Sarah.Nemserrdfda.hhs.gov> 
Subject: Re: dog food concern 

Hi Jennifer, 

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from 
2 dogs to test forL. ______ !3_5-_____ j one was in the reference range and the other a bit high. 

Thank you! 

Take care 

Darcy 

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good morning Darcy, 

We'd like to collect some of the food from your current case ,(~_<!l_if..o..r..1!.!<!.J~{<!lt~t~!.~.Jfc!IJ.g_<l::r..<?.__ !<?._.~~g
_____ with the_ archived_ sam gl e. of_ food from_ ther·-·-·-·ss·-·-·-·-J case. J.___·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 8 5 ·-·-·-·-·-·-·-·-·-·-·-·-·

9.1J'_1c_!A ______ 

BS 
-·-·-·-·

1 
j 

~1:..gg_i1J.g ______ 
-·-·-·-·-·-·-·-·-·-·-·-

Please let me know the size/weight of the sample you have, and I'll send a box to collect it. 

Thank you, 
Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

<image00 l .png> <image003 .png> 
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From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Thursday, January 04, 2018 2:47 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 
Subject: Re: dog food concern 

Naturals )i 
.--·-·-·-·-·-·-, 

,·-·-·l.al.s.o_.b.av.e_.a_forn:L'l.am.ole_.for_o11LcmceuLinoatien.L(s.ame...fo_od_::._Cali.fomi.a., B 5 kangaroo and 1 entil B 5 i 
! i •-·-·-·-·-·-·-·· 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote: 

The myocardium is from I B 6 ! Maybe we will wait to see what the blood levels show. 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

B5 
·-·-·-·-·-·-·-·-·-·-, 

Thanks! 

Darcy 

On Thu, Jan 4, 2018 at 2: 14 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

' ' . 
Thank you for the update. I'll let you lrno\\ th~ 85 poncentration fromi 86 !food after the results are 
back. L--·-·-·-·-·-·-·-·-·-·' L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·" 

The frozen m,ocardium, is it from th! 8 6 lase') 
., i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Jennifer Jones. DVM 

Veterinary Medical Officer 

2-1-0--1-02-5-1-2 l Tel: 

<image00 l .png> <image004.png> 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
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Sent: Wednesday, January 03, 2018 3:10 PM 
To: Jones, Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 
Cc: Ceric, Olgica <Olgica. Ceric Clfda.hhs.gov>: Nemsec Sarah <Sarah.Nemser i,fda.hhs.gov> 
Subject: Re: dog food concern 

Hi Jennifer, 

Thank you! We have not tested forl_ ______ ~_?.____j_ n  any of the dogs. We pi.!-YY...S.19JY..q.JJ.lo9,d samples from several 
dogs and have an inpatient right now that we can submit blood from i 84 rt,ms this). We will 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
probably start with looking at blood samples from 2 dogs as a screening. We also have frozen myocardium from 
one dog - do you think this should also be evaluated? 

Thank you! 

Darcy 

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Good afternoon Darcy, 

Happy Ne\\ Year! Thank vou for the additional information. I discussed the information you provided belO\v and from the 
previous case t._ _______ 86 ___· __ __ ~iniature Schnauzers-800.218) \\ith my colleagues. 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Based on our discussions, I ')jJ.lJ~.:;;.t.~Qm_\:;}eftover food from the 800 .218 case, foj B 5 rtent. Have any of the dogs 

\\ith DCM had blood or tiss1-t__·-·-·-~-~---·-·-·fvels tested? ;·-·-·-·-·-·-·-·-·-·-1·-·-·-· 

Thank you kindly, 

Jen 

Jennifer Jones. DVM 

Veterinary Medical Officer 

Tel: 2-1-0--1-02-5-1-2 l 

<image00 l .png> <image005 .png> 

From: Darcy Adin [mailto:dbadinrancsu.edu] 
Sent: Wednesday, January 03, 2018 11:31 AM 
To: Jones, Jennifer L <Jennifer.Jonesrdfda.hhs.gov> 
Subject: dog food concern 
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Hi Dr. Jones, 

I'm hoping that you recall our communications over the summer regarding food testing for unrelated housemate 
dogs that developed DCM. These dogs were eating California Naturals Kangaroo and Lentil diet and we were 
not able to identify a cause of the DCM, dietary or infectious or toxic. 

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems 
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in 
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs 
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of 
them are alive and half died close to the time of diagnosis. 

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best) 
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were 
diagnosed with DCM 6 months apart. 

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals 
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs 
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Iams - so maybe these are not necessarily 
related. 

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I 
would be all ears! 

Thank you! 

Darcy 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

I 060 William Moore Drive 
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Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
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Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 

Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 

Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
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Raleigh, NC 27607 
919-513-6032 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Rotstein, David; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren 
CC: eerie, Olgica; Nemser, Sarah; Reimschuessel, Renate 
Sent: 1/23/2018 6:59:39 PM 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers­

EON-323515-323519 
Attachments: Re: dog food concern 

! . 
' ' 
i i 
i i ; B5 ; 
i i 
i i 
i i 
i i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Thursday, January 11, 2018 9:36 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 
Renate <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-

JJ-Vet emailed-" As additional information, one of our cardiologist colleagues inl__ B6___iposted a question about 
this association today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil {I 
assume CN but not sure) in the last year - 2 were housemates but related." 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Wednesday, January 03, 2018 2:32 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 
'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' <Renate.Reimschuessel@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Going to test the leftover food for: _________~_5, ____j_b __ ased on our discussion during the PFO meeting today. I asked the 
vet if any dogs tested (blood/tissue) for! BS! 

L--·-·-·• 

Jennifer Jones, DVM 
Veterinary Medical Officer 

FDA-CVM-FOIA-2019-1704-006714 



U.S. 17001ll & 111:WG

Tel: 240-402-5421 

 

From: Rotstein, David 
Sent: Tuesday, August 22, 2017 8:39 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Queen, Jackie L 
<Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olqica.Ceric@fda.hhs.gov> 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Agreed. Thanks Jen 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

U.S. FOOD & DRUG 
All'.IMI NIS1fRAllON 

D •• 11111111!/I 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 
the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, August 22, 2017 8:37 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

BLUF: Final Conclusion: The cause of the two dogs' DCM is unclear. The bloodwork for these dogs 
showed normal taurine and-·-·-·-·-·ss·-·-·-·-·11evels. Based on the dogs' blood tauriner-·-·-·ss-·-·-·-·1evels and the 
dry dog food test results, it "i·s-·u-n"iikely' thatr-·-·-·-·-·ss·-·-ta ·-·-·-1 urine, or[~~~~~~~8-~=~~~~Jcau~-Ei"d-·Hi-e-dogs' illness. 

i.·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

85 
FDA-CVM-FOIA-2019-1704-006715 



B5 

Final Conclusion: The cause of the two dogs' DCM is unclear. The bloodwork for these dogs showed 
normal taurine and r-·-·-·-·ss·-·-·-·-1 levels. Based on the dogs' blood tauriner·-·-·s-s·-·-·-·levels 1 and the dry dog 
food test results, it is--~-nTike.ly thatl. _________ 

0

B5 _____.J__  taurine, or c-·-·-·s-s·-·-·-·1 cau secfi11-e·-dogs' illness. 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U,S., FOOID & IDIFtUG
ADMINIS,TRATION 

 

From: Jones, Jennifer L 
Sent: Monday, August 07, 2017 7:02 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: 800.218-Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

FYI-Taurinec·-·-ss-·-·-·-i still pending, but! BS : negative. 
'·-·-·-·-·-·-·-·-·-·· '-·-·-·-·-·-·-·-·-·-•-•-' 

Jennifer Jones, DVM 
Veterinary Medical Officer 

U .. S. FOOID & !DRUG
A ll:1 MI NISTR.Al ION 

 

From: Jones, Jennifer L 
Sent: Thursday, July 27, 2017 7:25 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We received the food and plan to test for:._ _______ B5 ________The !  vet also mentioned two items of interest: 
1. She's treated 2 other dogs in last 2 weeks with DCM/CHF and being fed California Natural food. That 

brings us to 4 DCM dogs recently eating this food. 

FDA-CVM-FOIA-2019-1704-006716 



___________________ a. ______ We_ can_ cons id er tau ri n e _and_ other tv Qe s _ of _tes tin a? -----------------------------------------------------------------

1 BS I 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Thoughts from the group? 

Jennifer Jones, DVM 
Veterinary Medical Officer 

GU.S.,, FOOD & IJRU
ADMINISlRAllON 

 

From: Jones, Jennifer L 
Sent: Tuesday, July 18, 2017 8:18 AM 
To: Rotstein, David; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

Ok, thanks, Dave. I' II check with the vet if l_ ______________________________________________________~_?._ ____________________________J _________ ____________________________ 

Jennifer Jones, DVM 
Veterinary Medical Officer 

UU.S. IFOOD & l!OUrf
ADMINIS1rRA110N 

G 

From: Rotstein, David 
Sent: Thursday, July 13, 2017 2:54 PM 
To: Jones, Jennifer L; Palmer, Lee Anne; Reimschuessel, Renate; Queen, Jackie L; Carey, Lauren 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

I think testing is worth pursuing. Oddball question, but! 85 ] 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

I was thinking of th a·-------------------------85 _________________________ ] and was thinking of r·------------------------iis-·----------
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-' 

-------------! 

This would highly unlikely, but wanted to put it out there. 

David Rotstein, DVM, MPVM, Dipl.ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
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Date: July 13, 2017 at 2:44:24 PM EDT 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David 
<David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers-EON-323515-323519 

We could test foL _______ BS ____in _____ food, what does the group think? Any additional testing? Is it worth 
testing the[_ _____________________________BS-·-·-·-·-·-·-·-·-·-·-·-·-·-·-__________ ·-·-·-·----'? 

Medical Record Review: 

.i:>E~-~-~-~!i_~_g __ ~-~'!le.1_~_!i-~_t _  86 _J 
; 
; 

I ; 
; 

B6 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

PE:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

i ;... 86 i i 

L.- . ...,-,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-..-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Labwork: 

B6 

B6 
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86 
Radsi

L
 
--·-·-·-·-·• 
86 i concern for aspiration pneumonia 

.--·-·-·-·· 
tBG ! cardiomegaly, severe diffuse mixed interstitial to alveolar pattern most severe caudo-

dorsally, hepatomegaly, dee abdominal serosal contrast 

l i severe generalized cardiomegaly with biventricular heart failure, improved vs rDVM rads 
!B61 
L_ ___i__ worsening  cardiogenic pulmonary edema, cannot exclude lung induced injury 
+/- pneumonia 

l__B6i . post ultrafiltration, improved cardiogenic edema, hypovolemia, residual interstitial to patchy 
alveolar 

i ! improved CHF with possible concern for bronchopneumonia, suspected hiatal hernia 
iB6! 
[_ _________ !markedly progressive alveolar pattern with significantly worse cardiogenic edema 

tFAST L~~-] severe cardiomegaly with ventricular hypocontractility 

Echo[_ BG_dcm i vs. myocarditis vs pacing induce vs. other (severely dilated & hypocontractile left & 
right ventricles, severely dilated left and right atria) 

Necropsy: Lung-severe diffuse alveolar injury with marked fibrin deposition (hyaline) and marked 
alveolar histiocytosis and multifocal type II pneumocyte hyperplasia; mod to marked diffuse pulmonary 
edema; mild cardiomegaly with mild mitral valve endocardiosis and mild left ventricular hypertrophy 
and left atrial dilation; thorax with mild pleural effusion; Suspect primary non-cardiogenic etiology but if 
clinical cardiac dysfunction then functional cardiac abnormalities cannot be ruled out 

Prior MHx:j B6 : 

l _____________________________ ~ ·-·-·-·-·-·-·-·-·-·-ss ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-f ·-·-·-·-· . 

.-•-·-·-·-·-·-·-·-

! 86 ! 
i-·-·-·-·-·-·-·-j 

___ Pr ese n te d B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J -·-
' i ' i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-•-·-·-·-·-·r·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

i -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-· ; B6 ; 
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.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' ' i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

; 86 ; 
Labs: 

.. --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

86 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·o·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

ECG: left ventricular enlargement suggested 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

86 

!Rads: left sided congestive heart failure 

86 ! i_ ___ B6 __i _ moderate left sided cardiomegaly without heart failure, moderate hepatomegaly 
; 
; 

____________!Ec_ ho: mitral valve endocardiosis with left atrial enlargement and heart failure, decreased left 
ventricular systolic function, suspected DCM 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ; 
; 

I 85 
; 
; 
; 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

From: Rotstein, David 
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Sent: Tuesday, July 11, 2017 12:44 PM 
To: Jones, Jennifer L; Reimschuessel, Renate; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Jen, 

i 85 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

l
. 
 so I don't think that could be ruled out. 

I do like the exploration of other causes. 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place, RM 120 
240-402-5613 (Office) (NEW NUMBER) 
240-506-6763 (BB) 

This e-mail message is intended for the exclusive use of the recipient( s) named above. It may contain 
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, 
or copied to persons not authorized to receive such information. If you are not the intended recipient, 
any dissemination, distribution, or copying is strictly prohibited. If you think you received this e-mail 
message in error, please e-mail the sender immediately at david.rotstein@fda.hhs.gov. 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 12:41 PM 
To: Reimschuessel, Renate; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Yes, and also, vet talked to MARS who said there was no corn in this food ... but that doesn't rule out 
treats. 
I'm not sure with normal l_ _______ B5 ____iand ____ ta urine levels if we should suspect issues with those as well. 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.. 

I __ ! . ___________________________ B5 i 
B 5 _____________________________ r·---------------------------------------------------------------------------------------------------------------------------------

-·-·-·-·-·-·-· 

--------------------------------------------------! 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Reimschuessel, Renate 
Sent: Tuesday, July 11, 2017 11 :51 AM 
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To: Jones, Jennifer L; Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica 
Subject: RE: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

may screen tol ______________ 85 ___________j __ 

Renate Reimschuessel V.M.D. Ph.D. 

http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Jones, Jennifer L 
Sent: Tuesday, July 11, 2017 11 :38 AM 
To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L 
Cc: eerie, Olgica; Reimschuessel, Renate 
Subject: Head's up-potential DCM case-Dr. Adin-NCSU-2 Schnauzers 

Vet will submit PFR online a 
2 dogs-unrelated miniature schnauzers 

Dog 1: 2 yr a presented 2/2017 with fulminant CH Fa severe DCM on echo, taurine/carnitine normal, 
infectious disease testing negative, died on the ventilator, necropsy done-myocardial changes were 
subtle but could be similar to moldy corn toxicity in pigsa plasma, urine, serum, and myocardial tissue 
available 

Dog 2: 7 yr, had a syncopal episode ~2/2017 but presented to vet for progressive frequency of 
syncopal episodesa 6/2017 for CHF, diagnosed with DCM similar to housemate, nearly same image on 
Echo, taurine/carnitine normal, infectious disease testing negative, they have changed the diet (Hill's) 
and dog is responding to treatment; plasma, urine, and serum available 

Dogs were eating California Naturals (different bag than from 2/2017) and treats (Milo's Kitchen); Vet 
has samples of food and treats 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road, G704 
Laurel, Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; i B6 i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: 12/3/2018 2:36:39 PM 

Subject: Acana Lamb and Apple singles: Lisa Freeman - EON-372606 

Attachments: 2059540-report.pdf; 2059540-attachments.zip 

A PFR Report has been received and PFR Event [EON-372606] has been created in the EON System. 

A "PDF" report by name "2059540-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2059540-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372606 
ICSR #: 2059540 
EON Title: PFR Event created for Acana Lamb and Apple singles; 2059540 

AE Date 11/08/2018 

Best By Date 

Animal Species Dog 

Breed Irish Wolfbound 

Age 3 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2059540 
Product Group: Pet Food 
Product Name: Acana Lamb and Apple singles 
Description: Littermate diagnosed with DCM. Initial taurine level (plasma only) was[~~]. WB taurine submitted 

·-·-·-·-·-·1'-·-·-
= [~_6] Eats BEG diet Mildly reduced contractile function on echo NT-proBNP = l._~!U troponin mildly elevated 
a(~~]istat) and[~I]at Texas A&M Will recheck in 3-4 months 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
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Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Acana Lamb and Apple singles 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i i 

i i 
i i 
i i 
i i 

i iUSA 
 L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j

; B6 ; 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-3 72606 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa':>decorator=none&e=0&issueType=l2& 
issueld=3 895 7 5 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Client: 
Patient: 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

. 

;' '
i B6 ;

. 

i
i i 

ECG from Cardio 
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: ! 86 !; HQ Pet Food Report Notification; 
( _________________________________________________________________ i 

Sent: 3/26/2019 6:25:57 PM 

Subject: 4Health whitefish and potato dry: Lisa Freeman - EON-383414 

Attachments: 2064645-report.pdf; 2064645-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-383414] has been created in the EON System. 

A "PDF" report by name "2064645-report.pdf'' is attached to this email notification for your reference. Please 
note that all documents received in the report are compressed into a zip file by name "2064645-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-383414 
ICSR #: 2064645 
EON Title: Related PFR Event created for 4Health whitefish and potato dry, 4Health salmon and potato adult 
dog food; 2064645 

AE Date 01/03/2019 

Best By Date 

Animal Species Dog 

Breed Pit Bull 

Age 7.5 Years 

District Involved PFR-New England DO 

Number Fed/Exposed ,:, 

Number Reacted 1 

Outcome to Date Died Euthanized 

Product information 
Individual Case Safety Report Number: 2064645 
Product Group: Pet Food 
Product Name: 4Health whitefish and potato dry, 4Health salmon and potato adult dog food 
Description: Eating BEG diet Syncopal episodes - identified arrhythmia recently Owner changing diet and will 
recheck in 3 months Elevated BNP t_ __ B6 ___ J taurine and troponin pending 2 other dogs in household eating same 
diet - they have not been screened yet 
Submission Type: Followup 

,., 
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Euthanized 
Number of Animals Treated With Product: 3 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

4Health salmon and potato adult dog food 

4Health whitefish and potato dry 

This report is linked to: 
Initial EON Event Key: EON-376448 
Initial ICSR: 2061217 

Sender information 
Lisa Freeman 
200 Westboro Rd 
North Grafton, MA 01536 
USA 

Owner information 
i ! 

! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

; B6 

To view this Related PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-383414 

To view the Related PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.j spa?decorator=none&e=0&issueType= 10100& 
issueld=400512&parentissueTypeld= 12 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
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shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification] 86 ! 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Sent: 3/26/2019 7:48:30 PM 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.
' '

Subject: Acana Singles Duck and Pear Formula Dry dog foo  86 
 
 

~ ! 
E ON-383424 '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_; 

Attachments: 2064656-report.pdf 

A PFR Report has been received and PFR Event [EON-383424] has been created in the EON System. 

A "PDF" report by name "2064656-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-383424 
ICSR #: 2064656 
EON Title: PFR Event created for Acana Singles Duck and Pear Formula Dry dog food, Wet Noses Grain Free 
pea and carrot dog treats Wet Noses Grain Free berry Blast dog treats, Now Fresh Grain Free Large Breed Adult 
Recipe Dry Dog f..; 2064656 

AE Date 03/16/2019 

Best By Date 

Animal Species Dog  

Breed Retriever - Labrador 

Age 8 Years 

District Involved PF~ B 6 bo 
'------------'----i!·-·-·-·-·-· -·-·-·-·J,-----'-----------.__-------' 

Number Fed/Exposed 2 

N um her Reacted 2 

Outcome to Date Died Naturally

Product information 
Individual Case Safety Report Number: 2064656 
Product Group: Pet Food 
Product Name: Acana Singles Duck and Pear Formula Dry dog food, Wet Noses Grain Free pea and carrot dog 
treats Wet Noses Grain Free berry Blast dog treats, Now Fresh Grain Free Large Breed Adult Recipe Dry Dog 
food .-·-·-·-·-·-·-·-·-, 
Description: Both my dogl _____ B_6 ______ ~ years Labrador, a~ 86 ~ year Labrador) lived on grain free food and 

1--·-·-·-·-·-·-·-·-·J L--·-·-·-·-·-·-·-· 
treats for years. Lots of peas and legumes. Brands like Acana Lamb and Pear, Wet Noses grain free peas and 
carrots treats and later on NOW grain free large breed adult food. I thoughL_ __ B6 _____ ] was doing great. She looked 
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so healthy, but she developed enlarged heart and died at only 8 years old .. My sweet girl is now gone. About 6 
months ago?, I learned of the FDA warning and added in grain inclusive food along with her grain free as well as 
cooked meat, thinking this would help. So she was still on grain free 2/3rds with I/3rd grain inclusive and 
cooked meat like chicken/beef. But at the emergency room, her heart enzymes were aL BG___!(should be under 
900) and her diagnosis was Dilated Cardiomyopath~ 86 ~og (Labrador), age 5, was then tested as he ate the 
same food and shows high enzymes test for heart iss~ies f-86._°l so I know this was not a genetic defect for my 

'·-·-·-·-·-·-) 
other dog. No Vet detected any murmur when listening to her heart, and she loved to nm. Those were all of my 
reasoning I did not fully believe the warning. This disease can stay hidden. Her heart compensated right up until 
the weekend of her death, when she did have tachycardia the weekend of her death. So terrible that this food is 
still on the market. I have now heard that Labr(.l.do.r . ..and.Grudeo_Retci.e.vers_m.ay_.111.e..rn.m~ at risk with this food. 

r·-·-·-·-·1is-·-·-·-·-ret waf·-·-·-·-·-·-·-·-·-·ss-·-·-·-·-·-·-·-·-·-·j at htt s j 86 i Her Erner enc Vet was 
'·-·-·-·-·-·-·-·-·-·-·-·- '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' p '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' g y . ---------------------------------------------------------------------------------1 h ttp.1 86 i 
Su brlns~1mr1ype-:-Trmrac-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Died Naturally 
Number of Animals Treated With Product: 2 

Number of Animals Reacted With Product: 2 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Now Fresh Grain Free Large Breed Adult Recipe Dry Dog food 

Wet Noses Grain Free pea and carrot dog treats Wet Noses Grain Free 
berry Blast dog treats 

Acana Singles Duck and Pear Formula Dry dog food 

Sender information 
i 

i 
i 
i 
i 
i 
i i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

USA 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-383424 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=l2& 
issueld=400522 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
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the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: EON Admin <eoncvmlabsamples@fda.hhs.gov> peovcrnrneneneninemenennsnnnrnn 

To: Queen, Jackie L; Carey, Lauren; Rotstein, David; Palmer, Lee Anne__—i+B6 ed 

Sent: 3/27/2019 3:00:26 AM 

Subject: Consumer Complaint Record Created in EON IMS (EON-383456) 

Attachments: EON-383456-ConsumerComplaint-Report. pdf 

The ORA Reporting Database was polled and the following Consumer Complaint record was inserted into the 

Emergency Operations Network Incident Management System (EON IMS). 

EON Key: EON-383456 

Complaint Number: 156879 

Brand Name: Zignature 

Product Name: Turkey Blend Grain Free 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

  

To: Cleary, Michael *; HQ Pet Food Report Notification; B6 
  

Sent: 3/26/2019 2:44:44 PM 

Subject: Rachel Ray's Chicken and vegies! BO + EON-383378 
  

Attachments: 2064635-report.pdf; 2064635-attachments.zip 

A PFR Report has been received and PFR Event [EON-383378] has been created in the EON System. 

A "PDF" report by name "2064635-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2064635-attachments.zip' ' 

and 1s attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-383378 

ICSR #: 2064635 

EON Title: PFR Event created for Rachel Ray's Chicken and Veggies; 2064635 

  

  

  

  

  

  

AE Date 11/14/2018 Number Fed/Exposed | | 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Retriever - Labrador 

Age 2 Years 

District Involved | PFR-Baltimore DO           
  

Product information 

Individual Case Safety Report Number: 2064635 

Product Group: Pet Food 

Product Name: Rachel Ray's Chicken and Veggies 

Description: On 11/14/2018, presented to pcDVM for on/off limping with unknown trauma and cardiomegaly 

was identified on the subsequent radiographs, as well as muffled heart sounds on auscultation; a cardiac 

consultation was recommended. At consult, a Grade V/VI heart murmur was ausculted with significantly muffled 

heart sounds on the left. She was diagnosed with severe tricuspid valve dysplasia, severe tricuspid insufficiency, 

severe right heart volume load, severe enlargement of the caudal vena cava and hepatic veins, and dilated, 

thin-walled, hypocontractile left ventricle consistent with left-sided DCM. An ECG showed sinus rhythm 

FDA-CVM-FOIA-2019-1704-007532



conducted with first-degree AV block, and a Holter monitor was performed (normal). She was started on 
  

B6 (following a Taurine level being drawn). 
  

“Submission Type: Initial 

Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 

Number of Animals Treated With Product: | 

Number of Animals Reacted With Product: | 

  

Product Name Lot Number or ID | Best By Date 
  

Rachel Ray's Chicken and Veggies           

Senderinformation 

  
B6 

    

USA 

Owner information 
  

    

To view this PFR Event, please click the link below: 

  https://eon.fda.gov/eon//browse/EON-383378 

To view the PFR Event Report, please click the link below: 

https://eon.fda.gov/eon//EventCustomDetails Action! viewReport.jspa?decorator=none&e=0&1ssueTy pe=12& 

issueld=400476 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs. gov immediately. 
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 From:   i B5, B6 
To:   Jones, Jennifer L 

Sent: 7/6/2018 4:54:55 PM 

Subject: Suspected diet related DCM case logs 

Attachments: Dilated cardiomyopathy cases 2017.xIsx 

 

Dr. Jones, 

Please find attached the current case log for suspected diet related DCM 

cases. Let me know if you have any questions. 

  
B5, B6 
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From: 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5, _ B 6·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

To: Jones, Jennifer L 
Sent: 5/18/2018 5:25:41 PM 
Subject: DCM and Diet spreadsheet 
Attachments: Diet Breakdown by Brand.xlsx 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l_ ________________________ BG ______________________ ___: 

Sent: 1/24/2019 4:28:19 PM 

Subject: Taste of the Wild Sierra Mountain:!._ _______ 86 ______ EON-377360 J 

Attachments: 2061702-report.pdf 

A PFR Report has been received and PFR Event [EON-377360] has been created in the EON System. 

A "PDF" report by name "2061702-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-377360 
ICSR #: 2061702 
EON Title: PFR Event created for Taste of the Wild Sierra Mountain; 2061702 

AE Date 07/01/2018 Number Fed/Exposed 5 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Died Euthanized 

Breed Bulldog 

Age 10 Years 

District Involved PF~ B6 
t-·-·-·-·-·-·-·-·-· i

~o 
 

Product information 
Individual Case Safety Report Number: 2061702 
Product Group: Pet Food 
Product Name: Taste of the Wild Sierra Mountain 
Description: Diet for entire life consisted of grain free food. Started in July to have labored breathing with an 
occasional gag. Activity level had decreased. X-rays showed displacement of trachea. Vet treated for pneumonia 
due to white areas of lung. Finally got an echocardiogram and the diagnosis was Dilated Cardiomyopathy. Tests 
also showed his liver, spleen, and caudal vena cava were enlarged. The last week of life, he could not lay down 
but would just stand and pant. When it got so bad, I chose to let him be euthanized. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Died Euthanized 
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Number of Animals Treated With Product: 5 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild Sierra Mountain 

Sender information 

USA 

To view this PFR Event, please click the link below: : ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ss -----------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

To view the PFR Event Report, please click the link below: 

l-----------------------------------------------------------------------------------------------------------------~~--------------------------------------------------------------------------------------------------------------J 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 
information pursuant to your signed Acceptance of Commission. 

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 
state government official, you are reminded of your obligation to protect non-public information, including trade 
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 
from further disclosure. The information in the report is intended for situational awareness and should not be 
shared or acted upon independently. Any and all actions regarding this information should be coordinated 
through your local district FDA office. 

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A38741 32- 
SARAH.PELOQ> 

To: Jones, Jennifer L; Rotstein, David 

Sent: 6/12/2019 6:58:31 PM 
Subject: RE: DCM write-up for June Web Update 

  

One correction—| double checked and it should be “There ar B5 evaluation.” 
    

FYI, these are the pending necropsy cases: 
  

B5, B6 
      
Sarah Peloquin, DVM 

Veterinary Medical Officer 

tel: 240-402-1218 

From: Peloquin, Sarah 

Sent: Wednesday, June 12, 2019 2:41 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 

Sorry for the delay—| added my changes in blue: 

  

    
  

Sarah Peloquin, DVM 

Veterinary Medical Officer 

tel: 240-402-1218 

From: Jones, Jennifer L 

Sent: Wednesday, June 12, 2019 2:10 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>   

Subject: RE: DCM write-up for June Web Update 

Excellent, thanks, Dave. I'll wait for Sarah P to reply to make sure our numbers are correct as of 5/31/2019. 

Jennifer Jones, DVM 

FDA-CVM-FOIA-2019-1704-003921



Veterinary Medical Officer 

Tel: 240-402-5421 

oe U.S, FOCI & CRUG 
A UO WE FUME ES TE Ae     

From: Rotstein, David 

Sent: Wednesday, June 12, 2019 10:19 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; 

Hodges, April <April Hodges@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 

Works for me! 

Thank you! 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

   

   
U.S. FOOD & DRUG 
AT PAINS TR TD Ch 

ce onc 

a |    

  

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at   david. rotstein@fda.hhs. gov. 

From: Jones, Jennifer L 

Sent: Wednesday, June 12, 2019 10:18 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>;   Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Hodges, 
  

April <April. Hodges@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 

This looks great, Dave. I’m just going to change the date to B5 ! Does that still work? 
  

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 | 

IV U.S. FOOD & DRUG 
wit ME Oe 6 Oa, AS       ye Mth na   

From: Rotstein, David 

Sent: Wednesday, June 12, 2019 10:05 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; 

Hodges, April <April.   Hodges@fda.hhs.qov> 

Subject: RE: DCM write-up for June Web Update 

Jen, 

Please see below. 

FDA-CVM-FOIA-2019-1704-003922



  

| didn’t put hard numbers in there given tha B5 . | can add those if you think it would be 
      

helpful. 

d. 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

1 U.S. FOOD ¢ 
ACTS VED INS TPR aT Eh se 

       

ia 2 ("a 

h al Wl 

      

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david. rotstein@fda.hhs. gov. 

From: Jones, Jennifer L 

Sent: Wednesday, June 12, 2019 7:21 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.qgov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.qov> 

Subject: DCM write-up for June Web Update 

Importance: High 

Good morning team, 

Could you please write-up a summary of the findings we would like to make public for DCM necropsies? This 

will be part of the technical Vet-LIRN update. The information will build on this paragraph: 
  

      

  

Can you get this to me by noon Thursday? | told comm’s I’d have the update complete by COB Thursday. 

Thank you : ) 

Jen 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 
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new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jennifer jones@fda hhs.gov 

Web: hitto://www.fda.cov/AnimalVeterinary/ScienceResearch/ucm247334 him 

Ls 
AS TW EO Ae     
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From: Jones, Jennifer L </o=Exchangelabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Norris, Anne 
CC: Peloquin, Sarah 
Sent: 6/13/20191:31:11 PM 
Subject: RE: Vet-LIRN Update on DCM 

Good morning Anne, 
I finished with the Vet-LI RN updates, and they're ready for your team. 
Please let me know if you want to meet ahead of tomorrow's meeting to discuss the content. 
Thanks again, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Jones, Jennifer L 
Sent: Wednesday, June 05, 2019 9:38 AM 
To: Norris, Anne <Anne.Norris@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thank you:) 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:37 AM 
To: Jones, Jennifer L <Jenniifer.Jones@fda.hhs.gov> 
Subject: RE: Vet-LIRN Update on DCM 

i ! 

Sure, no problem at all. Thank you and enj~ 86 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

From: Jones, Jennifer L 
Sent: Wednesday, June 5, 2019 9:33 AM 
To: Norris, Anne <Anne .. Norris@fda..hhs .. gov> 
Subject: RE: Vet-LIRN Update on DCM 

Thanks, Anne. I'll take a look and work on the updates.: 86 i 
Can I get it to you by COB Thursday? '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

FDA-CVM-FOIA-2019-1704-003925 

From: Norris, Anne 
Sent: Wednesday, June 05, 2019 9:23 AM 



To: Jones, Jennifer L <Jenniifer .. Jones@fda..hhs .. gov> 
Subject: Vet-LIRN Update on DCM 

Hi Jen, 

Wanted to circle back after Dr. Solomon's DCM briefing. You did a great job! I think he has a much better 
appreciation for where things stand now. 

I mocked up a new document for the June DCM Vet-LI RN Update using the last Vet LI RN-Update as the basis 
and thought you could edit/add/subtract as you wish. 

Draft ...... Vet .. 11 .... IIRN DCM Update for June 2019 

Happy to discuss/help however I can, please let me know! If at all possible, I think we'd like to have drafts ready 
to share with the group by the middle of next week. Is that workable for you? 

Thanks! 
Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 

! B6 i 
'-·Anne. Norris@fda.'hhs.gov 

D 

D 
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