
From: Nemser, Sarah </O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS 
/CN=SARAH.YACHETTI> 

To: Rotstein, David; Carey, Lauren; CVM Vet-LRN-OR; Palmer, Lee Anne; Queen, Jackie L 
Sent: 5/18/2015 7:21 :05 PM 
Subject: 800.131 - RE: EON-208329 - FW: Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried 

Dog Food: ~:~:~
Attachments: 800.131-EON-208329-

L~:~: :~:~:~:~:~:~~;s.·:.-:.-:.-:.-:.-:.-:.-:.-:.-~J 
L_____ ,B6 ____ ,isummary-05-18-2015.doc.html
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From: Carey, Lauren 
Sent: Thursday, May 14, 2015 2:15 PM 

-·-·-·-·-·-·-·-·-·-·-·-
: i B6 :

L--·-·-·-·-·-·-·-·-·-·-·-

To: CVM Vet-LRN-OR; Palmer, Lee Anne; Queen, Jackie L; Rotstein, David ·-· 

[-·-·-·-·-ss·-·-·-·-·1 Subject: FYI: EON-208329 - FW: Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried Dog Food

Elevated serum D in a 4yo WHWT. 
This is a raw diet I believe ("freeze 

From: PFR Event [mailto:pfreventcreation@fda.hhs.gov] 

Sent: Thursday, May 14, 2015 2:00 PM ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ;ro:
! 

_f-·-·-·-·-·-·-·-·-·-·-·-·-·1is·-·-·-·-·-·-·-·-·-·-·-·-·-·:QPet Food Report Notification; H ! 86 
·-·-·-·-·-·-·-·-·-·-·-·-·-·so·-·-·-·-·-·-·-·-·-·-·-·

Sii-6fcict:·-Gran-dmaTi:i"cy's)\rtisan Chicken Grain Free/Freeze Dried Dog Food:

-·-·-·-·· 

·-·-·-·-·-·

i 
L--·-·-·-·-· -1-·-·-·-·-·-·.: '-·-·-·-·-·-·-·-·-·-·-·-·-

 r-·-·-·- -·s6·-·-·-·-·-·-·-·-·-·-·i 

A PFR Report has been received and PFR Event [EON-208329] has been created in the EON System 

A "PDF" report by name" 1039540-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 "1039540-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report 

EON Key: EON-208329 
EON Title: PFR Event created for Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried Dog Food; 
1039540 

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

FDA-CVM-FOIA-2019-1704-001153 
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. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

-·-·-·-·-·-~-~----·-

-·-

·-··

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___! 

,.To_  view_ the_ PFR_ Event_ Report, J}lease_ click_ the_ link_ below:_·-·-·-·-·

B6 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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

Product information 
Individual Case Safety Report Number: 1039540 
Product Group: Pet Food 
Product Name: Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried Dog Food 
Description: Has been eating Grandma Lucy's Artisan Chicken food for about 8 months. Presented 4/18/15 for 
intermittent gastrointestinal signs and lethargy. Overall health was good with unremarkable physical exam. 
Bloodwork showed increased semm calcium and phosphoms levels. Tested negative for Addison's disease, 
ultrasound showed renal mineralization, negative testing for malignancy (PTHrP) and hyperparathyroidism. 
Serum Vitamin D levels were elevated, consistent with ingestion of excessive dietary Vitamin D. No history of 
exposure to cholecalciferol rodenticides, Vitamin D supplements, or Vitamin D-containing ointments. 
Submission Type: Initial 
Report Type: Both 
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 

Sender information 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
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Owner information 

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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800.218-Final Case Report page 1 

Vet-LIRN Final Case Report 

A. Case Identification: 

Case Number: 800.218 

Vet-LIRN Director: Renate Reimschuessel, VMD, PhD 

Program: Vet-LI RN 

Division Code: HFV- 500 

Other Investigators: 

Jennifer Jones, DVM Vet-LI RN 
Sarah Nemser, MS Vet-LI RN 

Olgica Ceric, DVM, PhD Vet-LI RN 
Jake Guag, MPH Vet-LI RN 
David Rotstein, DVM, MPH OS&C CERT 
Lee Anne Palmer, VMD, MPH OS&C DVPS 
Lauren Carey, DVM OS&C DVPS 

B. Descriptive Title of Case: 

Investigation of two dogs with dilated cardiomyopathy after consuming California Natural 

Venison and Green Lentil food and Californ ia Natural Kangaroo and Lentil dog foods. 

Address of Vet-LI RN Program Office: 

Mod II 
Center for Veterinary Medicine 
Office of Research 
8401 Muirkirk Road 
Laurel, MD 20708 

C. Initiation and Completion Date: Initiation Date: 7/13/2017 
Completion Date: 8/22/2017 
Final Report Submission Date: 

FDA-CVM-FOIA-2019-1704-001157 



800.218-Final Case Report page 2 

Case Summary 

Complaint: July 13, 2017, Vet-LI RN received consumer complaint, EON-323515, reporting dilated 
cardiomyopathy in two dogs after consuming California Natural Venison and Green Lentil food and 
California Natural Kangaroo and Lentil dog foods. 

Signalment: 
• i !

j 86 j 
7 yr MC Miniature Schnauzer 

• 2 yr MC Miniature Schnauzer-deceased 
'·-·-·-·-·-·-·' 

Signs: syncopal episodes, dyspnea, cough, heart failure 

Medical Records: Vet-LI RN collected and reviewed medical records. 

Name 

!B6! 
'-·-·-·-·-·-· . 

Clinical Signs Physical Exam Lab Work Significant Medical 
History 

syncopal 
episodes, 
hyporexia 

P 130 bpm, mild increased 
breath sounds-all lung 
fields 

suspected DCM, taurine & 
carnitine normal; negative 
infectious disease & 
nutri tional disease testing 

L.ss .J dyspnea, 
cough, 
inappetance, 
regurgitation, 

P 160 bpm, R 64 rpm, pale 
pink mm, Gr 1-11/VI left 
apical systolic murmur; 
hypokinetic, synchronous 
femoral pulse, jugular 
venous distention 

P 11.7, BG 225, ALT 147, 
AST 1006, CK 35,930; 
Toxic NP, Pit 97; 
hepatomega ly, 
biventricular heart failure, 
cardiogenic edema; 
Necropsy: Suspect 
primary non-cardiogenic 
etiology 

coffee brown 
urine with clumps 
after strenuous 
activity & hot 
outside-resolves 
with 24-36 hours; 
Crystalluria 

Owner Interview: Vet-LI RN did not conduct an owner interview. However, the veterinarian mentioned: 
• The owner alternated feedings between the two products 
• The owner did not feed anchovies, sardines, or seafood in February or chronically 
• The two dogs were from genetically different lineages 
• i-·-·s"s"-·-had '·ma-nth clinical signs at the tim{"ss·-lwas treated but didn't present with CHF for several 

s ; ____________ , 

Response: Vet-LI RN collected medical records for review and leftover open product (Kangaroo flavor) 
for taurine, carnitine, and fumonisin testing. 

Results: The food tested negative for fumonisin . The food taurine level (0.26% estimated Dry Matter 
Basis) was above the minimum level in cats (no AAFCO minimum for dogs) . The food carnitine level is 
0.0077% estimated on a Dry Matter Basis . There is no AAFCO carnitine minimum for dogs or cats . It is 
unclear whether or not the food carnitine is low, normal, or high . 

FDA-CVM-FOIA-2019-1704-001158 



800.218-Final Case Report page 3 

Conclusion: Dilated cardiomyopathy (DCM) can be caused by a variety of etiologies including, genetic2 

(breed related), toxic3 4 
' (fumonisin, acrolein 5

, domoic acid, doxorubicin, lily of valley, digitalis, 
ionophores, sicklepod, gossypol, white snake root, ethyl alcohol, foxglove, buttercups), infectious 
(Bartonellosis, Trypanosoma cruzi), and nutritional deficiency1 (e.g. taurine, protein restricted diets with 
stones, carnitine deficiency). The two genetically unrelated dogs were fed the same foods and began to 
experience cl inical signs approximately the same ti_me._The medical records indicate infectious disease 
and nutritional deficiency are unlikely etiologies. i 86 !records indicated elevated liver enzymes and 
CK values, which could support a hepatotoxic and myot~xic (cardio +/- muscle) exposure. Because! 86 : 
presented six months after i·-·ss-·lit is unknown if r·-·si·-ialso had elevated liver enzymes when i·-sEtfw-a; 
ill. The history also suggest~ci"n_o,~xposure to doxoLrubicin or domoic acid. Vet-LI RN tested the lefto~er 
bag of food froml_ __ BG_Jllness time (June 2017), but not from January, when both dogs were initially ill. 
A test for acrolein was not available. 

The cause of the two dogs' DCM is unclear, but is like ly an environmental toxin exposure. Based 
on the dogs' blood taurine/carnitine levels and the dry dog food test results, it is unlikely that 
Fumonisin, taurine, or carnitine levels in the food caused the dogs' illness. 

References: 
1. Sanderson SL. Taurine and Carnitine in Can ine Myopathy. Vet Clin Small Anim 36 (2006) 1325-

1343. 
2. Borde D, Calvert CA, Darien BJ, Guerrero J, and Wa ll M. Acquired Heart and Blood Vessel 

Disorders in Dogs. Merck Veterinary Manual. Found at: http://www.merckvetmanual.com/dog
owne rs/heart-and-b l ood-vessel-d isorde rs-of-dogs/acquired-he a rt-a nd-b I ood-vessel-d i so rde rs-
i n-dogs 

3. Val berg SJ. Toxic Myopath ies in Ruminants and Pigs. Merck Veterinary Manual. Found at: 
http://www.merckvetmanua l.com/muscu loskeletal-system/myopathies-in-ruminants-and
pigs/toxic-myopathies-in-ruminants-and-pigs 

4. Garland T. Overview of Gossypol Poisoning. Merck Veterinary Manual. Found at: 
http://www.merckvetmanual.com/toxicology/gossypol-poisoning/overview-of-gossypol
poison ing 

5. lsmahil MA, Hamid T, Haberzettl P, Gu Y, Chandrasekar B, Srivastava S, Bhatnagar A, and Prabhu 
SD. Chronic oral exposure to the aldehyde pollutant acrolein induces dilated cardiomyopathy. 
Am J Physiol Heart Circ Physiol 301: H2050-H2060, 2011. 

Supplemental Information: 
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SIGNATURES 

Deputy Director OR Date 

Director OR Date 

Vet-LIRN Director Date 
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i 
Sample Submission Form 

Amino Acid Laboratory 

University of California, Davis 
1020 Vet Med 3B 
1089 Veterinary Medicine Drive 
Davis, CA 95616 
Tel: (530)752-5058, Fax: (530)752-4698 

UC CUSTOMERS ONLY: 

Non-federal funds ID/Account Number 
to bill:. _____ _ 

http://www. vet med. ucdavis.ed u/vmb/aal/aa I. htm I 

Vet/Tech Contact: Darcy Adin DVM/Allison Klein 

Company Name: NC State University, College of Veterinary Medicine 

Address: 1060 William Moore Dr 

Raleigh, NC 27606 

Email: alklein@ncsu.edu 

Tel: 919.513.6325 Fax: 919.515.9427 

Billing Contact:L_ 86 __________ : ______________ TAX ~§ ________ ::!,-i __ioL _______ __ _ 

Email:! B6 ~ncsu.edu Te(·-· 
L--·-·-·-·-·-·-·-·-·-

B6 / 
'-·-·-·-·-·-·-· ·-·-·-·-·-·-··--------

,__ 
Patient Name:! B6 i ______________ _ 
Species:_c_an_i_ne__,,.. ____ .....,.... ______ _ 

Owner's Name:l._, ________ B6 __________ ,_i ______ _ 

Sample Type: ! ✓ !Plasma l✓ lwhole Blood Ourine OFood Oother: _____ _ 

Test Items: l ✓ ITaurine Complete Amino Acid □other:. D __________ _ 

Taurine Results (nmol/ml) 

Plasma: 2 Whole Blood: Urine:. ____ _ Food:. ____ _ 51 520 
Reference Ranges (nmol/ml) 

Plasma Whole Blood 

Normal Range No Known Risk for 
Taurine Deficiency 

Normal Range No Known Risk for 
Taurine Deficiency 

Cat 80-120 >40 300-600 >200 

Dog 60-120 >40 200-350 >150 

FDA-CVM-FOIA-2019-1704-001173 



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

To: : _________________ !3-~----·-·-·-·-·-·-j HQ Pet Food Re po rt Not ificat ion; ! _________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 5/20/2019 3:04:4 7 PM 

Subject: Blue Buffalo Large Breed Adult: Darcy Adin - EON-388253 

Attachments: 2067174-report.pdf 

A PFR Report has been received and PFR Event [EON-388253] has been created in the EON System. 

A "PDF" report by name "2067174-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388253 
ICSR #: 206717 4 
EON Title: PFR Event created for Blue Buffalo Large Breed Adult, Paul Newman Dog Biscuits various, Spring 
Hill Fish Oil; 2067174 

AE Date [ _________ B 6 _________ i Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Died Euthanized 

Breed Doberman Pinscher 

Age 11 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067174 
Product Group: Pet Food, Other 
Product Name: Blue Buffalo Large Breed Adult, Paul Newman Dog Biscuits, various, Spring Hill Fish Oil 
Description: Patient had been stable on Pimobendan for dilated cardiomyopathy for the past two years prior to 
presentation at UF Cardiology. A few weeks prior to presentation, he was started on Furosemide for coughing 
episodes. The day of presentation, an EKG performed at the primary care veterinarian showed a ventricular 
arrythmia. On presentation to UF Cardiology, patient had collapsed suddenly and was in cardiopulmonary arrest. 
After CPR and a lidocaine bolus, he converted to sinus tachycardia. Patient was diagnosed with dilated 

r·-·-·-·-·-·-·-·-, 
cardiomyopathy.l_ ____ ~-~---_jvas euthanized two days later due to gastric dilation volvulus (GDV). 
Submission Type: Initial 

FDA-CVM-FOIA-2019-1704-001195 



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 

Blue Buffalo Large Breed Adult 

Paul Newman Dog Biscuits, various 

Spring Hill Fish Oil 

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

To view the PFR Event Report, please click the link below: 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! ! B6 ; i 
! i 
! 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 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 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-388245 
ICSR: 2067168 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-05-20 10:45: 10 EDT 

Reported Problem: Problem Description: A few days before: 86 !was seen by UF Cardiology, he presented to a specialty 
clinic for a minor ohnop"ildic 

u~_s 
complaint, 

_ 
at which time an ECG revealed an 

abnormal rhythm. On 3/10, _Jbecame inappetant a,n._tj_y-9.mited twice. On 3/11, 
patient presented to primary care veterinarian, and on L_ B6 _j patient presented to 
an emergency clinic where thoracic radiographs revealed mild to moderate 
cardiomegaly. He was referred to cardiology on! B6 !where he was diagnosed 
with Dilated Cardiomyopathy. Anorexia resolved after 2 weeks. 

Date Problem Started: 03/13/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Patient received flax oil. Patient had a recent history of right hind limb lameness. 

Outcome to Date: Stable 

Product Information: Product Name: Taste of the Wild Prey (Angus, Beef, and Lentils) 

Product Type: Pet Food 

Lot Number: 

Product Use Description: 3/4 cup fed twice per day 
Information: First Exposure 03/13/2018 

Date: 

Last Exposure 03/13/2019 
Date: 

Time Interval 1 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Unknown 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: N and D Venison and Quinoa dry 

Product Type: Pet Food 

Lot Number: 

Product Use Description: 1 3/4 cup fed twice per day 

FOUO- For Official Use Only I 
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Information: First Exposure 12/13/2018 
Date: 

Last Exposure 03/13/2019 
Date: 

Time Interval 3 Months 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Unknown 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Honest Kitchen Turkey dehydrated 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information:

Description: 1/4 cup fed once per day Patient also receives lung pieces 
 and beef and duck jerky as treats. 

First Exposure 01/01/2015 
Date: 

Last Exposure 03/13/2019 
Date: 

Time Interval 4 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Unknown 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

FOUO- For Official Use Only 

Manufacturer 

2 
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/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 

Type Of Species: Dog 

Type Of Breed: Great Dane 

Gender: Male 

Reproductive Status: Neutered 

Weight: 86.1 Kilogram 

Age: 4.5 Years 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner No 
Information 

provided: 

Healthcare Professional 
Information: 

Practice Name: University of Florida 

Contact: Name: Darcy Adin 

Phone: (614) 582-9798 

Other Phone: 3522948606 

Email: adind@ufl.edu 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Sender Information: Name: Darcy Adin 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 

other Phone: 3522948606 

Email: adind@ufl.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 3 
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Report Details - EON-388246 
ICSR: 2067170 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-05-20 10:48:05 EDT 

Reported Problem: Problem Description: i B6 iws referred to UF Cardiology after her primary care veterinarian noted a 
Gra-de 2/6 left systolic murmur. She has been slowing down some over the past 
year, but still runs and plays regularly. [ B6 ! has a sinus arrhythmia. Patient was 
diagnosed with primary mitral regurgitation with systolic dysfunction. 

Date Problem Started: 04/03/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: : 86 :has a history of "bone spur" in her caudal spine since __ s.he was about 4 years 
'orcCBhe is not currently clinical for her vertebral disease.: 86 !receives 1/2 tablet 
Cosequin OS daily. ; ________ J 

Outcome to Date: Stable 

Product Information: Product Name: Cosequin OS 

Product Type: Other 

Lot Number: 

Product Use 
Information: 

Description: 1/2 tablet once daily as joint supplement 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Smart Bones Smart Sticks (peanut butter) 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 5 inch treat given once per week 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Dr. Lyon's dental treat (mint) 

First Exposure 01/01/2016 
Date: 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 3 inch treat fed once per week 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

First Exposure 01/01/2018 
Date: 

Product Name: Pedigree chicken and rice 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 1/4 cup fed once per day 

First Exposure 01/01/2012 
Date: 

FOUO- For Official Use Only I 
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Time Interval 7 Years 
between Product 
Use and Adverse 

Event: 

Product Use No 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Natural Balance Venison, Sweet Potatoes 

Product Type: Pet Food 

Lot Number: 

Product Use
Information

 Description: 1/2 cup dry fed twice per day Patient also receives 2TBSP 
: 100% pure pumpkin once daily and 1/2 hard boiled egg 

white once per week. 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 

First Exposure 10/01/2010 
Date: 

Time Interval 9 Years 
between Product 
Use and Adverse 

Event: 

Product Use No 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

l ss i 
1--·-·-·-·-·-·-·-·-·-' 

Type Of Species: Dog 

Type Of Breed: Sheepdog - Shetland 

Gender: Female 

Reproductive Status: Neutered 

Weight: 11.5 Kilogram 

Age: 1 0 Years 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

FOUO- For Official Use Only 2 
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Number of Animals 1 
Reacted: 

Owner Information: Owner No 
Information 

provided: 

Healthcare Professional 
Information:

Practice Name: University of Florida 
 

Contact: Name: Darcy Adin 

Phone: (614) 582-9798 

Other Phone: 3522948606 

Email: adind@ufl.edu 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Sender Information: Name: Darcy Adin 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 

Other Phone: 3522948606 

Email: adind@ufl.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! B6 i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 5/20/2019 3:05:50 PM 

Subject: Origins 6 Fish Grain Free dry: Darcy Adin - EON-388256 

Attachments: 2067173-report.pdf 

A PFR Report has been received and PFR Event [EON-388256] has been created in the EON System. 

A "PDF" report by name "2067173-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388256 
ICSR #: 2067173 
EON Title: PFR Event created for Origins 6 Fish Grain Free dry, Dasuquin (Nutramax) Glucosamine MSM 
Chonroitan ASU; 2067173 

AE Date 03/19/2019 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Great Dane 

Age 7 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067173 
Product Group: Pet Food, Other 
Product Name: Origins 6 Fish Grain Free dry, Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU 
Description: r-·-·-ss-·-·-11presented to UF Cardiology with a history of persistent cough for the past 2-3 months 

'-·-·-·-·-·-·-·-·· - - ~ ~ - ~ 

which acutely became more frequent with episodes of wheezing and hacking. Patient was diagnosed with atrial 
fibrillation and 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 
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 

Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU 

Origins 6 Fish Grain Free 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: 

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

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

' 86 ! 
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 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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Report Details - EON-388256 
ICSR: 2067173 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-05-20 10: 51 :4 7 EDT 

Reported Problem: 
·-·-·-·-·-·-·-·"I 

Problem Description: i B6 jpresented to UF Cardiology with a history of persistent cough for the past 
~2-3 months which acutely became more frequent with episodes of wheezing and 
hacking. Patient was diagnosed with atrial fibrillation and dilated cardiomyopathy. 

Date Problem Started: 03/19/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Previously diagnosed with Wobblers disease in 2012, but is not currently clinical. 
Patient receives Glucosamine nutramax 800mg daily, MSM nutramax 700mg 
daily, Chonroitan nutramax 300mg daily, and ASU nutramax 75mg daily. 

Outcome to Date: Stable 

Product Information: Product Name: Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU 

Product Type: Other 

Lot Number: 

Product Use 
Information: 

Description: joint supplement daily 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Origins 6 Fish Grain Free dry 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 2 cups fed twice per day 

Manufacturer 

First Exposure 03/01/2013 
Date: 

Last Exposure 03/19/2019 
Date: 

Time Interval 6 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Unknown 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

FOUO- For Official Use Only I 
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/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: ! ___________ B 6 ·-·-·-·-·-·i 
Type Of Species: Dog 

Type Of Breed: Great Dane 

Gender: Male 

Reproductive Status: Intact 

Weight: 65 Kilogram 

Age: 7 Years 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner No 
Information 

provided: 

Healthcare Professional 
Information: 

Practice Name: University of Florida 

Contact: Name: Darcy Adin 

Phone: (614) 582-9798 

Other Phone: 3522948606 

Email: adind@ufl.edu 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Sender Information: Name: Darcy Adin 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 

other Phone: 3522948606 

Email: adind@ufl.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! B6 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 5/20/2019 3:05:09 PM 

Subject: Pure Balance Salmon and Potato dry: Darcy Adin - EON-388254 

Attachments: 2067175-report.pdf 

A PFR Report has been received and PFR Event [EON-388254] has been created in the EON System. 

A "PDF" report by name "2067175-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388254 
ICSR #: 2067175 
EON Title: PFR Event created for Pure Balance Salmon and Potato dry, 4Health Salmon and Potato canned, 
Milkbone peanut flavor dry mini treats, Spring Valley Fish Flax and Borage Oil, Good Morning Healthy Joints; 
2067175 

AE Date 02/20/2019 

Best By Date 

Animal 
Dog 

Species 

Cattle Dog - Australian (blue heeler, red heeler, 
Breed 

Queensland cattledog) 

Age 10 Years 

District 
PFR-Florida DO 

Involved 

Number 
1 

Fed/Exposed 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2067175 
Product Group: Pet Food, Other 
Product Name: Pure Balance Salmon and Potato dry, 4Health Salmon and Potato canned, Milkbone peanut 
flavor dry mini treats, Spring Valley Fish, Flax, and Borage Oil, Good Morning Healthy Joints 
Description: Patient presented to the UF Cardiology Service after roughly two weeks of coughing. When 

FDA-CVM-FOIA-2019-1704-001217 



coughing initially started, patient was seen by primary care veterinarian and was treated with Diphenoxylate 
Atropine, Hydroxizine, Amoxicillin, and Vetprofen. On 2/19/19, [ 86 i presented to his primary care veterinarian 
again. He had cyanotic mucous membranes, an enlarged heart, aAcr piifmonary edema. Patient was referred to UF 
and was diagnosed with 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 
Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Spring Valley Fish, Flax, and Borage Oil 

Milkbone peanut flavor dry mini treats 

Pure Balance Salmon and Potato dry 

Good Morning Healthy Joints 

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: 

i 86 i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

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

i i 

i B6 ; 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 
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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> 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
To: Cleary, Michael *; HQ Pet Food Report Notificationl_ _________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-___i 

Sent: 3/19/2019 8:56:56 PM 

Subject: Natural Balance LID High Protein Grain-free Lamb or Beef flavors: Lisa 
Freeman - EON-382772 

Attachments: 2064292-report.pdf; 2064292-attachments.zip 

A PFR Report has been received and PFR Event [EON-382772] has been created in the EON System. 

A "PDF" report by name "2064292-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 "2064292-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382772 
ICSR #: 2064292 
EON Title: PFR Event created for Natural Balance LID High Protein Grain-free Lamb or Beef flavors; 2064292 

AE Date 03/17/2019 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable

Breed Mixed (Dog) 

Age 9 Years 

District Inv o Iv ed PFR 1-._ ________ 'i:3-_§_ ___________ i DO 

Product information 
Individual Case Safety Report Number: 2064292 
Product Group: Pet Food 
Product Name: Natural Balance LID High Protein Grain-free Lamb or Beef flavors 
Description: DCM and CHF diagnosed 3/17 /l 9 Eating BEG diet Owners have given permission to report and 
are willing to answer questions Changing to new diet and will recheck in 3 months Taurine and troponin 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 
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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 LID High Protein Grain-free Lamb or Beef flavors 

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

Owner information 
j 

J 
~ 

B6 
USA 

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

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

! 
j•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

86 i 
I 

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

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i B6 ; i 

i i 
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: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 12/27/2018 3:33:42 PM 
Subject: i B6 1 

L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

,.-H iJen -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, ··-·-·-·-·-·-·-·-·-· 
!_ ________________________________________________________ ~§ _____________________________________________________ ___! was euthanized on l_ _____ ~§_ _____ j for worsening CH F, anorexia, 
and poor quality of life. 
I have food bag and samples if you'd like -·-·-·-·-·-·-·-· 
Owner gave us permission to report but may want to wait to contact since she recently lost! B6 : 
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. petfoodoloqy.org 
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February 26, 2018 3:40 PM 
PVASILI 

Attending DVM: ACCESSION, NON 

NC State University 
Veterinary Hospital 

Detailed Order Report - BLR0004 

Order 
Opened Closed Current 

Client # Client Name Patient Name Sex Batch # Invoice# Number Type St Date Time Date Time Charges 

Page 1 

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

i ! 
i ! 
i ! 
Lv-an·n·rrer,rs. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

; 86 

Item Prod # Description 

790-170 IRON AND TOTAL IRON BINDING, SO 

Date DVM Adj Qty Tax Total 

B6 
NO ESTIMATE 

THIS IS NOT A FINALIZED BILL. This report displays an itemized listing of charges to date. Additional charges may be added and/or listed charges may be 
modified during the course of treatment for this patient. 

Item 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: _______ 1/1_4/2019_1_0:00:15 PM 
Subject: j 86 ~pdate 

! i 

Hi Jen 
! B6 ~aurine came back 145 plasma, 308 whole blood 
'-·-swr-onr~T~ dog of all of our cases with low taurine 

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

Sent: 6/20/2018 5:44:34 PM 
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; !__ ___________ 86 __________ ___! 

c--·-·-·-·-·-·-·-·-·-·-·-·-·-·--ss·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: Pa I mer, Lee Anne < Lee Anne. Pa I me r@fd a. h h s. gov>; Norris, 

Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Canine Dilated Cardiomyopathy 
Start: 6/28/2018 2:00:00 PM 
End: 6/28/2018 3:00:00 PM 
Show Time As: Free 

Recurrence: (none) c·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
Required Attendees: Hartogensis, Martine;!__ ___________ B6 _________ ._.!Palmer, Lee Anne; Norris, Anne; Jones, Jennifer L 
Optional Attendees: Delancey, Siobhan 

Good Afternoon, 

We would like to discuss reports of dilated cardiomyopathy in dogs and current findings. 

Topic: Discussion of canine dilated cardiomyopathy reports and current findings 

Agenda: 

1) Roll Call (CVM) 
2) Dilated Cardiomyopathy-Findings (Jones/Palmer) 
3) Open Discussion 

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

Join WebEx meeting 
Meeting number (access code): l_ ___________ s_s ___________ J 

Meeting password: !._ ________ ~-~----·-·-·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. Wyou do not consent to being recorded, discuss your concerns with the host or do not 

join the session. 
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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; Carey, Lauren; eerie, Olgica; Nemser, Sarah; Queen, 
Jackie L; Glover, Mark 

Sent: 7/2/2018 8:49:21 PM 
Subject: cardiomyopathy-FW: 4Health Grain Free:: B6 iEON-358131 

2051199-report. pdf; 2051199-attachment~·.-z1p-·-·-·-·-·-·-·-·-·-·-·-·-·1 
Attachments: 

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

[::::::::· 
7519 Standish 

86_::::::::] 
Place 

ID 

~- llllllllliil 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: PFR Event [mailto:pfreventcreation@fda.hhs.gov] 
Sent: Monday, July 02, 2018 4:28 PM 
To: Cleary, Michael * <Michael. Cleary@fda. hh?--a.o.v?..:_.H.O.J?e.t.Eo.o.d.Re.o.orUiotification 

<HQ PetF ood R eportN otifi cation@fda. hhs. gov>~----·-·-·-·-·--·-·-·-·-·-·-·-·~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
Subject: 4Health Grain Free:! 86 ~ON-358131 

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

A PFR Report has been received and PFR Event [EON-358131] has been created in the EON System. 

A "PDF" report by name "2051199-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 "2051199-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-358131 
ICSR #: 2051199 
EON Title: PFR Event created for 4Health Grain Free; 2051199 

AE Date 05/30/2018 Number Fed/Exposed 

Best By Date Number Reacted 1 

FDA-CVM-FOIA-2019-1704-001251 



Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed Mixed (Dog) 

Age 9 Years 

District Involved PFRt ___________ B6 _____________ ! 

Product information 
Individual Case Safety Report Number: 2051199 
Product Group: Pet Food 
Product Name: 4Health Grain Free 
Description: Presented as emergency appointment for evaluation of intermittent, persistent cough, first 
documented five weeks ago. After cough did not respond to course of doxycycline and "cough tabs," Hycodan 
was added with no improvement. rDVM thoracic radiographs taken on 6/22/18 showed cardiomegaly. Owner 
describes cough as dry and harsh, which is worse in the evening and when l-·-·1i6·-·:is in sternal recumbency. l_ __ BG ___ j 
is very active, without any exercise intolerance or weakness. She tends to graze throughout the day, though has 
been slower to finish her meals recently. ! B6 !has lost a noticeable amount of weight in the last four weeks. 
Diagnosed with DCM and taurine level i~·peiicling. 
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 Reacted With Product: 1 

 

Product Name Lot Number or ID Best By Date 

4Health Grain Free 

Sender information 
! i 

! 
! B6 ; i 
! i 
! i 
! i 
! i 
! i 
! i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
USA 

Owner information 

I 
i 

B6 I 
~ 

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

To view this PFR Event, please click the link below: 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

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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Accession# 800.179 Species CN 

Date 
11/4/2016 

EON-246811 Study# 800 I Ini rr dsr 

Diagnostic Report: 

Dr. Rotstein 

Organ Diagnosis Slide# Photo 
Nervous/Sensory 
Brain □ 
Peripheral Nerve 
Eye □ 
Cardiompulmona 
ry 

Nares □ 
Heart NSF 3,4 □ 
Trachea □ 
Lung NSF 5,6 □ 
Digestive/Hepato 
biliarv 
Liver NSF 3,4 □ 
Gall Bladder □ 
Tongue □ 
Esophagus □ 
Stomach NSF 2 □ 

Intestine A. Enteritis, lymphoplasmacytic, chronic-active, 
diffuse, mild to moderate with multifocal lamina 
proprial and submucosal hemorrhages. 

1,2 □ 

Peritoneum □ 
Salivary Gland □ 
Pancreas NSF' 3,4 □ 
Mesentery □ 
Hematopoietic/ 
Lymphoreticular 
Spleen NSF 5,6 □ 
Thymus □ 
Lymph Node, 
NOS 

□ 

Mesenteric 
Lymph Node 

□ 

Tonsil □ 
Bone Marrow □ 
Urogenital 
Kidney NSF 5,6 □ 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I-minimal 
2 - mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 

I 

FDA-CVM-FOIA-2019-1704-001268 



Accession# 800.179 Species CN 

Date 
11/4/2016 

EON-246811 Study # 800 I Ini rr dsr 

Organ Diagnosis Slide# Photo 
Urinary Bladder □ 
Repro □ 
Musculoskeletal 
Diaphragm □ 
Skeletal Muscle, 
NOS 

□ 

Integumentary 
Skin □ 
Endocrine 
Thyroid Gland □ 
Adrenal Gland NSF 3,4 □ 
Parathyroid 
Gland 

□ 

Pituitary Gland □ 
□ 

Misc □ 
□ 
□ 
□ 

A nCl ·11 ary D" iagnostlcs: 
Test Sample Result Comment 

Summary Diagnoses 
Enteritis 

Primary Diagnostic Category: Inflammatory (Organ Specific) 

Linked to Food Exposure: Likley Not Related 

Comments: 

I 

The cause of the enteritis was not evident. There were bacilli on the mucosa! surface which may be 
cadaver/overgrowth bacteria. Culture/PCR for Clostridia may aid in detennining if these may actually be a bacteria 
of concern such as C. difficile or C. perfringens. The inciting cause was not evident. A non-specific response to the 
food can't be excluded, but this could have been an idiosyncratic reaction as opposed to a food-specific issue. 

David S. Rotstein, DVM, MPVM, Dipl. ACVP 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I-minimal 
2-mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 
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Accession# 800.04-CC-503 Species CN 

Date 
11/4/2016 

EON-276400 Study# 800 I Ini rr dsr 
I 

Diagnostic Report: 

Dr. Rotstein 

Summary: 

o Renal disease 
o lcterus 
o Lymes 4D: Positive 

Organ Diagnosis Slide# Photo 
Nervous/Sensory 
Brain □ 

Peripheral Nerve 
Eye □ 

Cardiompulmona 
ry 

Nares □ 

Heart A. Myocardial necrosis and hemorrhage, acute, 
multifocal to coalescing, moderate to marked 
with suppurative myocarditis. 

B. Vascular fibrinoid necrosis, multifocal, mild to 
moderate. 

2 ~ 

Trachea □ 

Lung A. Pulmonary edema, diffuse, moderate. 1 □ 

Digestive/Hepato 
biliary 
Liver A. Bile duct and canalicular cholestasis, multi.focal, 

mild to moderate. 
B. Fibrinoid vasculitis, multi.focal. 

3 ~ 

Gall Bladder □ 

Tongue □ 

Esophagus □ 

Stomach □ 

Intestine A. V cnular fibrin thromboses, multi.focal, moderate 
B. Lymphangiectasia, multi.focal, mild. 

4 ~ 

Peritoneum □ 

Salivary Gland □ 

Pancreas A. Peri.pancreatic fat necrosis, acute. 
B. Lobular, fibrinous pancreatitis ( 4 onlv) 

3,4 □ 

Mesentery □ 

Hematopoietic/ 
Lymphoreticular 

x = examined 

lg= liver glycogen 

Severity codes: 
I-minimal 
2- mild 
3 - moderate 
4 - marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovaiy 

Stage 
i - immature 
d -<level oping 
s - spent 
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Accession# 800.04-CC-503 Species CN 

Date 
11/4/2016 

EON-276400 Study# 800 I Ini rr dsr 

Organ Diagnosis Slide# Photo 
Spleen A. Vascular fibrinoid necrosis, multifocal, mild to 

moderate with associated lymphoid necrosis. 
5 □ 

Thymus □ 

Lymph Node, 
NOS 

Pancreatic Lymph Node: 
A. Congestion and hemorrhage, multifocal, 

moderale wilh sinus hisliocylosis and mild 
hemosiderosis. 

B. Fibrinous lyrnphadenitis, multifocal, mild. 
C. Lymphoid depletion, diffuse, mild. 

4 □ 

Mesenteric 
Lymph Node 

□ 

Tonsil □ 

Bone Marrow □ 

Urogenital 
Kidney A. Membranoproliferative gromerulonephritis, 

global, diffuse, moderate to marked with 
synechiae formation and periglomerular fibrosis. 

B. Interstitial nephritis, lymphoplasmacytic, 
multifocal, mild to moderate. 

C. Tubular necrosis, acute, multifocal, mild to 
occasionally moderate. 

D. Fibrinoid vasculitis, multifocal, moderate with 
mullifocal hemorrhage. 

6,7 ~ 

Urinary Bladder □ 

Repro □ 

Musculoskeletal 
Diaphragm □ 

Skeletal Muscle, 
NOS 

□ 

Integumentary 
Skin □ 

Endocrine 
Thyroid Gland □ 

Adrenal Gland □ 

Parathyroid 
Gland 

□ 

Pituitary Gland □ 

Misc 
□ 

□ 

□ 

□ 

□ 

□ 

I 

x = examined 

lg= liver glycogen 

Severity codes: 
I-minimal 
2- mild 
3 - moderate 
4 - marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovaiy 

Stage 
i - immature 
d -<level oping 
s - spent 
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Accession# 800.04-CC-503 Species CN 

Date EON-276400 
11/4/2016 

Study# 800 

Ancillary Diagnostics: 
Test Sample 

I Comment I Result 

Summary Diagnoses 
Lyme's Associated Glomerulonephritis, Myocarditis, and Vasculitis 
Acute Pancreatitis 
Bile Stasis 
Myocarditis 

Primary Diagnostic Category: Infectious (Borreliosis/Lyme's Disease) 

Linked to Food Exposure: Not Related 

Comments: 

Findings ofvasculitis, myocarditis, and membranoproliferative glomerulonephritis coupled with the Lyme's 
positive status are most consistent with Lyme's disease. Given the chronicity ofrenal changes, this was a prior 
exposure with acute systemic exacerbation. Bartonellosis was also considered given the cardiovascular lesions and 
screening for Bartonella and other tickbome etiologies should be considered if additional diagnostics 
(immunohistochemistry and PCR) fail to detect Borellia burgdorferi. Bile duct stasis is likely associated with the 
acute fibrinous pancreatitis. 

There was mild lymphangiectasia in the intestine. This could be associated with the vasculitis/fibrin exudation, but 
an underlying enteropathy was also considered. 

David S. Rotstein, DVM, MPVM, Dipl. ACVP 

I Ini rr dsr 
I 

x = examined 

lg= liver glycogen 

Severity codes: 
I-minimal 
2- mild 
3 - moderate 
4 - marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovaiy 

Stage 
i - immature 
d -<level oping 
s - spent 
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800.04 Species CN 

Date 
12/11/2015 

NA Study# 800 I Ini rr dsr 

Diagnostic Report: 

Dr. Rotstein 

Organ Diagnosis Slide# Photo 
Nervous/Sensory I 
Sensory 
Brain NSF A-1-2, 

A-2-2 
□ 

Peripheral Nerve 
Eye NSF A-3-2 □ 
Cardiompulmona 
ry 

Nares □ 
Heart A. 

B. 

C. 

Ventricular cardiomyocyte hypertrophy, 
multifocal to coalescing, moderate with 
occasional cardimyocyte disarray and mild 
interstitial fibrosis. 
Epicardial vascular degeneration with subintimal 
hemorrhage. 
Valvularr myxomatous degeneration. 

A-8-2, 
A-9-2, 

A-10-2, 
A-11-2 

IZI 

Trachea □ 
Lung A. 

B. 
Increased circulating neutrophils. 
Pulmonary edema and congestion, diffuse, moderate. 

A-4-2 □ 

Digestive/Hepato 
biliarv 
Liver A. Mild periportal fibrosis, multifocal. A-5-2 □ 
Tongue A. Glossitis, ulcerative, neutrophilic, acute, 

regionally extensive, moderate with congestion, 
hemorrhage, and rare, individual myofiber 
degeneration. 

A-
4-2 

□ 

Esophagus □ 
Stomach A. Mucosal mineralization, multifocal to coalescing, 

mild. 
A-7-2 IZI 

Intestine NSF A-7-2 □ 
Peritoneum/ Abdo 
minal Adipose 

□ 

Salivary Gland □ 
Pancreas □ 
Hematopoietic/ 
Lymphoreticular 
Spleen NSF A-5-2 □ 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I- minimal 
2 -mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 

I 
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l. Accession_~ 
; 
; 
; 
;_ 1-·~;;r~~~;~-~-; 

86 ! 

800.04 Species CN 

NA Study# 800 I rr dsr Ini 
I 

Organ Diagnosis Slide # Photo 
Thymus □ 
Lymph Node, 
NOS 

□ 

Adrenal Gland 
Lymph Node 

□ 

Tonsil □ 
Bone Marrow □ 
Urogenital 
Kidney A. Tubulointerstitial nephritis, lmphoplasmacytic, 

multifocal to coalescing, subacute to chronic, 
marked with Warthin-Starry positive 
spriochaetes and Leptospira-positive 
immunohistochemistry. 

A-6-2 
(HE, 

WS, & 
IHC) 

~ 

Urinary Bladder □ 
Repro □ 
Musculoskeletal 
Diaphragm □ 
Skeletal Muscle, 
NOS 

□ 

Integumentarv 
Skin □ 
Endocrine 
Thyroid Gland □ 
Adrenal Gland □ 
Parathyroid 
Gland 

□ 

Pituitary Gland □ 
□ 

Misc □ 
□ 
□ 
□ 
□ 

Ancillary Diagnostics: 
Test 

I Sample I Result I Comment 

Primary Diagnostic Category: Infectious-Bacterial (Etiology: Leptospirosis spp.) 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I-minimal 
2-mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - te stis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 
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Accession# 
.--·-·-·-·-·-·-·-·1 

B6 ! 
800.04 Species CN 

J 
'mile-·-·-·-' 
12/11/2015 

NA Study # 800 I rr dsr Ini 
I 

Linked to Food Exposure: No 

Comments: 

The cause of renal disease including changes in glucose are associated with the pronounced tubulointerstitial 
nephritis. The cause of the nephritis was Leptospirosis spp. which was evident with silver stains and 
immunohistochemistry. This dog had an underlying cardiomyopathy which in this debilitated animal may have led 
to cardiovascular collapse and death. 

David S. Rotstein, DVM, MPVM, Dipl. ACVP 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I-minimal 
2-mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 
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800.04 Species CN 

Date 
12/11/2015 

NA Study# 800 I Ini rr dsr 

Diagnostic Report: 

Dr. Rotstein 

Organ Diagnosis Slide# Photo 
Nervous/Sensory I 
Sensory 
Brain NSF A-1-2, 

A-2-2 
□ 

Peripheral Nerve 
Eye NSF A-3-2 □ 
Cardiompulmona 
ry 

Nares □ 
Heart A. 

B. 

C. 

Ventricular cardiomyocyte hypertrophy, 
multifocal to coalescing, moderate with 
occasional cardimyocyte disarray and mild 
interstitial fibrosis. 
Epicardial vascular degeneration with subintimal 
hemorrhage. 
Valvularr myxomatous degeneration. 

A-8-2, 
A-9-2, 

A-10-2, 
A-11-2 

IZI 

Trachea □ 
Lung A. 

B. 
Increased circulating neutrophils. 
Pulmonary edema and congestion, diffuse, moderate. 

A-4-2 □ 

Digestive/Hepato 
biliarv 
Liver A. Mild periportal fibrosis, multifocal. A-5-2 □ 
Tongue A. Glossitis, ulcerative, neutrophilic, acute, 

regionally extensive, moderate with congestion, 
hemorrhage, and rare, individual myofiber 
degeneration. 

A-
4-2 

□ 

Esophagus □ 
Stomach A. Mucosal mineralization, multifocal to coalescing, 

mild. 
A-7-2 IZI 

Intestine NSF A-7-2 □ 
Peritoneum/ Abdo 
minal Adipose 

□ 

Salivary Gland □ 
Pancreas □ 
Hematopoietic/ 
Lymphoreticular 
Spleen NSF A-5-2 □ 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I- minimal 
2 -mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 

I 
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l. Accession_~ 
; 
; 
; 86 ! 

800.04 Species CN 

;_ 1-·~;;r~~~;~-~-; NA Study# 800 I rr dsr Ini 
I 

Organ Diagnosis Slide # Photo 
Thymus □ 
Lymph Node, 
NOS 

□ 

Adrenal Gland 
Lymph Node 

□ 

Tonsil □ 
Bone Marrow □ 
Urogenital 
Kidney A. Tubulointerstitial nephritis, lmphoplasmacytic, 

multifocal to coalescing, subacute to chronic, 
marked with Warthin-Starry positive 
spriochaetes and Leptospira-positive 
immunohistochemistry. 

A-6-2 
(HE, 

WS, & 
IHC) 

~ 

Urinary Bladder □ 
Repro □ 
Musculoskeletal 
Diaphragm □ 
Skeletal Muscle, 
NOS 

□ 

Integumentarv 
Skin □ 
Endocrine 
Thyroid Gland □ 
Adrenal Gland □ 
Parathyroid 
Gland 

□ 

Pituitary Gland □ 
□ 

Misc □ 
□ 
□ 
□ 
□ 

Ancillary Diagnostics: 
Test 

I Sample I Result I Comment 

Primary Diagnostic Category: Infectious-Bacterial (Etiology: Leptospirosis spp.) 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I-minimal 
2-mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - te stis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 
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Accession# 
.--·-·-·-·-·-·-·-·1 

B6 ! J 
800.04 Species CN 

'mile-·-·-·-' 
12/11/2015 

NA Study # 800 I rr dsr Ini 
I 

Linked to Food Exposure: No 

Comments: 

The cause of renal disease including changes in glucose are associated with the pronounced tubulointerstitial 
nephritis. The cause of the nephritis was Leptospirosis spp. which was evident with silver stains and 
immunohistochemistry. This dog had an underlying cardiomyopathy which in this debilitated animal may have led 
to cardiovascular collapse and death. 

David S. Rotstein, DVM, MPVM, Dipl. ACVP 

x ~ examined 

lg~ liver glycogen 

Severity codes: 
I-minimal 
2-mild 
3 - moderate 
4- marked 
5 - severe 

Extent codes 
F - focal 
M - multifocal 
D - diffuse 

Gonad codes 
Organ 

t - testis 
o - ovary 

Stage 
i - in1111ature 
d -developing 
s - spent 
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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: 12/18/2014 10:10:49 PM 
Subject: CC-139390-Medical Records 
Attachments: cc139390 - Purina Cat Chow Indoor Formula Dry.pdf.html; CC-139390-MRx.pdf.html 

Everyone, 

Medical Records are attached. 

i 86 i 
j_ ______________ • 

! ~ 
! 

i ! 
i ! 
i ! 
i ! 
i ! 

; B6 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
Rads-possible congenital cardiac or cardiomyopathy 

lnterp: acute renal failure; acute on chronic renal failure 

i 86 i 
L12/12 mild proteinuria; cbc and chem-unremarkable 

1·-·-·-·-·-·-·-·-·-, 

l_ _____ B6 ____ J 

12/13 mild increase Amylase, mild hematuria 

Fed 11/10 to 11/20; diarrhea around 11/18 for several cats; cat with renal signs seen on 11/28. 

My feeling is NFA on this one. 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/ICERT 
7519 Standish Place, RM 120 
240-276-9213 (Office and Fax) 
1 ·-·-·-·-·-·-·-·-·-·-B6 -·-·-·-·-·-·-·-·-·-! 
0Tl1i:, e .. nrnil 111c:,:,agc i:, i11ic11;lcd for lhe c\cl11:,ill: II:,c ofihe rccipic11t(:,i 11L1111ed :1bo11:. H 111m co11l:ii11 i11fonm1iio11 ilrnl i:, protected pri1ilcgcd m 

co1!11dc11li:il :..i11d ii :,l1011ld 1101 be di:,:,e111imited di:,lrib11icd or copied lo per:mII:, 1101 :..111lhori1 .. ed lo rccci1c :mch i11fonm1lio11.11'1011 arc 1101 lhe i11k11ded 
rcci pic111. a 111 di:,:,emi I l!..I lio11 di :,lri b11lio11 m cop1 i 11g i :, :,trictll pro hi bi led. JI" 1 011 lhi 11k 1 011 rccci I cd lhi:, e--nrn i I 111c:,:,agc i11 error pka:,c e•• IrnI i I il1e 
:,e11der i111111cdiatcll :.11 da1 id.rot:,tci11•11 lila.hh:,.go1. 
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From: l_ ______________________ 86 -·-·-·-·-·-·-·-·-·-·-· j@d cpa h. ms u. ed u > 
To: Jones, Jennifer L 
CC: ! B6 i 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
Sent: 11/11/2015 2:08:18 PM 
Subject: . ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

i B6 ! 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Dr. Jennifer Jones, 

I have completed the histologic evaluation from L. _______ 8-~--------t>ossible food toxicity case. The heart has advanced 
hypertrophic cardiomyopathy, the kidneys have moderate to severe interstitial nephritis, and there are additional 
lesions consistent with uremia in the tongue and the stomach. You will get the final report in the next 2-3 days. 
Between the cardiomyopathy and advanced inflammatory renal disease, I have sufficient lesions to account for 
this dog's renal failure with no evidence of a toxicity. I am still waiting for a couple microbiologic tests (kidney 
bacterial culture, PCR for leptospirosis). However, I am aware that a formal complaint has been submitted to 
the FDA, and that you are willing to fund toxicologic screening tests if indicated. Below are listed the additional 
toxicologic tests we could run in our laboratory, and the associated fees: 

GCMS screen for organic toxicants on liver: $140 
Tissue mineral screen on liver (heavy metals): $40 
Ethylene Glycol assay on liver: $53 
Melamine and related compounds assay on kidney: $205 

With no calcium oxalate of melamine crystals present in kidney sections, I doubt if there is any need for either 
the Ethylene Glycol or Melamine tests. 
The organic compounds and heavy metal screens can be run if you wish, these toxicants may not result in any 
specific histologic lesions. 
We had no stomach contents to run mycotoxin screens on. Nor are we set-up to test the jerky treats submitted 
- if you wish to run contaminant assays on these we can forward those samples to your laboratory. 

You can send me an email c-·-·-·s-s·-·-·-·-ta)dcpah.msu.edu), call me or wait for the final report and 
then decide if you want to approve toxicologic screening tests. Thanks for your assistance on this case. 

i B6 i, 

Dr. l_ ______________ 86 ·-·-·-·-·-·-·-1 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 2/24/2019 11 :19:19 PM 
Subject: i B6 i 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Attachments: rpt_med ical_record_preview. pdf 

Hi Jen 
Sorry - only attached the dog's previous visit, not the current one. Here's the full record. 
This is a housemate of a previously reported dog. 
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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B6 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

' ; 

86 I ; 
; 
; 

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

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

! 

! i 
! i 
! i 
! i 
! i 
! i 
! i 

All Medical Records 
.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

! 86 ! 
Breed: Labrador Retriever 

l·-·-·-·-·-·-·-·-· B 6 _________________ i 

B6 ; 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Species: Canine 
Sex: Female 

(Spayed) 

Referring Information 

86 
Initial Complaint: 
Emergency 

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

SOAP Text Jul 12017 1:23PM L_ __________ 86 ____________ : 

7/1/2017 12:13 PM NEW VISIT (ER) 

i B6 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Presenting complaint: Right hind lameness 
Diagnostics completed prior to visit: Recent blood work at rDVM per owner, normal results before dental cleaning 

i 

HISTORY: 

Signalment: 3 yo FS Labrador retriever 
Current history: Limping while playing fetch today, non-weight bearing on the right hind limb. Othenvise healthy. 
Prior medical history: Left CCL rupture, surgically repaired inj _____ iis·-·-·: 
Current medications: None '·-·-·-·-·-·-·-·" 
Diet: Acana, whole earth 
Vaccination status/flea & tick preventative use: Ivermectin, Advantix II 

EXAM: 

86 
Page 1/20 
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l-------------------~-~------------------ ! 

86 
ASSESSMENT: 
Al: Suspect R CCL rupture 

PLAN: 
1) Strict rest 
2) Carprofen 2.2 mg/kg PO q 12 x 5 days 
3) Ideally check kidney and liver values - declined by owner 
4) Recommend orthopedics appointment 

Client communication: Briefly discussed cranial cruciate rupture with owner and that 50% of labs with one CCL rupture will rupture 
contralateral very soon, owner is familiar with disease process and treatment. Recommended scheduling appointment with 
orthopedic surgery. Owner expressed frustration that surgery cannot be done today. I explained that we can diagnose: 86 I and 
prescribe medications to keep her comfortable on an emergency basis. Owner declined blood work to check kidney ahaTivh values. 

SOAP approved (DVM to sign): [ _______________ 86 -·-·-·-·-·-·___i 

7/1/2017 1:25:46 PM 
Prescribed - carprofen 100mg RIMADYL - FHSA (5) 
Instructions - Give 1/2 tablet orally every 12 hours. Give with food. - Expires: 7/1/2018 No Refills 

Initial Complaint: 
Cardiology DCM study 

SOAP Text Jan 16 2019 3:09PM {___ _______ B6 __________ j 

Subjective 

Objective 

Assessment 

Plan 

Disposition/Recommendations 

Page 2/20 
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1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; B6 ; i i 
i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Page 3/20 
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.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
i i ; 86 ; i i 
i i 
i i 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

B6 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

B6 
i 86 ! 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Veterinarian: 

Patient ID: 395550 

Visit ID: 

Patient: i B6 ! 
'·-·-·-·-·-·-·-·. 

Species: Canine 

Breed: Labrador Retriever 

Sex: Female (Spayed) 

Age: 5.2 Years Old 
!Lab Results Report 

Accession ID: 

!Results !Reference Range 

; 
I-•-•-•-•-•-•-•-•-•-•-•-•. 

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

4/20 L·-·-·-·-·-·-·-·-·-·-·-·-B6 -·-·-·-·-·-·-·-·-·-·-·-· ! 

Vitals Results 

Printed Sunday, February 24, 2019 

7/1/2017 12:21 :40 PM Heart Rate (/min) 

7/1/2017 12:21:41 PM Respiratory Rate 

7/1/2017 12:21:42 PM Temperature (f) 

7/1/2017 12:21:43 PM Weight (kg) B6 
Patient History 

07/01/2017 12:14 PM UserJ:iorm 
07/01/201712:15 PM UserForm 
07/01/2017 12:21 PM Vitals 
07/01/2017 12:21 PM Vitals 
07/01/2017 12:21 PM Vitals 
07/01/2017 12:21 PM Vitals 
07/01/201712:21 PM Vitals 
07/01/2017 01:37 PM Prescription 
07/01/2017 01:44 PM UserForm 
07/01/2017 01 :48 PM Purchase 

86 
Page 4/20 
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1----------~~ __________ I,__ _________________________ _ 
Patient History 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-----------------------! 
07/02/2017 02:06 AM Vitals 
07/02/2017 02:06 AM Vitals 
07/02/2017 02:06 AM Vitals 
07/02/2017 02:06 AM Vitals 
07/02/2017 02:06 AM Vitals 
07/05/2017 11:40 AM Email 
01/16/2019 01 :27 PM Appointment 

01/16/2019 01:30 PM UserForm 
01/16/2019 02:03 PM Treatment 
01/16/2019 03: 14 PM UserForm 

86 

Page 5/20 
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-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- i 

I I ; B6 
STANDARD CONSENT FORM 

----------------------------------------------------------------------------------------------------- i ; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

I B6 ; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

l ______________________________________________________________________________________________________________________ _ 
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B6 

!__·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-_! 
Date: 7/1./2ftU 

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

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

OMIR"s NaT1e SigmtUe 

•the~ .... .u..;thea..ial ii~ alher-thanthelEpUIWIB'". 
phlsemmaMethepmtimlldM: 

B6 
AumrizedAgat:- PkmeJ\"tt ~Sptue 

stnEtldiess 

To,avoty 

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

!-·-·-·-·-·-·-·- B 6 
i.·-·-·-·-·-·-·-
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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ! 
; 
; 
; 
; 
; 

86 ; 
; 
; ' ; ; ; 

; ; 
; ; 
; ; 
; ; 
; ; 
; ; 
; ; 
; ; 
; ; 
; ; 
; ; 
! ; 
' ; l ____________________________________________________________ j 

; 1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
i ! 
i ! 
i ! 
i ! 
; ' ; 86 

STANDARD CONSENT FORM 

; -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- . 
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; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
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; 
; 
; 
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; 
; 
; 
; 
; 
; 
; 
; 
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I 86 ; 
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; 
; 
; 
; 
; 
; 
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; 
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; 
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86 

86 
-----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

OMIR"s NaT1e SigmtUe 
· -
~ 

•the~ .... .u..;thea..ial ii~ alher-thanthelEpUIWIB'". 

--------------------------------------------------------please ~the ....... 111!1:M:: __________________________________________________________

B6 
AumrizedAgat:- PkmeJ\'"tt ~Sptue 

stnEtldiess 

To,avoty 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

---------------------------- ________________________________ _ 
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B6 B6 
PalHII: 
Name: L __ B6 _ _j 
Si;,, hr1!111:: 3.55 Year's OldYellow Fenale 

<5P¥d) L.halh-Rerieue'" 

Ollmer" 
Name: 
~

; ' 
i i ; B6 ; i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

i ! ; 86 ! i ! 
i ! 
i ! 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

-·-·-·-·-n.~ ·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

 

,· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
i i 

i i 
i i ; ; i i 
i i 
i i 
i i 

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

Discharge lnstructians 

C3se5'&a.ay 

IJiacrmic 
L~aanial~~ 

GmRal~ 
["-·-ss·-·jwaspresamt 1DTuft5 ~Smril:e1D eva~ryrthm lmb ~::jf(Jbepl l~\lllhle 
playng~1odly.. She ms a hi!ilnryol'a left Dilllial au:ae~ v..flilh W3"i sureically npaied ni B6 ~ ~ 
mtevmem~~L L · 

OI p,,-.ical exarr..atm, [ _____ ~~----]'l#t llneehaseffmim(jollt~li'ffl. ~v,aspag.11 m~I eitmsimol'1hellnee 
jam. Oanial d-awer-was JS"eiH'IL It tshff1lysmpo:ted1hat:i B6 [hr.1on1he~ liganEn: n ho--ryltlnee 
[·-·-B-6·-·-ipt,,-.iGII eicarrnrtmwas olllBWisemnnakable.. ~-nnrrnimd1hrti 86 iiseralwletbf a1ollqelc 
'~ n1henR:H1tar1:; ~ran gn,eho-mmicit:ims1D ~te-a:mb~-Todiy)U..lhawede:lnett-:m'IIIIDk 
hebe stlrmgnmiratil:n;;, asi B6 !hashldro:oit: a-:n:t'IIIIDkdlEdle:t bf )IOITJnYHYl:aevmrtuiiln ~ 
1HD1■1eid dme ~of! 86 j kimeJand li'IIH""values wt~H is~cap ui:t1(Rlnildyl). ifiLmralb" 
relrielle'5maybe~1o uepedet nBd:iom ion1htsrnedc.uJn. 

PalHll:ClrelnslnMlimlS: 
L Sbid:ad:Mty R5bicitm: Pleme!re5bid l ___ 86 ___ jdaily ad:Mly. ~!h:Jukjnot: ~alkwetton.i,prtJ, Dl"ffllVI 
mu;e.. hslnlld~talelm !h:rtarimlled(5 rr.-.) lerl-.w:al5my1DeliTWBIB 
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2.. PlmsemmilD"hvon~ diim'HI, deoemet~ lelhlrgy, ant min1J5 illrta:im. If ywtweany 
IDIIH'lfi, pleaseconact: a ~ 

IIFS--..n:: 
Lllil.ailjlppafa4 too q--GM:!l/1.t.t.letbymulh euey 12 tu.-s(twil:I!daly). GM:!withi:Jod. 1hr. ft a 
non-sle'Oidilll anl::i--nlaii ■ latif medcal::DI. It~ NCJf iE!gilel withotte-- NSADso sleioilt.. lf)U.lnoticedirk, 
tarysb:nls, plewle!itlfltlir. m:di:ationan:tcall a wete'iiwJan. 

lledie::k~ Plmse!idiewle.n iiffDnmml:wilho..-otlqmics..gBySavice~ 86 !vwrmy 
call MIHBf---fruly 8an-6pm. '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Prnaiptm~~r. 
Farthesafetyflftdwell--lringfl/Dllll'"/Dfienl5, 'Yf"Npefmmt 1-ha/ an~m byDnf' r:1--~~ within lhe 
paslJl'f'r.-inDtderlaobluin~wrlKd"ilni. 

CJnlrriggF-1: 
~ dtet:kwilb ,,,,...primmywrfetimrin fD ,-dtme the 18:0RmendeddiefN. 1/)'lm wiih lo~ ,,,,...po,1Jro,n us, 
please tDll 7-10,/ays in adtiant:e i 86 !to enswE" lhe food~ in md:. Altematirlx. ~dieh am he f1ldeff!f/ 
/mm onlnen!!!bril:-15"1illla,-~apptmlfll_ 

~TriJli: 
ClinifZlltfials an:- sfmie5 i? whim DU"""ft'ffi'inaly ~ ~-~~-~-~~-~-~~~ asped/icdisease ~ or 

a promiiing new 15 ortff!!fllme~. fhlse !fee Dllll'"M:'~: [ _____________________________ B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-· j 
DisdagelldluctiJns 
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B6 B6 
Disct.rge lnslructians 

! i 

! ! B6 ; i 
! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
Species: anne 
Yelm Fenale~ Lina.tr 
Rfflielle'" 

l·-·-·-·-·-·-·-·-·-·-·B6 ______________________ ! 

i ! 
i ! 

! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Palutft395550 

B6 
Adirit ---·-·-·---8-~ ______ jl.::29:0S J:u 

ll&la-ze ~--·-·-·-86 ·-·-·-· ! 

lhri:yo.1b-~~ :_ __________ 8-~----·-·-___:1D !iD'lHI te-b-hmrtdi!im!ie relaedtobenglII a "'llEG"' (Hott~ Bmc 
~ ..-aan--Fn:e) diet O-.phr-;;i131 eJCillT\ shehldnohmrtrng-nu-_ ~had~Pfi:5androanhflhnas 
,r,ee head 

l ___ BS ____ jedo:adot,arn ~ 1IBt: tu- hmrt: was rot lll'ilrad.~ with rumal vp. aid she hid a i:!w' pemtuehmrt 
beas (arrhjttma -vtnri:uar" ponaue ~ itatioi .,,;:). Her left atrun was am slightly~ aid te-'9'11:: heat 
was am slight:lyB"llari,:d The§e~ auldJHhap;; ~a variatimof ronnal nalhleticdigt. btt'llllethlil: it is:nue 
lllelyttut !lieha5 mldheat d:5ea!;e. becaJ:5ecf 1hepren.weh151rtbmls (anhyltwnia). 

Wermy~abletoEHOII[ ___ ss ___ iln~IXM !itWJ lcd:~at hmrt: lhmeiMl■HtdwithHEG det51odlJ. '-\e!dat■l.lH.t 
~~and wi11 artad: ';OJ with"lhere§l.1115 whmavallable. lhetartie leuelswi11~1411D2-3 'MH5tolDH:"badi: 
andwe'MJUd lilll!1o stattMrtieSlffllenlnatim n1he nErin lfttietune e.ei IDH:5badl: io,,,, wll e~ 
!ilfl)IHTIID3tim. Btte-way, it"sVRJ ITfotaltto m;qete-det;. aldwe'MJUd ha.reyo.1~withthelvna de: 
)OIJarelllHrilyhmlg. : ___ B6 __ jd:e. mt~ 3Df otte-hmrtmedi:at:lmsatttr.1iTP, ~if !lled:e.qualifyb-
the !itWJ (ba!iedon an elevalEd NT-pdlNP ir an elevatet 1rqloln). we wi11 want:to i:Jlk:av 141 with .nolle--efIJ n 3 
rmnh5, rDN'tmthe'-detha5 beai~ 

If tu- NT-pdlNP' andtrq:■Jnn ae n::nnal th:n !IE do5 no: qwlify b-1he !itwy, tut weMUd nnnareld a npm edlo 
n81D10 rrodt., te:au.eof1hed-ellJ5 we!i3W1odlywith1he hmrt: andthe~ heat mill5. 

; 86 
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f'«lne at 1his 1me.. 

llmllDmgat~ 
i B6 ido:5 notifl)EH'"to hineilnf Sigmil:art heat d!iea:!ieatttli§tme.. l-lortleue"", pkmem:nlo'"b"aty~D'" 
L--·-·-·-·-) 
mllap.e. exm:r.emoe.n:e_ aq#I D"limn.im arttieh:!lly. If younmce anyaln:nmlmes'lllll!w:ud lke1oS1e te-..-a 
nrletc:exan. 

llid: - lil: 

Pleme antiue1he Plrila det 1hrt: L_ B6 j i5 no,,, e:t~ 

IIHhd. ~anll Faa:Jw._.: Utetatrtie ~ wi1I1.llie2-3 VtlHm !ill ~II let )UJ llrowv.flm'lllll! gftth3e tai If she 
d:e.(JJi:llilyb"the:§tuty (hried 1nanelevated NT-pdlNP'ocan eevab:d1n:p:ril), wewi1IW3111::tolilnw141wih 
an:de" Bh:J n 3 mnlhs and in 6 rmnhs. If she lh5 rot (JJi:llify1IHI a rebid: rank ecarn I!> l1lll""f11elht n 81D 10 
rmnh!.. 

Tuanc:yo.a..-~us with! ___ B6 ___ irare-!he i5 a !ilMB", leu:~ g.-t aid'lllll! kM!d ~ ha-1Dlbf! 

Pleme a:a11act lB'" GlniokJgy liaisln at: oc amd u. and 
n:Jrt-ff1'Hgmt qt131:ims D'" IDIIHffi. '-·-·-·-·-·-·-·-·-·-·-·-·-·-· ' '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

PlemevisitOl.s"~M:h.ili:! nbrmtim 

B 6 i ati-·-·-·-·-·-·-·-·-·-ss-·-·-·-·-·-·-·-·-·1..-~ng 

..-nue 

.PicSU,i,liuu ~~r. 
Fartlte ~;IJl"and ~ing ef oarpatients, 'jDUf"petmmt ~ had an enm;iilDlian l,y me a/(Uf"~ wilhint~ fDSt 
)Hll'"inonlerlDDMrin~saiplion mf!dialliam. 

Onlrrilrg Faad:Plemr t:her:l wilJr ,ourpnaa,ywrfNinuf'ian ID pu,r;IDSe ffJe ff'!!mmmemhi ~- 1/,ou w&hto pu,mme i,u,,-

foad from m, p1eme wll 7-1odap in~ l_ ___________ ss ____________ to MSllff' tJJe pJ11 n; in .mu:. ~mdnrt, ~drb r:cn 
be anleredfrom anfne re~r.i: wilJr a~~flPPl'1'lllJI. 

c-mrlTIIDi: 
Clinia,I tnak -.studes in whiclt oar~ da:ID'5 -1c wilh ,,_, fllJd ,m,,,pet ID~ a .5pef:i/E mease ~.s.s ora 
pmmising new-~~ or~atment Please .set" DU'" ~r-·-·-·-·-·-·-·-·-·-·-·-·-ss·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
______ ___,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

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

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~----------------
Disdege llrsbtctcns 
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B6 B6 
:._ ____ ss _____ ! caine 

5- 1 Yea-s Old Female (Spilred) LiDcllb- Aetriewe.
YellCM" 

,inb\N:::,,'11: Report 

EMtOLLED IN DCM SnJDY 
Dab!:1/16/2019 

B6 
Paewwwaline; C&g,P - ■L 

Possible exo-cise intolera.:e,. eats .,.-ain free fo:Jd 
EJe--cise intoleran:e stat at .ilout one year- - breat:1-M:5 loudly, more hard., will sonEtimes lay down; ~ 
al I year-, 1:.!er-1 at a stable state sioce n::rticing at 01e year- o Id 

Canaannt Diilieasl!li: bi lat TPLO 

GenmalMr+P,._,,.--: 
Overall good at home, good appetite,. no roughing 

Diet--'51...■rn--■l:I: 
Taste of~ wild., has had Al::ala int~ past 

On p..-ina pro plan switded .iiiout 1 wedt. ago 

01n1m,ma-1m1my: 
Prior- D-IF diagrusis? no 

Prior- t.D-1: ITIIIITIII"? no 
Prior-ATE? no 
Prior- .nhytlwnia? no 
Monito..-ing ..-e5piratoy ..-ate aid effort at home? no 
Cough? no 
Smrtre.s of breath or- diffn.1tty breathing? yes but sioce a P'41PY 
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Synm~ or- m llapse? DJ 

s..Jden onset lanere.s? DJ 

EEr-cise intoleran::e? yes but sin::e dog is a puppy 

C'mrenl: Mrrfirrtinns Pa li.w::nt 1D CV System: 

None 

0lnlac: Physical EwnilBlian: 
General PE: WNL.. bow legged 

MM Color-and CRf: pnk,. < 2 

BC5 (1--9): 6 

ow (kg}: 2.8..5 

Musc:le mnd"rtion: 
Nonna1 
Mid mmde Im§ 

01n1avma- "-Y;sic:al Ewn: 
Murmur-Grade: 

M,~ 

VVI 
□ II/VI 
D 1111V1 

M..m..- location/desu-ption: 
None~ 
Jugula- vein: 

Botlclm "l/3 of the ned. 
Mllde "l/3 of the ned. 

Arterial pul!iE!S: 
Wea. 

□ ra. 
Good 
Sbong 

ArrflY!twnia: 
iil M>~ 

Sn.I§ anhythnia 
D Premature beaB 

Gallop: 
Ye§ 

No 

□ -.tenniittent 

Pulmonary a9PYil11~: 

&.,neic 

□Mid~ 
Mismldf§pnea 
MJnnall BV §Omd!i 

Abd011nal exan: 

Heart rae: 100 

R.e!f,ir.mry rae: panting 
Temp (if po:5.'Sible): 

ModeratE cadaeJCia 
Marmlcadlellia 

IV/YI 
V/YI 
VI/YI 

"1/2 way~ the ned: 
Top 1/3 of the ned: 

Bolnlmg 
PIRdefilm 
Plnl!!i paaloxu!i 
Other: 

Bradycania 
Tamyrnnia 

PmnOIDHI 
Other: 

PmDDley aadde!i 
~ 

Upper .-waymidc.-
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Nonna1 
~itomegaly-

□ AbdmWlal di!itnmoo 

MWatite!ii 
Marml a!icite§ 

Pl'chlena: fxerrlse ntoleran::e 

Dilll:.entia' Di 
DCM vs pain rel.-ed (hx TPLO x2} vs congenital 

errm: 

Di "a1dm,311iogram mc:plan: 

Q aemtrypmfie 
0::6 

lelalpnfie 
lloodple5:!ime 

Dialympnfie 
lhoraxralioglapm 
NT-pm8N) 

Tmponml 
Other'IE:!ils: 

Echa~ finmlp: 
&tawww~-D 6.al.,c;-. 
~ lA is mildly dilated. The LVwallsare rKimal inthi~with mildlyredtced contractilef..,u:iion. 
~ RH is mildly dilated. 

Dcwla"filll&np: 
Trace MR.1+ Pl 

r.5tralinllaa,: 

□ SmmaW 
□ Nonna1 

Delayed relacation 

P:!iellOOlom 
Remidiwe 

ECG iincines: 
HR- 75; sinus arrhythmia d..-ing echocardiogran 

As:salllllBIII: ... RCmllllll!II ......... 

Overall the LV ravity has :slightly redtced a:mtracti le brtion .-ad the IA lcdts to ~ mi Idly enlarged. 

Final Di1£nmis: 
Mildly redm:m LV COJtractile furct:ion R/0 diet related vs var-iation of normal 

HemtfaameClm.&catmnSaa-e: 
ISACHC da55ification: 

la Illa 
lb lllh 

□ 11 

ACVI M da55ifiration: 
Avs C 

81 D 
82. 
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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

M-Mode 
IVSd 
LVll:M 
LVPWd 
IVSs 
LVIDs 
LVPWs 
EIJU'(T eich} 
ESV(Teich} 
EF[feich} 
%FS 

SV(Teich} 
Po D"iam 
LADian 

LA/Po 
MaxlA 
EPSS 

on 
on 
on 
on 
on 
on 
ml 
ml 

" " ml 
on 
on 

on 
on 

M-Mode Normalized 
IVSdN 
LVll:MN 

LVP\WN 
IVSsN 
LVIDsN 
LVPWsN 
Po D"iam N 
LA Dian N 

B6 

(CJ..290 - 0520} 
(L350-L730} 
(0330 - CJ.530} 
(D.430 - 0.710} 
(0.790 - Ll40} ! 
(CJ.530 - 0.780} 
(D.680 - CJ..890} 
(D.640 - D.900} 

2D 
SALA 
Po D"iam 

SA LA/ Po llam 
IVSd 
LVll:M 

LVPWd 
EIJU'(T eich} 
IVSs 
LVIDs 
LVPWs 
ESV(Teich} 
EF[feich} 
%FS 

SV(Teich} 
LV Majo'" 
LVM...-
Sphericitylndex 

LVl.d LAX 
LVAd lAX 
LVEDVA-l lAX 

on 
on 

on 
on 
on 
ml 
on 
on 
on 
ml 

" " ml 
on 
on 

on 
on 
ml 

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

LVEDV MOD LAX 
LVl.s LAX 

LVAslAX 
LVESV A-L LAX 
LVESV MOO LAX 
HR 
EFA-l lAX 
LVEF MOO LAX 
SVA-LLAX 
SVMODLAX 
COMIAX 
CO MOD LAX 

R-R 
HR 
COMIAX 
CO MOD LAX 

ml 
on 
on 
ml 
ml 
DPM 

" " ml 
ml 
Vmn 
Vmn 
ms 
DPM 
Vmn 
Vmn 

Doppler-

MVEVel 

MVDecT 
MV Dec SIIJJN:! 
MVAVel 
MVf/ARatio 
F 
f/F 
A' 
S' 
AVVmax 
AVmaxPG 
JJVVmax 

J1VmaxPG 

B6 
m/s 
ms 
m/s 
m/s 

m/s 

m/s 
m/s 
m/s 
mmHg 

m/s 
mmHg 

L---·-·-·-·-·-·-·-·-·-·-·-·-· 
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B6 86 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! 

! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 

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

i B6 i 
'·: 86 .=ema1e (Spafed) 

bnne·-·liD ~ Rebiewet" Yellow 
~ 

1/21}20~ 

De.I 86 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

ff you 1we i11Y ~ --m~ pleil!E oonlild: us illi B6 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

i 

B6; 

r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• • 

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

FDA-CVM-FOIA-2019-1704-001344 



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

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

Sent: 6/4/2018 8:57:58 PM ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
Subject: DCM -should be a PFR-FW: EON-355590 RFR Event:! 86 ~owner) 

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

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place :-·-·-·-·-·-·-·-·-·-· s 6 ·-·-·-·-·-·-·-·-·-· ! 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

ID 

D H 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: RFR Event [mailto:rfreventcreation@fda.hhs.gov] 
Sent: Monday, June 04, 2018 4:56 PM 
To: Lambkin, Sonya <Sonya. Lambkin@fda. hhs. gov>; orahqreportablefoodnotificationtriagegroup@fda.hhs.gov; 
Bataller, Neal <Neal.Bataller@fda.hhs.gov>; Johnston, Ying F <Ying.Johnston@fda.hhs.gov>; Edwards, 
Elizabeth <Elizabeth.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Yowell, Ruth 
<Ruth.Yowell@fda.hhs.gov>; ORA HAF EAST1 Reportable Food Notification 
<orahafeast1 reportablefoodnotification@fda.hhs.gov>; Krieger, Darlene <Darlene. Krieger@fda.hhs.gov>; 
CFSAN Reportable Food Registry <CFSANReportableFoodRegistry@fda.hhs.gov>; FDA Emergency 
Operations <emergency.operations@fda.hhs.gov>; Cleary, Michael* <Michael.Cleary@fda.hhs.gov>; Weems, 
Shellie* <Shellie.Weems@fda.hhs.gov>; Hodges, April <April.Hodges@fda.hhs.gov>; ORA OEIO RECALLS 
Branch <oraoeiorecallsbranch@fda.hhs.gov>; Nelson, Eric <Eric.Nelson@fda.hhs.gov>; McCoig, Amber 
<Amber.McCoig@fda.hhs.gov>; Glover, Mark <Mark.Glover@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>;!_______ 86 i 
Subject: E O N-3555 90 RF R Event L_ ________________________ !3_~ ·-·-·-·-·-·-·-·-·-·-·-·~J 

A RFR Report has been received and RFR Event [EON-355590] has been created in the EON System under 
ICSR # 2048966. 

Reason this food is reportable: Other 
Please describe Other: possible diet-associated DCM 
Product Name: 4health Grain-Free Large Breed Formula Adult Dog Food 

I Type of Site: I Sender Food Facility Site 

FDA-CVM-FOIA-2019-1704-001378 



FDA Districts Impacted: NWE NWE 
------------ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Organization Name: 

Address: 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

B6 
-·-·-·-·-·-·-·-·-·-·-·-·~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~----

; 

i(

B6 
L

owner) 

--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

United States 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

' ; 
! 
! ~----------~------------------~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·---~ 

Discovery Date: 2018-05-29 
Product Group: Pet Food 
Description: 4health Grain-Free Large Breed Formula Adult Dog Food. Owner was asked to save food. Plasma 
taurine 57 (ref range 60-120), WB taurine 262 (ref range 200-350) 
Product Recall: No 
Human Symptoms Present: No 
Animal Symptoms Present: Yes 
Animal Symptoms Description: Dog has dilated cardiomyopathy and congestive heart failure. Can provide 
additional details 
Product Distribution Type: Retail 

Discovery Code: Other 

Submission Type: Initial 
Reporting Type: Voluntary 
EON Key: EON-355590 
EON Title: RFR Event created for 4health Grain-Free Large Breed Formula Adult Dog Food; 2048966 

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

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
To view the RFR Report, please click the link below: 
! B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

L ________________ B6 -·-·-·-·-·-·-·-· 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 
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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: 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: 10/9/2018 10:48:25 AM 
Subject: DCM cases 10/9/18 0630 
Attachments: Acana Heritage formula dog food (mostly freshwater fish: Lisa Freeman - EON-367839; Acana 

Singles Limited Ingredient Lamb and Apple 25 pound bag: l_ _________ B6 ______ _J EON-367777; Blue 
Buffalo Wilderness- High Protein Grain Free -Natures Evolutionary Diet- with Chicken Life 
Source bits- Senior: i-·-·-·-·-·s6·-·-·-·-·7_ EON-367745; Core Wellness Ocean Formula:i _______ s"ii-·-·-·: 

r·-·-·sii-·-·1 EON-367873J=romm--F-~ur Star Salm.PJHLla __ Ve.rutog foodf B6 r·-·-·-·-·-·
,.E_ON".::3"6781 0; Pro Plan Savory dry - chicken: i 86 l EON-3'i§"o/Efs6";"Ffawz·-rneal free dry 

food __ !i.OJ.L~?.Q..f~.Q.i.P?_.,wi Id sa I mo n dry: [~~~~~~~~~~8-f ~~~~~~~~~rEo"i';f~:f67 845; Taste 9fJb_~_Wi.!q __ lj_Lq h Forest 
dry::__ __________ ~§ __________ J EON-367841; Taste of the Wild Pacific Stream (dry):l_ _________ B6 _________ i -
EON-367849 

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

l_ ____________ B6 ·-·-·-·-·-·__i(BB) 

IDl~U 

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

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

To: i 86 ! HQ Pet Food Report Notification;[·-·-·-·-·-·-·-·-·-·-·-·-·-·-sG·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Sent: 10/8/2018 5:44:37 PM 

Subject: Acana Heritage formula dog food (mostly freshwater fish: Lisa Freeman -
EON-367839 

Attachments: 2055788-report.pdf; 2055788-attachments.zip 

A PFR Report has been received and PFR Event [EON-367839] has been created in the EON System. 

A "PDF" report by name "2055788-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 "2055788-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-367839 
ICSR #: 2055788 
EON Title: PFR Event created for Acana Heritage formula dog food (mostly freshwater fish free run poultry and 
meats (beef pork and lamb) formulas. Also Meadowlands; 2055788 

AE Date 10/04/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable

Breed Great Dane 

Age 3.6 Years 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2055788 
Product Group: Pet Food 
Product Name: Acana Heritage formula dog food (mostly freshwater fish, free run poultry, and meats (beef, 
pork, and lamb) formulas. Also, Meadowlands 
Description: Murmur identified by RDVM 7 /l 7 /18. Asymptomatic. DCM diagnosed 10/4/18. Has been eating 
Acana diet. Owner is haqqy to talk to FDA and to i;irovide more info. Taurine levels pending. Details on diet and 
treats below: I can tell you, for starters, that i B6 lwas put on a Fromm diet from July of 2015 thru about March 

1. --·-·-·-·-·-' 
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of 2016. Since that period, she has been eating only Acana Heritage formula dog food. This contains "0% grain, 
potato, gluten, meat by-products, and plant protein concentrates" as listed on their label. She has had a variety of 
flavors from this brand. Primarily, it has been "freshwater fish", "free nm poultry", and "meats formula" (beef, 
pork, and lamb).! ___ 86 ___!has also had multiple bags of Acana "meadowland" which is advertised as poultry, fish, 
and eggs. I have also discovered that all of her treats have been produced by Acana. One is labeled as macarel 
and greens, another is poultry and monkfish, and the last is lamb, liver, and tripe. I should be able to get some 
records from our local pet store as they have a rewards program we are part of and all of our purchases from the 
last three years are on our account. 
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 

Lot Number 
or ID 

Best By 
Date 

Product Name 

Acana Heritage formula dog food (mostly freshwater fish, free nm poultry, and 
meats (beef, pork, and lamb) formulas. Also, Meadowlands 

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

; 
Owner information 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i B6 ! 

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

To view this PFR Event, please click the link below: 
i 86 i 
L--·-· ·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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

[ _________________________________________________________________________________________________________________ s_s --------------------------------------------------------------------------------------------------------------·-· r 

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 
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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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Report Details - EON-367839 
ICSR: 2055788 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-0813:38:04 EDT 

Reported Problem: Problem Description: Murmur identified by RDVM 7/17/18. Asymptomatic. DCM diagnosed 10/4/18. 
Has been eating Acana diet. Owner is happy to talk to FDA and to provide more 
info. Taurine levels pending. Details on diet and treats below: I can tell you, for 
starters, that! B6 1was put on a Fromm diet from July of 2015 thru about March 
of 2016. Sinciftnat period, she has been eating only Acana Heritage formula dog 
food. This contains "0% grain, potato, gluten, meat by-products, and plant protein 
concentrates" as listed on their label. She has had a variety of flavors from this 
brand. Primarily, it has been "freshwater fish", "free run poultry", and "meats 
formula" (beef, pork, and lamb). i B6 :has also had multiple bags of Acana 
"meadowland" which is advertisei:ras·-poultry, fish, and eggs. I have also 
discovered that all of her treats have been produced by Acana. One is labeled as 
macarel and greens, another is poultry and monkfish, and the last is lamb, liver, 
and tripe. I should be able to get some records from our local pet store as they 
have a rewards program we are part of and all of our purchases from the last 
three years are on our account 

Date Problem Started: 10/04/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Acana Heritage formula dog food (mostly freshwater fish, free run poultry, and 
meats (beef, pork, and lamb) formulas. Also, Meadowlands 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use Description: Owner can provide more details. 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 
i--·-·-·-·-·-·-· 

i-·-ss·-·i 
Type Of Species: Dog 

Type Of Breed: Great Dane 

Gender: Female 

Reproductive Status: Neutered 

Weight: 42.2 Kilogram 

Age: 3.6 Years 

Health: 
nt 

Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

contac

,,,,,,,,,,,,,,,,111111 

t: 

·-·

B6 
B6 i 

-·-·-·-·-·-·-·-·-·-·-·-'-·-·-·-·-·-·-·-•-\,,,,,,,,,,,,,,,,,,,,,,,,,,,,,.,,,,,,,,,,,,,,,,.,,,,,,,,,,,,,,,,,,,,,,

86 i 

FOUO- For Official Use Only 1 
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Add,essc I 6 
l ___________________________ ! 
United States 

B I 
_J 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States I 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

[ Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: i 86 !compiled records.pdf 

IL 
Description:! ________ __!compiled medical records 86 ______ 

Type: Medical Records 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: ! 86 iHO Pet Food Report Notification; i·-·-·-·-·-·-·-·-·-·-·-·-·-·ss·-·-·-·-·-·-·-·-·-·-·-·-·-·: 
•·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.: L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.i 

Sent: 10/7/2018 1 :24:20 AM 

Subject: Acana Singles Limited Ingredient Lamb and Apple 25 pound bag: i B6 i 
- EON-367777 L--·-·-·-·-·-·-·-·-·-·-·-·' 

Attachments: 20557 44-report.pdf 

A PFR Report has been received and PFR Event [EON-367777] has been created in the EON System. 

A "PDF" report by name "2055744-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-367777 
ICSR #: 2055744 
EON Title: PFR Event created for Acana Singles Limited Ingredient Lamb and Apple 25 pound bag; 2055744 

AE Date !__ _______ B6 ________ j 

Best By Date 

Animal Species Dog 

Breed Spaniel - Cocker American 

Age 5 Years 

District Involved PFR-186 
i·-·-·-·-·-·-·-·-i 

po 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Died Euthanized 

Product information 
Individual Case Safety Report Number: 2055744 
Product Group: Pet Food 
Product Name: Acana Singles Limited Ingredient Lamb and Apple 25 pound bag 
Description: He was fine up until approximately i B6 iwhen he developed a cough. He was taken to the 

·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·1 

emerge~~y _ _y~_t __ ~nd was diagnosed with Kennel Cough, which was a misdiagnosis. Oni B6 ! he was seen by 
his vet,l__ ____ B6 _____ ] in r·-·-·-·-·-·ss·-·-·-·-·-·1 where they performed Chest X-ray and bloodwork a~cfli-~a; determined that 

i B6 ! heart was enlarged and he was in Congestive Heart Failure. He was given a shot of Lasix, and placed on 
·:riiiecfic~tions and I was told he should be seen by a cardiologist. On[·-·-·-sG·-·-·1his 

onr·-·-86,_ 
symptoms worsened and he was 

take. Back to the Emergency Vet Hospital and was kept over night. ___ ihe saw r-·-84~--Bf--ivet 
L--·-·-·-·-·-·-·-) L--·-·-·-·-·-·-·-·-·-·-·~ 

Cardiologist, underwent a history and an echocardiogram where he was Diagnosed with Dilated Cardiomyopathy 

FDA-CVM-FOIA-2019-1704-001413 



and the vet reported that he believed it was related to the grain free diet. He kept him in the hospital in J 84, 86 J 

overnight for treatment and oxygen. He encouraged me to buy Taurine and L-Carnitine and bring up th
0

e next day. 
The next morning, r·-·-·s·G-·-·-:1-·-·sEf·-·iwas worse and they recommended transferring to the ICU at 1-·-·-·-·-s-4:·-·1iif-·-·-·1 
1-·s-4-·-·1iifl On r-·-·s'G"'=T,iesplte-air'efforts, r-·-·1is-·-·1was euthanized as he was not responding to tr~ifri1eiiis·~·-·-·-·-·-·-·-·' 
i·-·-·-·-·-' 

Submission 
·-·-·-·-·-·j 

Type: 
L--·-·-·-·-·-·-·.: 1---·-·-·-·-·-·-! 

Initial 
Report Type: Both 
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 

Acana Singles Limited Ingredient Lamb and Apple 25 pound bag 

Sender information 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! 
! B6 ; i 
! i 
! i 
! i 
! i 
! i 
( _________________________________________________ i 

USA 

To view this PFR Event, please click the link below: 
i ss 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 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 

FDA-CVM-FOIA-2019-1704-001415 



Report Details - EON-367745 
ICSR: 2055738 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-06 01:17:04 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: t __ B6 __ !has developed canine dilated cardiomyopathy suddenly. His health has 
been excellent even though hes 13. Up u til now, he had lots of life and energy 
left in him. Literally in a matter of 48 hours he developed COM. I have fed him th
same kibble brand, Blue Buffalo, the majority of his life. I read an article on the 
FDA site that youre investigating possible links between CDM and CDM. Please 
let me know if theres any way I can help. 

e 

Date Problem Started: l._, _____ 86 ____ ,_,! 
Concurrent Medical No 

Problem: 

Outcome to Date: Worse/Declining/Deteriorating 

Product Information: Product Name: Blue Buffalo Wilderness- High Protein Grain Free Natures Evolutionary Diet-with 
Chicken Life Source bits- Senior 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 24 Pound 

Purchase Date: 08/20/2018 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Plastic container 

Product Use 
Information:

Description: Daily food 

First Exposure 08/20/2018 
Date: 

 

Last Exposure 86 
Date: L--·-·-·-·-·-·-·-·-· · 

i ! 

Time Interval 9 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Not Applicable 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

FOUO- For Official Use Only I 
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A

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Name: Amazon 

Address: United States 

nimal Information: 
1'·-·-·-·-·-·1 

Name: i 
1,,,_,_,_,_,_,, 

B6 i 
Type Of Species: Dog 

Type Of Breed: Dachshund - Miniature 

Gender: Male 

Reproductive Status: Neutered 

Weight: 14.2 Pound 

Age: 13 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Healthcare Professional 
Information: 

Practice Name: ! i,.,_, _________ ,_,_,_, _________ B6 ,_,_, _________ ,_,_,i ! 
Contact: Name: i 86 1 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Phone:i B6 ! 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Address:! 86 I 

'unite"crsfate_s 
i 

____________ 
! 

J 

Type of Primary/regular veterinarian 
Veterinarian: 

Date First Seen:: 86 , 
i---·-·-·-·-·-·-·-·-·-·-j 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: Name: B6 ·-·-·-·_i L ________ 
Address: i : 86 

b"ii"itecfStates 

Contact: Phone: i 86 i ·-·-·-·-·-·-·-·-·-·-·-·-·· 
Email: L_ ______________ B6 ________________ _: 

Reporter Wants to No 
Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Phone 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: i 86 i HQ Pet Food Report Notification; i-·-·-·-·-·-·-·-·-·-·-·-·-s6-·-·-·-·-·-·-·-·-·-·-·-·) 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Sent: 10/9/2018 1 :12:19 AM 

Subject: Core Wellness Ocean Formula: i 86 ~ EON-367873 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Attachments: 2055809-report.pdf 

A PFR Report has been received and PFR Event [EON-367873] has been created in the EON System. 

A "PDF" report by name "2055809-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-367873 
ICSR #: 2055809 
EON Title: PFR Event created for Core Wellness Ocean Formula; 2055809 

AE Date 12/26/2017 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Died Naturally

Breed Pug 

Age 11 Years 

District Involved PFR-Foreign Firms DO 

Product information 
Individual Case Safety Report Number: 2055809 
Product Group: Pet Food 
Product Name: Core Wellness Ocean Formula 
Description: I was[ ____ EiG·-·-!owner from 6 mos until her death at age 11 on i-·-·-·-·-·-ss-·-·-·-·-·1 I fed her grain free food 

I · L---·-·-·-·-·-·-·-·-·-·-·-·• 
her entire life (Core Wellness - Ocean formula). Starting around October 2017 I noticed that she would pant a bit 
more than normal while she was on a walk. I raised it with the vet and we decided to keep an eye on it. On Dec 
26, 2017, I noticed her breathing was a bit laboured even while resting. She was taken to my regular vet the next 
day. She was xrayed, diagnosed with pneumonia and treated with antibiotics. When two different types of ab did 
not work, she was referred to a specialist clinic ( on!._ ___________ ~~----·-·-·_J where xrays were repeated, interpreted by 
another radiologist and heart disease was suspected. I was intending to take her to a cardiologist for an echo on 

r·-·ss 
'·-·-·-·-·-·-·~ 

____ ibut she passed away before I was able to take her. Although[·-·sG-·1 did not receive an official diagnosis, by a 
·-·-·-·-·-·-' 
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cardiologist, of cardiomyopathy, I thought it worth bringing to your attention and I hope it is of some relevance 
to the FD A's research-l.__ B6 _ ___: heart was certainly enlarged. She was otherwise in good health. Thank you. 
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 

Core Wellness Ocean Formula 

; 
Sender information 

! ~ 
' B6 ; ' 
i i 
i i 
i i 
i i 
i i 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

CAN 

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

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

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

; ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

i 86 ; j. 
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. 

FDA-CVM-FOIA-2019-1704-001421 



Report Details - EON-367873 
ICSR: 2055809 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-08 21:06:09 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: I was i B6 iowner from 6 mos until her death at age 11 on i 86 ii fed her 
grain free·rood her entire life (Core Wellness - Ocean formu(ay-·start1ng·-,ifround 
October 2017 I noticed that she would pant a bit more than normal while she was 
on a walk. I raised it with the vet and we decided to keep an eye on it. On Dec 26, 
2017, I noticed her breathing was a bit laboured even while resting. She was 
taken to my regular vet the next day. She was xrayed, diagnosed with pneumonia 
and treated with antibiotics. When two different types of ab did not work, she was 
referred to a specialist clinic (on; 86 ~ where xrays were repeated, 
interpreted by another radiologist-ana·neaifafsease was_syspected. I was 
intending to take her to a cardiologist for.an echo oni B6 !but she passed away 
before I was able to take her. Although L. B6_ idid not riicefve an official diagnosis, 
by a cardiologist, of cardiomyopathy, I thought it worth bringing to your attention 
and I hope it is of some relevance to the FDA's researchT" ·ss ·-·heart was 
certainly enlarged. She was otherwise in good health. Thank you. 

Date Problem Started: 12/26/2017 

Concurrent Medical No 
Problem: 

Outcome to Date: Died Naturally 

Date of Death: ! ________ B6 ____ ___: 

Product Information: Product Name: Core Wellness Ocean Formula 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Product Use 
Information:

Description: Fed to dog for 11 + years 
 

Product Use No 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Address: Canada 

Animal Information: Name: lB6! L ________ j 

Type Of Species: Dog 

Type Of Breed: Pug 

Gender: Female 

Reproductive Status: Neutered 

Weight: 19 Pound 

Age: 11 Years 

Assessment of Prior Good 

FOUO- For Official Use Only I 
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Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

Sender Information: Name: !_ ____________ 86 -·-·-·-·-·-.J 
Address: .--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

i i 

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

Canada 

; B6; 

Contact: Phone: ! B6 : 
r--·-·-·-·-·-·-·-·-·-·-·-·-· 
1..--·-·-·-·-·-·-·-·-·-·-·-· . 

Email: L_ ____________________ B6 _____________________ i 
Reporter Wants to No 

Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other Other 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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Report Details - EON-367810 
ICSR: 2055752 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-07 23:42:17 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: After fetching tennis balls at the park, B6 ,Jhad a big drink of water at home and 
then collapsed. He had difficulty standing and his back legs seemed to not 
support him. His breathing was labored and we took him to the emergency vet. 
He was found to have fluid around his heart. The vet drained it but the blood 
continued to immediately fill again and his breathing was very labored. The 
recommendation was to euthanize him at that time, about 4 hours from the time 
that he initially collapsed. We have read articles about Dilated Cardiomyopathy 
(DCM) in dogs related to diet. We don't know that! B6 i had DCM but wanted to 
report his sudden death. At his annual vet checkup'iri'April 2018, he was found to 
be an extremely fit and healthy dog with no known health issues or concerns. We 
were feeding him Fromm 4 Star Salmon a la Veg food two times per day since he 
was about a year old. 

L __ 

Date Problem Started: l, _______ B6 ·-·-·-· i 
Concurrent Medical No 

Problem: 

Outcome to Date: Died Euthanized 

Date of Death:!_·-·-·-· B6 _______ i 
Product Information: Product Name: Fromm Four Star Salmon a la Veg dog food 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 30 Pound 

Purchase Date: 06/01/2018 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Unopened - stored in package in garage Open-stored in plastic bin in garage (first 
couple of years not airtight and last few airtight container) 

Product Use 
Information:

Description: Fed 1 1/2 cups of food two times per day 
 , 

Last Exposure i BG i 
Date: •·-·-·-·-·-·-·-·-·-·-·1 

Product Use No 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 

FOUO- For Official Use Only I 
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Information: 

Animal Information: 1 Name: ·-·ss·-·i 
1-·-·-·-·-·-·. 

Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Male 

Reproductive Status: Neutered 

Weight: 57 Pound 

Age: 7 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information:

i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
Practice Name: 

~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .  
Contact: Name: L_.,,=,=,=,= B6 --=--=,=,=,J 

Phone:! B6 ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Address: r·-·-·-·-·-·-·-·-·s·s·-·-·-·-·-·-·-·-•-
1 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
United States 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: Name: [ _________ 86 ·-·-·-·-j 
Addmss: 

! ' ____________________________________________ : ' 
United States 

1-------s-5------1 

Contact: Phone: L _______ , B6 ·-·-·-·_j 
Email: l_ __________________ B6 -·-·-·-·-·-·-·-·___j 

Reporter Wants to No 
Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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Report Details - EON-367850 
ICSR: 2055797 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-0815:17:24 EDT 

Reported Problem: Problem Description: Presented to ER onJ B6 ifor CHF and DCM (had rads at RDVM for cough). 
Full echo on1 86 ! Unlikeiy to be associated with diet but reporting because he 
is sometimes· fed the· lamb formula Pro Plan. Taurine WNL 

Date Problem Started: l_ ______ 86 _____ ___: 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Atopy (on Atopica) 

Outcome to Date: Stable 

Product Information: Product Name: Pro Plan savory dry- chicken, beef, or lamb (1 cup TIO) 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: i 
1,_,_,_,_,_,_,. 

86 ! 
Type Of Species: Dog 

Type Of Breed: Retriever - Labrador 

Gender: Male 

Reproductive Status: Neutered 

Weight: 37.7 Kilogram 

Age: 7 Years 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: 

Phone: l_ ________ B6 ______ ___! 

Email: L_ ________________ 86 _________________ i 
Address: . ·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

' ' 
i i 
i i 
i i 
i i 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-j 
United States 

; B6; 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

FOUO- For Official Use Only I 
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Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States II 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States I 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: ---

I Attachment: compiled medical records L._._.B6_._._.!pdf 

m 
Description: Compiled medical records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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Report Details - EON-367845 
ICSR: 2055793 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-08 14:34:26 EDT 

Reported Problem: Problem Description: DCM and atrial fibrillation diagnosed 10/5/18 

Date Problem Started:l_ _________ 86 ·-·-·-·-· l 
Concurrent Medical Yes 

Problem: 

Pre Existing Conditions: Hypothyroidism, skin issues 

Outcome to Date: Stable 

Product Information: Product Name: Rawz meal free dry food limited recipe wild salmon dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: i 86 
i-·-·-·-·-·-·-·-·-· 

i 
Type Of Species: Dog 

Type Of Breed: Mixed (Dog) 

Gender: Male 

Reproductive Status: Neutered 

Weight: 33.2 Kilogram 

Age: 10 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: ! B6 ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Phone:[ ___________ B6 ___________ ! 
E mai I: L_ __________________ B6 -·-·-·-·-·-·-·-·-·-· ! 

Address: I 6 I 
! ! 

l·-·-·-·-·-·-·-·-·-·-·-·-· ! 
United States 

B 

Healthcare Professional 
Information:

Practice Name: Tufts Cummings School of Veterinary Medicine 
 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
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North Grafton 
Massachusetts 
01536 
United States II 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: [ji.fJcompiled records l-·-ss-·}df 

I Ill 
Description: Compiled records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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Report Details - EON-367841 
ICSR: 2055791 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-08 14:14:30 EDT 

Reported Problem: Problem Description: Feeding Taste of the Wild High Prairie Grain Free (Pine Forest before that). 
Diagnosed with DCM and CH F th is past winter. Owner wi Iii n ~ to _prnvide ·-·-·-·-· 

,-~_9_g_i\i9.J:1_<i!.U!:1fQI!;7ation. Our records do not include echo fr<;mJ.L., __ BS _____ !L._8-~.--J 
l_ ___________ l?~---·-·-·-·J from Feb, 2018. They also ran taurine_~!L~E_J which was 
reported to be normal. I am getting those records fro mi B6 i and will submit as 
soon as I have them. '·-·-·-··· 

Date Problem Started: 01/25/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Taste of the Wild High Forest dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: See diet history in medical records. Owner can provide 
additional info 

First Exposure 12/01/2017 
Date: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 

Type Of Species: Dog 

Type Of Breed: Mixed (Dog) 

Gender: Female 

Reproductive Status: Neutered 

Weight: 34.1 Kilogram 

Age: 3.18 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: i B6 i '-·-·-·-·-·-·-·-·-·-·-· . 
Phone: B6 ______ ___: ·-·,L._ _______ -·-·-·-·-·-·-·-·-·-·~ 

E mai I:[ _______________________ 86 ·-·-·-·-·-·-·-·-·-·-· : 

Add,ess: I i 
' i ' i 
~---·-·-·-·-·-·-·-·-·-·-·i 

United States 

B 6 

Healthcare Professional 
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Information: Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: l_ __ B6 ___: compiled medical records.pdf 

j I[ 
Description: Compiled medical records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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Report Details - EON-367849 
ICSR: 2055795 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-08 15:05:04 EDT 

Reported Problem: Problem 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. 

Date Problem Started: 02/02/2018 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: hypothyroid - on soloxine 

Outcome to Date: Stable 

Product Information: Product Name: Taste of the Wild Pacific Stream (dry) 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

l.--·-·-·-·-· . 
Animal Information: 

1·-·-·-·-·-·-· 
Name: i B6 ! 

Type Of Species: Dog 

Type Of Breed: Doberman Pinscher 

Gender: Female 

Reproductive Status: Neutered 

Weight: 26.8 Kilogram 

Age: 9.76 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: i 86 ! 
~---·-·-·-·-·-·-·-·-·-·-·. 

Phone: l_ __________ B6 ·-·-·-·-·---

Email::_ ____________ B6 ·-·-·-·-·-· ! 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Address: j 
! 

i 
i 

! i 
! i 
! i 
! i 
1,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

United States 

B 6 

Healthcare Professional 
Information:

Practice Name: Tufts Cummings School of Veterinary Medicine 
 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

FOUO- For Official Use Only I 
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Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States II 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States I 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: --

I Attachment: i B6 !compiled records smaller.pdf 
.~---·-·-•-•1 

m 
Description:! B6 !compiled records 

L--·-·-·-·-' 

Type: Medical Records 

FOUO- For Official Use Only 2 
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MICHIGAN STATE UNIVERSITY 

VETERINARY DIAGNOSTIC 
LABORATORY 

Director: :._ _________________ B6 ·-·-·-·-·-·-·-·___: 
4125 Beaumont Road 
Lansing, Ml 48910-8104 
Phone: 517-353-1683 
Fax: 517-353-5096 
www.animalhealth.msu.edu 

REPORT OF LABORATORY EXAMINATION 

Client: RC107973/ U.S. Food & Drug Adm (71095) 
Center for Veterinary Medicine 
8401 Muirkirk Rd, G202 HFV 500 
Laurel, MD 20708 

Owner: FDA Vet-LIRN, -

Report#: C18103012 
Received: 04/13/18 11 :43 
Printed: 04/20/18 14:32 

Admit: Jones, Dr. 
Herd: 
Species: Non-Animal 

Sex: Unknown 
Age: 

Page 1 of 1 

-

-

Animal ID 
Iodine Feed 
Wet or Dry? 

Iodine, Feed 
(ug/g) 

800261DOGKIBBLE Dry 4.20 

800218SUB2DOGKIBBLE 
>-

Dry 4.04 

800218SUB6DOGKIBBLE Dry 1.87 

800218SUB5DOGKIBBLE Dry 3.19 

800218SUB4DOGKIBBLE Dry 1.58 

Case Comments 
Method: ICP-MS 

l·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-j 
Clinical Toxicologist 

4/20/2018 2:27:48 PM EDT 

L = Low Result, H = High Result, @ = Critical Result, ~ = Corrected Result 

FDA-CVM-FOIA-2019-1704-001571 



FDA In Brief 

METADATA 
Title: FDA investigates cases of canine heart disease potentially linked to diet 

Description: FDA investigates dilated cardiomyopathy in dogs that ate certain pet foods labeled as 
"grain-free." 

Short Title: FDA investigates canine heart disease cases potentially linked to diet 

For Immediate Release: July 12, 2018 
Media Inquiries: Juli Putnam, 240-402-0537, juli.putnam@fda.hhs.gov 

FDA In Brief: FDA investigates cases of canine heart disease 
potentially linked to diet 

"We are concerned about reports of canine heart disease, known as dilated 
cardiomyopathy (DCM), in dogs that ate certain pet foods containing peas, 
lentils, other legumes or potatoes as their main ingredients. These reports 
are highly unusual as they are occurring in breeds not typically genetically 
prone to the disease," said Martine Hartogensis, D.V.M., deputy director of 
the FDA's Center for Veterinary Medicine's Office of Surveillance and 
Compliance. "The FDA is investigating the potential link between DCM and 
these foods. We encourage pet owners and veterinarians to report DCM 
cases in dogs who are not predisposed to the disease." 

The U.S. Food and Drug Administration's Center for Veterinary Medicine and the Veterinary Laboratory 
Investigation and Response Network, a collaboration of government and veterinary diagnostic 
laboratories, are investigating the potential association between reports of canine dilated cardiomyopathy 
(DCM) in dogs and certain pet foods containing peas, lentils, other legume seeds or potatoes as main 
ingredients. Canine DCM is a disease of a dog's heart muscle and often results in congestive heart 
failure. In cases that are not linked to genetics, heart function may improve with appropriate veterinary 
treatment and dietary modification if caught early. 

A genetic predisposition for DCM is typically seen in large and giant breed dogs, such as Great Danes, 
Newfoundlands, Irish Wolfhounds, Saint Bernards and Doberman Pinschers. The disease is less 
common in small and medium breed dogs, except American and English Cocker Spaniels. However, 
recently reported atypical cases have included Golden and Labrador Retrievers, a Whippet, a Shih Tzu, a 
Bulldog, and Miniature Schnauzers as well as mixed breeds. Early reports from the veterinary cardiology 
community indicate that the impacted dogs consistently ate foods containing peas, lentils, other legume 
seeds or potatoes as main ingredients as their primary source of nutrition for time periods ranging from 
months to years. That's why the FDA is conducting an investigation into this potential link. In the 
meantime, the FDA continues to recommend that changes in diet, especially for dogs with DCM, should 
be made in consultation with a licensed veterinary professional. 
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Cases of DCM in dogs suspected of having a link to diet can be reported to the FDA's electronic Safety 
Reporting Portal. For additional instructions, see "How to Report a Complaint about Pet Food." 

As part of its investigation, the FDA has been in contact with the pet food manufacturers and the 
veterinary community to discuss these reports and will provide updates as more information becomes 
available. 

### 

The FDA, an agency within the U.S. Department of Health and Human Services, protects the public 
health by assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and 
other biological products for human use, and medical devices. The agency also is responsible for the 
safety and security of our nation's food supply, cosmetics, dietary supplements, products that give off 
electronic radiation, and for regulating tobacco products. 
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From: Shaw, Courtney </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8FAB2A952A2D4349A0CB0B87B99205D5-
COSHAW> 

To: Palmer, Lee Anne; Jones, Jennifer L 
Sent: 8/22/2019 5:19:41 PM 
Subject: DCM food discussions 

Hi Lee Ann and Jennifer, 
I was presenting in a recent division meeting about some talks I attended at ACVIM regarding the issue with diet 
and DCM in dogs and we started discussing the work that is being done at the FDA level. I saw your names in 
the CVM news that you presented at AVMA. I am the cardiology subject matter expert for our division and I 
would be interested in learning more about the work you are doing. 
Thanks, 
Courtney Shaw 
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Network Procedures for Veterinary Laboratory Investigation 
and Response Network Case Investigations 

Network Procedures for Veterinarians 

1. Introduction 

The purpose of this Network Procedure is to facilitate basic interactions between the Vet-LIRN 
Program Office (VPO) and veterinarians participating in Vet-LIRN case investigations. General 
procedures such as information flow, sample handling procedures, submission of reports and 
billing for services are discussed. The focus of most Vet-LIRN case investigations is on 
diagnostic samples, although occasionally animal food samples will also be submitted. Animal 
food testing conducted after receiving a consumer complaint is typically handled by FDA's 
Office of Regulatory Affairs (ORA) Laboratories or accredited laboratories. 

1.1 In the case of Vet-LIRN investigations, the government is the client. 

1.1.1 The government is requesting assistance in its investigation, and is requesting 
tests or services to be performed by your clinic during this investigation. 

1.1.2 The government will pay for these services. 

1.1.3 The owner is helping with the government's investigation of a regulated product. 

1.1.4 The goal of the investigation is to determine if the product is at fault and why. 

1.1.5 The government's investigation may not provide a definitive diagnosis for the 
patient's illness. 

2. Case Background - Consumer complaint 

2.1 Vet-LIRN obtains information about the cases we investigate from 3 main sources, 

2.1.1 Consumer complaints (cc) - obtained by FDA Consumer Complaint Coordinators 
by phone 

2.1.2 Electronic consumer complaint submissions through FDA' s Food Safety 
Reporting Portal, and 

2.1.3 Vet-LIRN partner laboratories. 

NOTE: Generally, the information received in a consumer complaint is not kept 
confidential. In most cases, only protected personal information (such as names and 
addresses) is withheld in an effort to prevent the complaint from being traced back to 
the individual who submitted it. 

Network Procedures for Veterinarians Version-OS Page 1 of6 
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Network Procedures for Veterinary Laboratory Investigation 
and Response Network Case Investigations 

3. Communications 

3 .1 VPO will discuss the case with the referring veterinarian and or the owner. 

3 .2 VPO evaluates the case history and determines a need for follow up testing to determine 
if the food ( or drug) is the cause of the illness or death. 

3.3 VPO contacts the appropriate member laboratory(-ies) (chosen based on location and 
capabilities) and provides initial infonnation 

3.3.1 In some cases only partial history is available 

3.3.2 Follow up information will be sent as it becomes available. 

3.4 VPO proposes the tests to be conducted and prepares billing documents. 

3.5 VPO makes arrangements with the veterinarian to obtain and ship samples. 

3. 5 .1 VPO receives test results and forwards the results to the veterinarian who will 
then communicate the results to the owner. 

4. Case history 

4.1 A complete medical history is essential, 

4.1.1 age, sex, breed, animal's ID/name, 

4.1.2 other animals affected, 

4.1.3 duration of problem, lesion distribution (diagrams or photos are welcome), 

4.1 .4 treatment of problem (especially dose and duration of therapy) and response to 
treatment. 

4.1.5 concomitant drugs or dietary supplements administered (not used for treatment of 
the reaction, but administered for other reasons at the same time or within a short 
time of the problem occurrence). 

4.2 Vet-LIRN Case Numbers: 

4.2.1 Include Vet-LIRN case number in all correspondence. 

4.2.2 E-mail: include the Vet-LIRN case number as the first part of the subject line. 
This will help archiving data for each case. 

4.3 Electronic submission of medical records and laboratory results is preferred. 

4.4 Histories can also be submitted by FAX to Vet-LIRN (301-210-4685). 

4.5 Information about follow-up visits related to the investigation and additional laboratory 
reports should be provided as soon as possible. Phone calls are very useful for 

Network Procedures for Veterinarians Version-OS Page 2 of6 

FDA-CVM-FOIA-2019-1704-001584 



Network Procedures for Veterinary Laboratory Investigation 
and Response Network Case Investigations 

discussing cases in depth, but should be followed up with the medical records and lab 
reports. 

4.5.1 Due to time difference around the country, email communication is often the best 
way to assure information is transferred in a timely manner. 

5. Services Requested by VPO 

5.1 Services typically tests will fall into 3 categories: 

5. 1.1 Office Examination 

5.1.2 Clinical laboratory samples 

5.1.3 Pathology 

5.2 Office Examination: 

5. 2 .1 To evaluate the current status of the patient. 

5.2.2 To obtain samples from the patient for further analysis (blood, urine, feces). 

5.3 Clinical Laboratory Samples: 

5 .3 .1 VPO may ask for repeat analysis of new samples to be run either by the veterinary 
hospital, or by its usual testing laboratory. 

5.3.2 Typical tests include clinical hematology, microbial cultures, urinalysis, and fecal 
examination. 

5.3.3 Additional testing may be requested and the samples sent to a Vet-LIRN network 
laboratory. 

5.4 Pathology: 

5.4.1 Either submit the entire carcass or conduct a routine necropsy examination. 
Record your findings in detail and submit. Histopathology and microbiological 
cultures as appropriate. 

5.4. 1. I Describe all lesions - location, color, size, texture. 

5.4.1.2 Culture lesions or intestinal contents as deemed appropriate based on 
the history. 

5.4.1.3 Save tissues for histopathology- be sure to use 10: I formalin to tissue 
mass. 

5.4.2 Histopathology tissues (preserve in 10% neutral buffered formalin 10:1 ratio 
fixative to tissue): 

Network Procedures for Veterinarians Version-OS Page 3 of6 
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Network Procedures for Veterinary Laboratory Investigation 
and Response Network Case Investigations 

5.4.2.1 thyroid, thymus, lung, heart, liver, spleen, adrenal, kidney, pancreas, 
stomach, duodenum, jejunum, ileum, colon, urinary bladder, skeletal 
muscle, brain. 

5.4.2.2 Request a duplicate set of H&E for submission to VPO for archiving. 

5.5 Toxicology: 

5. 5 .1 Freeze and hold tissues if there is any indication that a toxic substance may be 
involved: 

5. 5 .1.1 brain ( for organophosphates and carbamates ), 

5.5.1.2 eyes, liver, kidney, brain, stomach content, fat, 

5.5.1.3 if available, serum, EDTA blood, urine. 

5.5.2 Following a review of histopathology, VPO may select tissues to be analyzed and 
request that tissues be sent to a Vet-LIRN laboratory. 

5.5.3 When the case is closed by VPO, samples can be disposed of When in doubt, 
please ask. 

5.5.3.1 The animal's remains can be disposed of following the laboratories' 
customary procedures. 

6. Sample submissions 

6.1 Normally, VPO prefers that the veterinarian, not the pet owner submit samples. 

6.2 Arrangements for transport should be made with the VPO (see additional shipping 
instructions). 

6.3 A Vet-LIRN Sample Submission Form, given by VPO to the veterinarian, should be 
provided to the veterinarian and should accompany all samples being sent to our Vet
LIRN laboratory, listing the recommended tests. 

6.4 A Shipping Inventory Sheet, given by VPO to the veterinarian, should also be provided 
by VPO and should be submitted with all samples. This form will be filled out and 
faxed to the VPO (301-210-4685) by the receiving Vet-LIRN laboratory. 

6.5 Vet-LIRN case numbers should be provided by the VPO and should be included on all 
samples and reports. 

6.5.1 Rarely, an owner will deliver a specimen or an animal for necropsy directly to the 
participating laboratory. Vet-LIRN should notify the lab to expect the owner if 
this happens and will provide appropriate forms. 

Network Procedures for Veterinarians Version-OS Page 4 of6 
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Network Procedures for Veterinary Laboratory Investigation 
and Response Network Case Investigations 

7. Sample types that Vet-LIRN may request from the Veterinarian 

7.1 Entire bodies (fresh or frozen) 

7.2 Organs from necropsy (fresh, frozen or formalin fixed) 

7.3 Clinical samples (serum, blood, urine, feces, biopsy samples, cultures) 

7.4 Food samples (open bag products from home) 

8. Reporting 

8.1 All reports from Vet-LIRN testing labs are submitted to VPO. 

8.2 VPO will forward reports to the veterinarian, who should discuss the results with the 
owner. 

8.3 If appropriate, VPO will forward reports to the owner. 

9. Communications with Owners 

9 .1 General: 

9.1.1 VPO usually will have contacted the owner to request permission and assistance 
in the investigation. 

9.1.2 Vet-LIRN' s investigation is focused on determining if a regulated product is the 
cause of the animal's illness. The testing requested by Vet-LIRN may not provide 
a definitive diagnosis 

9.1.3 VPO will provide testing results to the veterinarian for communication to the 
owner. This ensures that: 

9.1.3.1 Owners can be counseled on the interpretation of the test results, 

9.1.3.2 Appropriate medical follow-up care based on test results can be 
recommended by the owner's veterinarian. 

Network Procedures for Veterinarians Version-OS Page 5 of6 
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Network Procedures for Veterinary Laboratory Investigation 
and Response Network Case Investigations 

10. Billing 

10.1 Vet-LIRN VPO can only pay for services which were requested and approved by VPO. 
Vet-LTRN cannot pay for treatment, or for diagnostic testing outside of the scope of the 
investigation. 

10.2 Procurement and Billing Process: The following process needs to be followed in order 
to adhere to government regulations. 

I 0.2.1 The veterinarian must provide estimates so a Purchase Request can be prepared. 
Estimates should include items such as office visit(s), in-house diagnostic test 
costs, biopsy or pathology costs and additional charges such as potential shipping 
charges. 

10.2.2 A billing contact must be provided: include name, address, telephone+ fax 
numbers, and email. 

10.2.3 Approved Purchase Request is required prior to beginning service. 

10.2.4 Additional services may only be initiated after authorized by Vet-LIRN, but must 
first be approved by VPO with an additional Purchase Request. 

10.2.5 Hospitals must provide an invoice to Vet-LIRN upon the completion of work 
before they can be paid. VPO is tax exempt. Taxes should be removed from all 
charges. The invoice must include the Vet-LIRN case number. 

Network Procedures for Veterinarians Version-OS Page 6 of6 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

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

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

Sent: 8/5/2018 1 :32:12 AM 

Subject: Acana Pork and Squash:! 86 r EON-361371 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Attachments: 2053236-report.pdf 

A PFR Report has been received and PFR Event [EON-361371] has been created in the EON System. 

A "PDF" report by name "2053236-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-361371 
ICSR #: 2053236 
EON Title: PFR Event created for Acana Pork and Squash; 2053236 

AE Date 04/12/2016 Number Fed/Exposed 2 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Unknown 

Breed Retriever - Golden 

Age 4 Years 

' District Involved ' 
PFR B 6 ________ !DO t _______ 

Product information 
Individual Case Safety Report Number: 2053236 
Product Group: Pet Food 
Product Name: Acana Pork and Squash 
Description: This is not an event that suddenly occurred. My dog was diagnosed with dilated cardiomyopathy at 
2 years old. I enrolled him in the taurine deficient study done by Dr. Joshua Stern at UC Davis. He was eating 
Acana Pork & Squash since he was a puppy. His taurine was tested ( 4-18) and his whole blood is 13 5 and plasma 
28. Since his taurine level is low, I was told to supplement him with taurine and take him off the current dog 
food. I was told his food could cause taurine deficient dilated cardiomyopathy. He will be re-tested in the 
upcoming months. It is not know at this time if the dog food contributed to his disease or caused it. The study is 
still on going. 
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 oflast observation: Unknown 
Number of Animals Treated With Product: 2 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Acana Pork and Squash 

; 
Sender information 
' i B6 ; ' 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 below: 

i 
' 

86 i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i ' 

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

; -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 86 ; 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 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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Report Details - EON-361371 
ICSR: 2053236 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-08-04 21 :25:50 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: This is not an event that suddenly occurred. My dog was diagnosed with dilated 
cardiomyopathy at 2 years old. I enrolled him in the taurine deficient study done 
by Dr. Joshua Stern at UC Davis. He was eating Acana Pork & Squash since he 
was a puppy. His taurine was tested (4-18) and his whole blood is 135 and 
plasma 28. Since his taurine level is low, I was told to supplement him with taurine 
and take him off the current dog food. I was told his food could cause taurine 
deficient dilated cardiomyopathy. He will be re-tested in the upcoming months. It 
is not know at this time if the dog food contributed to his disease or caused it. The 
study is still on going. 

Date Problem Started: 04/12/2016 

Concurrent Medical No 
Problem: 

Outcome to Date: Unknown 

Product Information: Product Name: Acana Pork and Squash 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 25 Pound 

Purchase Date: 05/29/2018 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: The product is stored in it's original bag and then placed in a air tight container. 

Product Use 
Information: 

Description: The product was feed 2xs per day. 

Last Exposure 07/15/2018 
Date: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Unknown 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

FOUO- For Official Use Only I 
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Animal Information: 

Purchase Location 
Information:

Name: Pet Valu 
 ; 86 Address: i ! 

i ! 

i ! 
i ! ! 
i ! 
i ! 
i ! 
i ! 

United States ' 

Name: 

Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Male 

Reproductive Status: Neutered 

Weight: 67 Pound 

Age: 4 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 1 
Reacted: 

owner Information: 

Healthcare Professional 
Information:

Practice Name: [ 86 : 
 ! i 

Contact: ! B r · · Name: 

Phone: 6 , : 
~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Address: i ] 
! i 
! ! i 

[ ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
United States 

86 ; 
Type of Referred veterinarian 

Veterinarian: 

Date First Seen: 04/19/2016 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: Name: 

Address:

i I 
i i 

l ! j i 

i ! 
i i 
i i 
i i 
i i 
j i 

i. Un 1ted States-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

B 6 
Contact: Phone: 

Email:

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 

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

; 86 ; 
Permission To Contact Yes 

Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other Store/Place of Purchase 
Parties: Manufacturer 

Additional Documents: 

FOUO- For Official Use Only 2 
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Report Details - EON-367777 
ICSR: 2055744 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

Type Of Report: Both 

Reporting Type: Voluntary 

Report Submission Date: 2018-10-06 21:13:52 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: He was fine up until approximatelyL_ __ B6 ___ i when he developed a cough. He was 
taken to the eme~/;l~IJ.gy__v._E:!t and was diagnosed wit!] _ _li~_QD~J. C~_l:!9.h

•-•-•-•-•-•-•-
i 

2.~~i£h}Nas a 
misdiagnosis. On:1 B6 he was seen by his vet, i 86 ini B6 !Where 

L--·-·-·-·-·-·--' 1,.,_,_,_,_,_,_,_,,.-·-·-·L•-•-•-•,. 
they performed Chest X-ray and bloodwork and it was determined that! B6 ! 
heart was enlarged and he was in Congestive Heart Failure. He was given a shot 
of Lasix, and placed on 3 medications and I was told he should be seen by a 
cardiologist. On/ B6 !his symptoms worsened and_he was.take. Back to the 
Emergency Vet ilosplfaT and was kept over night On i 86 : he sawr-·-·s4~·1fs"-·: 
Vet Cardiologist, underwent a history and an echocardioifrarri where he-·was·-·-·-·-· 
Diagnosed with Dilated Cardiomyopathy and the vet reported that. he.believed it 
was related to the grain free diet. He kept him in the hospital in i 84, 86 !overnight 
for treatment and oxygen. He encouraged me to buy Ta urine a~d L-Carnitine and 
bring up the next day. The next morning, ! B6 ii 86 :was worse and they 
recommended transferring 1·-·-·-·-·-·--. to the ICU at! 1,_,_, _____________ M , B4, ___ , _________ ss , ___ , _________ ,,; : On1 1_, ___ B6 , ___ , ___ ,.; i 
despite all efforts,! B6 was euthanized as he was not responding to treatments. 

Date Problem Started:! B6 i ' 
'·-·-·-·-·-·-·-·-·-·-·-· 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: He has seasonal and indoor allergies and was on Apoquel and Allergy injections. 
He may have had food allergies. He was placed on the grain free food 3-4 years 
ago. He was health and active. He was on ACANA SINGLES LIMITED 
INGREDIENT LAMB AMO APPLE AND SOMETIMES DUCK AND PEAR FOR 
THE PAST 3-4 YEARS EXCLUSIVELY. 

Outcome to Date: Died Euthanized 

Date of Death: L._ _____ 86 _____ ___! 

Product Information: Product Name: Acana Singles Limited Ingredient Lamb and Apple 25 pound bag 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 25 Pound 

Purchase Date: 07/25/2018 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened Yes 
Product: 

Storage Conditions: The product was stored in an airtight and waterproof container in the basement. A 
weeks worth of food was put in an airtight container on the kitchen. 

Product Use 
Information: 

Description: [ __ B6 _!ate 1 1 /4 cup divided into two meals per day. 

Last Exposure ! 86 i 
Date: '·-·-·-·-·-·-·-·-·-·-·1 

Time Interval 4 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

FOUO- For Official Use Only I 
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Adverse Event Not Applicable 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Definitely related 
Relatedness to 
Adverse Event: 

Other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Name: Perflow.com 

Address: United States 

Animal Information: 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Name: ! B6 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Type Of Species: Dog 

Type Of Breed: Spaniel - Cocker American 

Gender: Male 

Reproductive Status: Neutered 

Weight: 28 Pound 

Age: 5 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

Sender Information: Name: 

Address: ; ! ! 
' ' 
i i 
i i 
i i 
i 

B6; 
i 

i i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
United States 

Contact: Phone: L, _______ B6 ________ i 

Other Phone: ! B6 : 

Email: [ -·-·-·-·-·-·-·-· B6 · ·-·-·-·-·-·-·_,_: 
Permission To Contact Yes 

Sender: 

Preferred Method Of Phone 
Contact: 

Reported to Other Other 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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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_ __________________ B6 ·-·-·-·-·-·-·-·-·-· j. com 

Sent: 10/26/2018 11 :32:24 AM 

Subject: Blue Wilderness: t _________ B6 ________ !- EON-369415 

Attachments: 2058021-report.pdf 

A PFR Report has been received and PFR Event [EON-369415] has been created in the EON System. 

A "PDF" report by name "2058021-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-369415 
ICSR #: 2058021 
EON Title: PFR Event created for Blue Wilderness; 2058021 

AE Date 01/01/2016 Number Fed/Exposed 1 

Best By Date N um her Reacted 

Animal Species Dog Outcome to Date Died Euthanized 

Breed Retriever - Labrador 

Age 11 Years 

.-•-·-·-·-·-·-·-·-·-·-·-· .. 

District Involved PFRi 
! 

8 6 !no 
! ~------~-~---·-·-·-·-·-·-·-·-·-·-··~-~---------~-----~ 

Product information 
Individual Case Safety Report Number: 2058021 
Product Group: Pet Food 
Product Name: Blue Wilderness 
Description: When the dog was 9 years old she started limping periodically. Had some gas. I looked for a grain 
free, soy free food with glucosamine. We decided on Blue Wilderness. In two years the dog had to be Euthanized 
for a enlarged heart/congestive heart failure. 
Submission Type: Initial 
Report Type: Both 
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 
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Product Name Lot Number or ID Best By Date 

Blue Wilderness 

; 
Sender information 

. . 
' 86 ; ' 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

USA 

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

! B6 i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· t 

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

; i B6 ~ 

i !-! i ! 
i ! 
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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Report Details - EON-369415 
ICSR: 2058021 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

Type Of Report: Both 

Reporting Type: Voluntary 

Report Submission Date: 2018-10-26 07:25:05 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: When the dog was 9 years old she started limping periodically. Had some gas. I 
looked for a grain free, soy free food with glucosamine. We decided on Blue 
Wilderness. In two years the dog had to be Euthanized for a enlarged heart 
/congestive heart failure. 

Date Problem Started: 01/01/2016 

Concurrent Medical Unknown 
Problem: 

Outcome to Date: Died Euthanized 

Date of Death: L._ _____ B6 ·-·-·-· i 
Product Information: Product Name: Blue Wilderness 

Product Type: Pet Food 

Lot Number: 

Package Type: BOX 

Package Size: 35 Pound 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Dog food container 

Product Use Description: Fed 2x's per day total of 4 cups 
Information: 

Perceived Probably related 
Relatedness to 
Adverse Event: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: L __ B6 __ J 
Type Of Species: Dog 

Type Of Breed: Retriever - Labrador 

Gender: Female 

Reproductive Status: Neutered 

Weight: 70 Pound 

Age: 11 Years 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

Sender Information: ·-·-·-·-86 
Name: 

1 -·-·-·-! 
~---·-·-" -" -" -·-·-·-·-" . 
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Address: !-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

! 
i 

B6 ! 
i 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
United States 

Contact: Phone: 

Email: i 86 ! 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Reporter Wants to No 
Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! 86 jcom 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Sent: 10/25/2018 8:01 :06 PM 

Subject: Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb-Nov 
2017- Aug 2018: Blue Buffalo Basics _Grain.Free-Aug 2018-Oct 2018: American 
Journey Lamb and Sweet Potatol.__ ______ 86 _________ !-EON-369375 

Attachments: 2057993-report.pdf; 2057993-attachments.zip .:;. 

A PFR Report has been received and PFR Event [EON-369375] has been created in the EON System. 

A "PDF" report by name "2057993-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 "2057993-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-369375 
ICSR #: 2057993 
EON Title: PFREvent created for Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb Nov 
2017- Aug 2018: Blue Buffalo Basics Grain Free Aug 2018-0ct 2018: American Journey Lamb and Sweet 
Potato; 2057993 

AE Date 10/02/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Mixed (Dog) 

Age 4 Years 

1·-·-·-·-·-·-·-·-·1 

District Involved PFRi 86 jDO 

Product information 
Individual Case Safety Report Number: 2057993 
Product Group: Pet Food 
Product Name: Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb Nov 2017-Aug 2018: 
Blue Buffalo Basics Grain Free Aug 2018-0ct 2018: American Journey Lamb and Sweet Potato 
Description: 02 Oct 2018 - presented for routine exam. A new grade II/VI murmur was noted. 13 Oct 2018 -
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presented to a different veterinarian for 2nd opinion for the heart murmur. Chest rads revealed cardiomegaly but 
no signs of heart failure. A limited cardiac ultrasound revealed dilatation of all 4 heart chambers with poor 
myocardial contractility. Suspected grain free diet DCM. Changed diet to Purina Pro Plan Lamb and Rice. Rx: 
L-Carnitine 1 g BID, Taurine 500 mg BID and referred toj _______ B6 ____ ___ifor further work up. 17 Oct 2018: Grade 
II/VI left apical systolic murmur ausculted; no arrhythmias. Echocardiogram revealed mildly dilated left and 
right atria, moderately dilated left ventricle, decreased LV systolic function. Elevated left filling pressures based 
on doppler. Blood pressure, thyroid panel, platelet count and troponin levels all normal. Blood submitted for 
taurine level sent to l ______ B6 _____ l still pending 25 Oct 2018. Diagnosis: Dilated Cardiomyopathy. 
Submission Type: Initial 
Report Type: Both 
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 

Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb Nov 
2017- Aug 2018: Blue Buffalo Basics Grain Free Aug 2018-0ct 2018: American 
Journey Lamb and Sweet Potato 

Sender information 
; i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 

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

USA 

' ; 86 ; 

Owner information 

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

,.To_view_this_PFR Event, __ please_clidc_the_link_~elow: 
! B6 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

To view the PFR Event Report, please click the link below: 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 
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 
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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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Report Details - EON-369375 
ICSR: 2057993 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

Type Of Report: Both 

Reporting Type: Voluntary 

Report Submission Date: 2018-10-2515:47:25 EDT 

Reported Problem: Problem Description: 02 Oct 2018 - presented for routine exam. A new grade IINI murmur was noted. 
13 Oct 2018 - presented to a different veterinarian for 2nd opinion for the heart 
murmur. Chest rads revealed cardiomegaly but no signs of heart failure. A limited 
cardiac ultrasound revealed dilatation of all 4 heart chambers with poor 
myocardial contractility. Suspected grain free diet DCM. Changed diet to Purina 
Pro Plan Lamb and Rice. Rx: L-Carnitine 1 g BID, Taurine 500 mg BID and 
referred toi 86 ifor further work up. 17 Oct 2018: Grade IINI left apical 
systolic murm"Cinfusculted; no arrhythmias. Echocardiogram revealed mildly 
dilated left and right atria, moderately dilated left ventricle, decreased LV systolic 
function. Elevated left filling pressures based on doppler. Blood pressure, thyroid 
panel, platelet count_ and troponin levels all normal. Blood submitted for taurine 
level sent to i 86 i still pending 25 Oct 2018. Diagnosis: Dilated 
Card iomyo parnv·-·-·-·-·· 

Date Problem Started: 10/02/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb Nov 2017-
Aug 2018: Blue Buffalo Basics Grain Free Aug 2018-0ct 2018: American Journey 
Lamb and Sweet Potato 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 14 Pound 

Possess Unopened No 
Product: 

Possess Opened Yes 
Product: 

Storage Conditions: Room temperature in kitchen pantry 

Product Use 
Information:

Description: Oral administration 
 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: 

Perceived Probably related 
Relatedness to 
Adverse Event: 

Name: L_B6__! 
Type Of Species: Dog 

Type Of Breed: Mixed (Dog) 

Gender: Female 

Reproductive Status: Neutered 

Weight: 15.9 Kilogram 

Age: 4 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

FOUO- For Official Use Only I 
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Number of Animals 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: 

Phone

Emai

: 

l: 

l~:~:~:~:~:6~i 

[__ _____________________ B6 ______ ·=-·-=·-=·-=·-·=-·-=·-=·:=====
:~:~:~:-!~~-~ 
 ======j~:: 

Add,ess: I I B 6 I 

LU n 1ted""States-·-·-·-·-·-·-·-· ! _ 

Healthcare Professional 
Information: 

Practice Name: i 
L

86 i 
--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Contact: Name: 1 B6 l 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

Phone: 

Type of Primary/regular veterinarian 
Veterinarian: 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: Name: 

l_ ________ B6 ______i ___ 

L. ______ 86 _______! _ 
::::=:::::=:::::::::::::=:::::=:::::::::::::=:::::=:::::::::::::=:::::=:::::::::::::=::==========::::;-1 

Addrass:1I I 

i i 

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

B6 
United States 

Contact: Phone: L ________ B6 -·-·-·-· ! 

Email: :_ _____________ B6 ____________:___  

Reporter Wants to No 
Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

Attachment: 

I[ 

i B6 !
L---·-·-·· 

Description: All medical records 

.21.2018.pdf  10

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

To: Cleary, Michael*; HQ Pet Food Report Notification;! B6 i 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 10/25/2018 5:16:28 PM 

Subject: taste of the y.it.i.ld_ar.aio.Jre~ pacific stream-taste of the wild prey trout limited 
ingredients: l_ ________ B6 _______ _J EON-369346 

Attachments: 2057985-report.pdf; 2057985-attachments.zip 

A PFR Report has been received and PFR Event [EON-369346] has been created in the EON System. 

A "PDF" report by name "2057985-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 "2057985-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-369346 
ICSR #: 2057985 
EON Title: PFR Event created for taste of the wild grain free pacific stream taste of the wild prey trout limited 
ingredients; 2057985 

AE Date i 86 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·. 

Number Fed/Exposed _:, 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Dogue de Bordeaux 

Age 8 Years 

District Involved PFR~ 
! 
86 

! 
·-·-·-·-·-·-·-·-

!no 

Product information 
Individual Case Safety Report Number: 2057985 
Product Group: Pet Food 
Product Name: taste of the wild grain free pacific stream taste of the wild prey trout limited ingredients 
Description: i·-·-s-,ii",-·iis-·-"l._Has been eating Taste of the wild grain free for about 5 years. i 86 i had to be 

L---·-·-·-·-·-·-·-·-·-·-·• L--·-·-·-·-·-·-·-·• 
rushed to cardiologist and diagnosed with dcm dilated cardiomyopathy. Have full vet report and findings. He is 
still not recovered and we are unsure where this is going to end up 
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: 3 
Number of Animals Reacted With Product: 1 

Lot Number or 
ID 

Best By 
Date 

Product Name 

taste of the wild grain free pacific stream taste of the wild prey trout 
limited ingredients 

Sender information 

USA 

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

1-·-·-~·-·-·-·-·-·-·-·-·-·-·-·-·-~·-·-·-·-·-·-86 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

To view the 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. 

 

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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Report Details - EON-369346 
ICSR: 2057985 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-25 13:10:59 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: i 86 [.Has been eating Taste of the wild grain free for about 5 years. 10124 
L/f!lffad'to-6e rushed to cardiologist and diagnosed with dcm dilated 
cardiomyopathy. Have full vet report and findings. He is still not recovered and we 
are unsure where this is going to end up 

Date Problem Started:._ ________ B6 -·-·-·-·-! 
Date of Recovery: 10/24/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: taste of the wild grain free pacific stream taste of the wild prey trout limited 
ingredients 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Purchase Date: 10/02/2018 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Cool dry place 

Product Use 
Information:

Description: Recommeded feeding for all three of our dogs 
 First Exposure 10/03/2018 

Date: 

Last Exposure 10/23/2018 
Date: 

Time Interval 5 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Not Applicable 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Probably related 
Relatedness to 
Adverse Event: 

Other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

FOUO- For Official Use Only I 
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Manufacturer 
/Distributor Information: 

Purchase Location 
Information:

r·-·-·-·-·-·-·-·-·-·-·-·• 
Name: ! B6 ! 

i..·-·-·-·-·-·-·-·-·-·-·-·i 
Address: United States 

Animal Information: Name: i__B6 __ i 
Type Of Species: Dog 

Type Of Breed: Dague de Bordeaux 

Gender: Male 

Reproductive Status: Neutered 

Age: 8 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 3 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

Practice Name: !._ _______________ s6 _________________ i 
Contact: Name: l_ _________ B6 -·-·-·-·__! 

I 

-------------<II 

II  

_ ~11 

Phone:[. ___________ ss ·-·-·-·-·-· 1 

Email: [ _______________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-· : _

Add,ess,I 
86 

I 

i ! 
i ! 
i_•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

United States 
I 

Type of Referred veterinarian 
Veterinarian: 

Date First Seen: 10/24/2018 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: Name: ! 86 1 
j__________ ·-·-·-·-j 

Address: ! : 

I B6 ! 
l_______ ·-·-· ! 
United States 

Contact: 
1·-·-·-·-·-·-·-·-·-·-·-·1 

Phone: ! B6 ! 
--~~~~~~~~~~~~.i·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Em ai I l_ _______________________ B 6 ______________________ ___! 

Reporter Wants to No 
Remain Anonymous: 

Permission To Contact Yes 
Sender: 

L ----==========================::::::! 

Iii 

lit 

Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: i B6 no2418_5.pdt 
·-·-·-·-·-·-' 

Description: vet finding 

Type: Article 

Attachment: i 86 :102418_ 4.pdf 
L--·-·-·-·-·. 

Description: vet findings 

Type: Article 

FOUO- For Official Use Only 2 
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Attachment: i B6 ro2418_1.pdf 
··-·-·-·-·-·-' 

Description: vet findings 

Type: Article ij 

FOUO- For Official Use Only 3 
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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

6 ____
--------- --------

_____ -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- __ ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

84,86 

Health Status 

Date/Time Welght(lbB•) ______ Heart~;_ ate 
i, 86 ~:44:0lpm 
_.....:;;.;c.__'-----'-----

[! _____ 

~; ________________________________________________________ ;-_ 

Attitude 
OAR 

- PLEASE DO NOT RUN OUT OF MEDICATIONS -

Date/Time 

L_ ______ B6 ·-·-·-· i 
Drug_ Name ·-·-·-·Qty _ Instructions Prescribed By 

l_ ______ B6 _______ j 

!._ _______ 86 ________ i 86 
l_ ______ B4,_B6 _______ DVM, MS, 
DACVIM, DECVIM 

: _______ B4,_ B6 _______ : DVM, MS, 
DACVIM, DECVIM 

i-·-·-· 84,. 86-·-·-·µVM, MS, 
UACVll\",f,.UECVTM 

8 Diagnostic Result_ 

ECG • Electrocardiogram - 10 lead (Ref: US10393-DR6381) 
Normal sinus rhythm 
No evidence of supra and ventricular arrhythmia 
Left ventricle enlargement pattern 

Echocardlogram by cardlologlst (Ref: US10393-DR6377) 
Decreased systolic function, dilated Left Ventricle 
Mild to moderate Mitral Valve Regurgitation due to dilatation, with mild left atrial enlargement 
MIid triscuspid regurgitation with mild right atrial enlargement and no pulmonary hypertension 
No Pericardia! effusion 
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Report Details - EON-369325 
ICSR: 2057945 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-25 07:45:50 EDT 

Reported Problem: Problem Description: DCM, CHF, atrial fibrillation WB taurine = 260 Dog's diet previously submitted to 
FDA Note: this may be a duplicate submission 

Date Problem Started: 02/20/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Died Naturally 

Date of Death: :._ _______ !3-_~----·-·-j 

Product Information: Product Name: Taste of the Wild High Prairie 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: L_ B6 _j 
Type Of Species: Dog 

Type Of Breed: Great Dane 

Gender: Male 

Reproductive Status: Intact 

Weight: 74 Kilogram 

Age: 9 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

owner Information: Owner Yes 
Information 

provided: 

Contact: Name: L. ________ 86 _________ i 
Phone: L_ _________ B6 ·-·-·-·-·-j 
Email:: 86 ] 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 1---e-,r-1 Address: 

i United States : 

Healthcare Professional 
Information: 

Practice Name: !._ ___________________________________ 84, __ 86 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

FOUO- For Official Use Only I 
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I~ 

~ 

~ m 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: --
Attachment: l__ B6 __! compiled records. pdf 

Description: Records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report NotificationL_ _________________________ ~~----·-·-·-·-·-·-·-·-·-·-·-·i 

Sent: 10/25/2018 7:36:40 PM 

Subject: WELLNESS CORE GRAIN FREE: l 86 l- EON-369373 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Attachments: 2057992-report.pdf 

A PFR Report has been received and PFR Event [EON-369373] has been created in the EON System. 

A "PDF" report by name "2057992-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-369373 
ICSR #: 2057992 
EON Title: PFR Event created for WELLNESS CORE GRAIN FREE, NULO GRAIN FREE, BLUE 
BUFFALO GRAIN FREE; 2057992 

AE Date 10/22/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Schnauzer - Miniature 

Age 10.5 Years 
t---------+---~·-·-·-·-·-·-·-·-·-·-·-·-·-·~------------+--------< i i 

District Involved PFR! B 6 ! DO 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Product information 
Individual Case Safety Report Number: 2057992 
Product Group: Pet Food 
Product Name: WELLNESS CORE GRAIN FREE, NULO GRAIN FREE, BLUE BUFFALO GRAIN FREE 
Description: CHEST RADIOGRAPHS REVEALED AN ENLARGED HEART 
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 

FDA-CVM-FOIA-2019-1704-001651 



Product Name Lot Number or ID Best By Date 

BLUE BUFFALO GRAIN FREE 

WELLNESS CORE GRAIN FREE 

NULO GRAIN FREE 

Sender information 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! 
! 86 ; i 
! i 
! i 
! i 
! i 
! i 
! i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
USA 

; 
Owner information 
i ! 
i B6 ! 

i ! 
i ! ! i ! 

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

To_ view this_ PFR _Event,_pl_ease_ click the_ link ~elow: 

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

_ To_ view_ the_ PFR Event Report, pl_ease_ click the_ link below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_ 

I 
i 

B6 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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Report Details - EON-369373 
ICSR: 2057992 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-10-25 15:26:17 EDT 

Reported Problem: Problem Description: CHEST RADIOGRAPHS REVEALED AN ENLARGED HEART 

Date Problem Started: 10/22/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: BLUE BUFFALO GRAIN FREE 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Possess Unopened Unknown 
Product: 

Possess Opened Unknown 
Product: 

Storage Conditions: UNKNOWN 

Product Use 
Information: 

Description: ORALLY 

Product Use Unknown 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: NULO GRAIN FREE 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Possess Unopened Unknown 
Product: 

Possess Opened Unknown 
Product: 

Storage Conditions: UN KNOWN 

Product Use 
Information: 

Description: ORALLY 

Product Use Unknown 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

FOUO- For Official Use Only I 
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; B6 

B6 ; 

Product Name: WELLNESS CORE GRAIN FREE 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Possess Unopened Unknown 
Product: 

Possess Opened Unknown 
Product: 

Storage Conditions: UNKNOWN 

Product Use 
Information: 

Description: ORALLY 

Product Use Unknown 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

other Foods or Unknown 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 

Type Of Species: Dog 

Type Of Breed: Schnauzer - Miniature 

Gender: Female 

Reproductive Status: Neutered 

Weight: 16.3 Pound 

Age: 10.5 Years 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: Phone: l-·-·-·-·-si~-ij ___ j •-·-·-·-·-· i 
Address:! i 

i ! 
i ! ! 
i ! 
i ! 
i ! 
i ! 

;_United States ' 

Healthcare Professional 
Information: 

Sender Information: 
i ·-·-·-·-·-·-·-·-· B6 ·-·-·-·-·-·-·-·-·! 

Name: 1.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
Address: .·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! i 

! ! i 
! i 
! i 

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

FOUO- For Official Use Only 2 
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L ____ B6 ____ l 
United States 

Contact: Phone: !._ _______ B6 -·-·-·-· i 
Other Phone:: 86 i 

Email:/ _______________________ • ___ B6 ___________________________ ! 
Reporter Wants to No 

Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: 
Cleary, Michael*; HQ Pet Food Report Notification; ! s_________________________ ~-~----·-·-·-·-·-·-·-·-·-·-.I 

Sent: 12/5/2018 4:44:22 PM 

' • 

Subject: Acana dog food. Varying diet/formulas over the pas{iiGvears.i 86 i 
E ON-3 72923 '-·-·-·-·J '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·" 

Attachments: 2059678-report.pdf 

A PFR Report has been received and PFR Event [EON-372923] has been created in the EON System. 

A "PDF" report by name "2059678-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-372923 
ICSR #: 2059678 

r·-·-·-·1 

EON Title: PFR Event created for Acana dog food. Varying diet/formulas over the past [.~~-!years.; 2059678 

AE Date 09/01/2018 

Best By Date 

Animal Species Dog 

Breed Mastiff 

. ·-·-·-·-·1 

Age i BG!Years 
i._ _______ ! 

District Involved PF~---·-·-8 6 ______ ! DO 

,., 
Number Fed/Exposed .) 

Number Reacted 1 

Outcome to Date Died Euthanized 

Product information 
Individual Case Safety Report Number: 2059678 
Product Group: Pet Food 
Product Name: Acana dog food. Varying diet/fomrnlas over the past! ss[vears. 
Description: Since approximately Sept 2018, we noticed l ___ B6 ___ !had ln·o~casional cough/throat clearing noise. 
We mentioned this during vet visits, but our vets didn?t seem concerned. Onj B6 !we rnshed 

i-·-·-86-·-)o the emergency vet due to weakness and inability to stand and while'-iiiere-he-"ilalcfiesi5(-rays taken 
'·-·wfiicn·'showed ?an extremely large heart?. The on duty vet performed an ultrasound and noted how hard his heart 

was working to pump blood. He inquired about the food we feed him and if it was grain free. After finding out it 
was, he alerted us to new findings regarding grain free diets and dilated cardiomyopathy. He suggested we 
contact the FDA to report the findings. Unfortunately,! 86 !did not recover and passed away early i-·-ss-·l 

j_·-·-·-·-·-·-·-·. L---·-·-·-·• 
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! 86 i 
j•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

Submission Type: 
I 

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: 3 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Acana dog food. Varying diet/formulas over the past! BG!years
j_ _______ j 

. 

Sender information 
!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! i 

! 
! i 
! i 
! i 
! i 
! i 
! i 

B6 ; 
L. A-·-·-·-·us -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

_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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

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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Report Details - EON-372923 
ICSR: 2059678 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-0511:36:30 EST 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: Since approximately Sept 2018, we noticed i B6 :had an occasional cough 
/throat clearing noise. We mentioned this durfnjfiie1: visits, but our vets didnt seem 
concerned. onr-·-·-·-·-·-·-·-ss-·-·-·-·-·-·-·-·; we rushed!"-·-·ss-·--~to the emergency vet due 
to weakness arid"1n·aollftffri"sfand-and while there"fie-·had chest X-rays taken 
which showed an extremely large heart. The on duty vet performed an ultrasound 
and noted how hard his heart was working to pump blood. He inquired about the 
food we feed him and if it was grain free. After finding out it was, he alerted us to 
new findings regarding grain free diets and dilated cardiomyo.P.athy. He suggested 
we contact the FDA to r.f:.l?.9.!!.!t:!~.-f!.IJ.~iD_g_~:-Y..!119.~unately, [ B6 ~id not recover 
and passed away early[ __________________ B6 ·-·-·-·-·-·-·-·-·J '·-·-·-·-·-·-·-· 

Date Problem Started: 09/01/2018 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Prednisone 

Outcome to Date: Died Euthanized 

Date of Death: L_ __________ B6 ___________ i 
Product Information: 

r·-·-·-·! 
Product Name: Acana dog food. Varying diet/formulas over the past 86 i}'ears. 

i_, _____ 1 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 25 Pound 

Storage Conditions: Sealed container 

Product Use 
Information: 

First Exposure 03/17/2014 
Date: 

L_ 
r·-·-·-·-·-·-·-·-·-·-·-·1 

Last Exposure _____ B6 ________ ! 
Date: 

Perceived Probably related 
Relatedness to 
Adverse Event: 

other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: L_ ____ B6 _, _ __! 

Type Of Species: Dog 

Type Of Breed: Mastiff 

Gender: Male 

Reproductive Status: Neutered 

Weight: 200 Pound 

AgeLBG_rears 

Assessment of Prior Good 

FOUO- For Official Use Only I 
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l--·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B 6 

; 86; 

Health: 

Number of Animals 3 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
Practice Name: . 86 ,-·-·-·-·-·i ' ·_·_·_·_·_·_·_·_·! 

Contact: '·N;;;;-·-·-·-·-·-·-·1 I 
Phone:i i 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: Name: 
i 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

i 
i i 

Address:! 
i 

i 
i 

i i 
i i 
j i 

i 
i 

! 
i 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
United States 

Contact: 
;-·-·-·-·-·-·-·-·-·-·-·-·-· .i 

Phone: 
i i i i i 86 i 

Email:! ! 
i.,_,_ .-·-·-· :-·-·-· . ·-·-·-·. ·-·-·- .-·-·-·-. -·-·-· .. ..: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Phone 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

To: Cleary, Michael*; HQ Pet Food Report Notification: 86 i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Sent: 12/4/2018 10:17:32 PM 

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372804 

Attachments: 2059619-report.pdf; 2059619-attachments.zip 

A PFR Report has been received and PFR Event [EON-372804] has been created in the EON System. 

A "PDF" report by name "2059619-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 "2059619-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372804 
ICSR #: 2059619 
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059619 

AE Date 11/21/2018 Number Fed/Exposed 5 

Best By Date Number Reacted 4 

Animal Species Dog Outcome to Date Stable 

Breed Boxer (German Boxer) 

Age 3 Years 

District Involved PFR! 86 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

po 

Product information 
Individual Case Safety Report Number: 2059619 
Product Group: Pet Food 
Product Name: Earthborn Meadow Feast dry 
Description: Littermate diagnosed with reduced cardiac contractility Eating BEG diet (Earthborn) so screened 
all housemates Echo within normal limits but elevated NT-proBNP and cardiac troponin I Taurine pending 
Owner changing diet and will recheck in 3 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 

FDA-CVM-FOIA-2019-1704-001661 



Number of Animals Treated With Product: 5 
Number of Animals Reacted With Product: 4 

Product Name Lot Number or ID Best By Date 

Earthborn Meadow Feast dry 

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

Owner information 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

1-------------~-~------------I 

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

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~-~----·-·-·-·-·-·-·i -·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

To view the PFR Event Report, please click the link below: 
' ' 
i i ; B6 ; i i 
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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Report Details - EON-372804 
ICSR: 2059619 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 17:08:36 EST 

Reported Problem: Problem Description: Littermate diagnosed with reduced cardiac contractility Eating BEG diet 
(Earthborn) so screened all housemates Echo within normal limits but elevated 
NT-proBNP and cardiac troponin I Taurine pending Owner changing diet and will 
recheck in 3 months 

Date Problem Started: 11/21/2018 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: History of resection of jejunum and ileum due to intussusception as puppy 

Outcome to Date: Stable 

Product Information: Product Name: Earthborn Meadow Feast dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: See diet history 

First Exposure 02/01/2018 
Date: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: ! j ______________ 86 i , 

Type Of Species: Dog 

Type Of Breed: Boxer (German Boxer) 

Gender: Female 

Reproductive Status: Intact 

Pregnancy Status: Not pregnant 

Lactation Status: Not lactating 

Weight: 27.4 Kilogram 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 5 
Given the Product: 

Number of Animals 4 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: 

Phone:!

Email: 

i : 
 86 i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Address:! l 
! i ! ! i 
! i 
! i 
! i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
United States 

86; 

FOUO- For Official Use Only I 
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I 

I 

i 
I I[ 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

-
Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: 

records[_
. ·-·-·-·-·-·-, 

Attachment: compiled medical _B6 -~df 

Description: Medical records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

I-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•- I 

 B 6 
j

Cummings 
Veterinary Med·ic~I Center 
AT TUFTS UNIVERSITY 

B6 
All Medical Records 

Patient: i B6 i 
'·-·-·-·-·-·-·-·-· 

Breed: Boxer 
. ·-·-·-·-·-·-·-·-·-·-·-·1 

DOB: ! ! 86 ; i 

L-·-·-·-·-·-·-·-·-·-·-· ! 

Species: Canine 
Sex: Female 

Home Phone:
Work Phone: 
Cell Phone: (

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

Referring Information 

B6 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

Initial Complaint: 
Scanned Record 

SOAP Text Nov 20 2018 12:24PM- Clinician, Unassigned! 86 : 
L--·-·-·-·-·-·. 

Initial Complaint: 
DCM study 

SOAPText Nov202018 1:12PM-: 86 : 

Disposition/Recommendations 

Page 1/12 
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i 
! 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·!-; -------------------------

Client: : 
Patient! 

"! 

__ ___,i-·-·-·

B 6 : 

Page 2/12 
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!Units 

'

!Reference Range 

---------------------------,;·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·•,__ __ 

!Results 
 -r

 86  
-·-·-·-·-·-

 re

i B6 i 
n:

________________________ _ 

r

~~~~:~t: 
. ·

I
·-

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 -·-·-·

 
·-·-·

B 6 ! 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-,__ 

Cummings 
Veterinary Me~ica I Center 
AT TUFTS U NIVERSITY 

B6 
Client: 

Veterinaria

Patient ID: 

Visit ID: 

l _______________ B 6 -·-·-·-·-·-·-·-i 
 

Patient: 

Species: 

Breed: 

Sex: 
'Age: ;
!

·-·-·-·-·-·-·-·-·-·-·1 

345628 

Canine 

Boxer 

!Lab Results Report 

Female 

ars Old 

11/20/2018 5:45:57 PM Accession ID:i 86 
!Test 
T roponin I Research ·-·-·-·-·-·-·-·-·-·-·sG-·-·-·-·-·-·-·-·-·-·-·: 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
0 - 0.08 mg/dl 

stringsoft 

3/12 ! 86 . 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Printed Tuesday, December 04, 2018 
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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

; B6 ; 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

1·-· 

-----------------------------------------------------------------

i: ! 

: 
er
Y 

i 86 I 
L--·

'Comments: 

18 

 _

S

N
----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·'---------------------------------------------

'  B6 ; i 
i 
i 
! 

;; i i 
: i 

! 

Client: 
Patient

------<-
i 84 ~
i.·-·-·-·-·-·-·-·-·,-· 

P-11/20/2018 

Clie

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

11:: !

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

Client j 86 i 
ni ! 

Date: 11/31/20
ReqoisiLi□ r,,t!

.~ 
;_,&.46.?!L . _____ _ 

86 i 
_______ 86 ·-·-·-·-· ! 

TurrsbN1vrns~v 
200WE.HBORO RD 
NORTii GRA nDN, .Massach11

! ~ 

i !vetB4 C:Onne::t l -ffl:J-433-9917 

Patie:
Specie

Brea:!
Gend
Age: 3

H:.-A1'fll'H::-·-·-

BOXER 
: FE.MALE 

Accl:$,a:n

Onlered bl'. i.__ 508-839--:>395 
etrs 01536 

Account #61B33 

CARD I OPET p raBN P r·-·-·-·-·-·-·-·! 
0- 900pmol1L HIGH 

-CANINI. 
-·-·-·-·-·-·. 

Lardi ~pe ~ __ nr o-B1'il"'P ____ !ii O 1 . - __ 150_0 __ Emol/ L ·-·-
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 

Pleas e no-:;: ea: CompJ.e : .e in:erp re -: i v e c:oirenea.n.-: s :: o-r al.l c-c.n.c:E'.n.-: ra-: ioi ""J:s c : ::-ardicp e-: 
proB1'-I-P ar~ a· .. -ailabl c: i n ;:.he onlin~ di rEet: or1· c:= s i:-r-.dce s . s e rUID spc- cimi:- n o r e- c e-i·,,. e-d 
aL room ~emperar ur e ma y hav e d e creas e d NT- proBl'il""P conce n~raLi ans . 
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l _______________________________ 

ne 

I 

i B6 

; 86 
_

r-·-·-·-·-·-·-

-·.·
' 

Client: ! 
Patient: i._ 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' ; ! 

_________________________________________ i 
Gastrointestinal Lab Texas A&M 11/20/18 

Gastrointestinal Laboratory 

Dr. J.M. Steiner 

Department of Small Animal Clinical Sciences 

Texas A&M University 

4474 TAMU 

College Station, TX 77843-4474 

Website User ID: clinpath@tufts.edu 

GI Lab Assigned Clinic ID: 11405 

B6 -·-·-·-·-·-·-; 

' Tufts_University-Clinical Pathology Lab 
Attn:! 86 : 
200 Westboro Road 
North Grafton, MA 01536 
USA 

Phone: 

Fax: 
Animal Name: 

Owner Name: 

Species: 

Date Received: 

508 887 4669 
9 508 839 7936 

[ ___________ 8_6 __________ I 
Canine 

Nov 27, 2018 

Tufts University-Clinical Pathology Lab 
Tracki11g Number: 1811200085 

GI Lab Accession! B6 ! 
L--·-·-·-·-·-·-·j 

Test Result Reference Interval 

i ~0.06 

Assay Date 

11/27/18 Ultra-Sensitive Troponin I Fasting 

I nterp retati on: l_ ______ 86 -·-·-·-·-·-·-·-' -·-·-·-·-·-·-·-·-·-·-· 
, . ..J • -•-•.L•-•.L•-•-•-•-• I ! 

I B6 I 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Comments: 

! ' ! i 

! B6; ! i 
! i 
! i 
! i 
! i 

L ___ 3Z1502l:f·-·-·-·-·-·-·-·-·-·j Cani
11/20/2018 1:14 PM 
CARDIAC TROPONIN/TEXG
SST 

Phone (979) 862-2861 

Fax: (979) 862-2864 

GI Lab Contact Information 
Email: gilab@cvm.tamu.edu 

vetmed.tamu.edu/gilab 
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_ ____________________________________________________________________________________________________________________________ 

Client: 
Patient

i 8 6 ! 
 I i 
"L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

astrointestinal Lab Texas A&M 11/20/18 

Gastrointestinal Laboratory 

Dr. J.M. Steiner 

Department of Small Animal Clinical Sciences 

Texas A&M University 

4474 TAMU 

College Station, TX 77843-4474 

Important Ongpinq studies __________________
Notices: 

B4,B6 

Phone: (979) 862-2861 

Fax: (979) 862-2864 

GI Lab Contact Information 
Email: gilab@cvm.tamu.edu 

vetmed.tamu.edu/gilab 
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CNo If 
6

 

_______ _ ______ _ 
_______ _______ _ 

============================= ________ _____ _ _ 
__________ _ ___ _ 

~r 

 

 

I 

 namL _______________ ____ 
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·""

: _

B 6 
------------------------------

, - ·- ·- ·- ·-· - ·-·-·-· -·-· - ·-· - ·-· - ·- - ! 
i ! 

: 
t:

 

i ! 

 i 
!

i. - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - · - • 

Client
Patien

Diet hx

CARDIOLOGY DIET HISTORY FORM 
'-';8S8 answer the fc,Jkr111ioa1_oua.~tJorut.ahout..ll.n1u.n~t 

Pet's name ! B 6 l  Owner's ~-~------------·-·-·-·j Today's date: 20\\bJ 20 f8 
1. How woufd you assess you r pet's appetite? (mark the point on the line below that best represents your pet's appetite) 

Example: Poor Excellent 

Poor _ _____________ ~ - - - -~

2. H;p-e you noticed a change in your pet's appetite over the last 1-2. weeks? (check all that apply) 
rilE:ats about the same amount as usual CEats less than usual CEats more than usual 
CSeems to prefer different foods than usual CJO!her _ _______________ _ 

3. Over the last few weeks, has your pet (cl'ieck one) 
□Lost weight CGalned weight i.r§t.,yed about the same weight Cl Don't know 

4. P,Jease list betow ALL pet foods, peopre food, treats, snack, dental chews, rawhides, and any othsr food item that your pet 
cu rrently eats. P,lease include the bra nd, specimc product, and flavor so we t<:now exacily what you pet is eating. 

Examples are shown in the table - please provide enough detail that we could go to the store and buy the exact same rood. 

Food (include specific ri>roduct and flavor) Form Amount How often? Fed since 
Nutro Grain Free Chicken Lentil & Sweet Potato Adult dry 1 ½cui, 2xldav J.an 2018 
85% lean hambumer 
Puo

Jan 2015 
treat oeroni original beef flavor 

1xlweek microwaved 3oz 
½ 1xldav Aug 2015 

treat 6 inch twist 1xlweek Dec 2015 Raw de hi
F~Ar-n.ri.."" -- N\EHn.1.1 i"IV-1 .. ~\ iJ., [' ?"'ir\ll.' I l=EB 2..0\fo 

.. 
*Any additional diet information can be fisted on the back of this sheet 

5. Do you give any dietary supplemenls to your pet (for example: vitamins, gluoosamine, fatty acids, ,or any ,other 
supplements)? DYes yes, please list which ones and give br.inds and amounts: 

Taurine 
Gamitine 
Antioxidants 
Multi vitamin 
Fish oi l 
Coenzyme Q10 
Other (please lis
Example: Vitamin C

CIYes IJNo ___
CIYes CNo ___

~~:: CIYes ~~~CINo =====___==
ClYes CJNo ___

t): 

rand/Concentration Amount per day 

"'=>Vf<>U:;.~"\ ND~«o -
Nature's Bounty 
Doc-,s~~ 

6. How do you administer pills to your pet? 
Cl I do 17ot give any medications 
[J I put them directly in my pet's mouth without food 
□ I put them in my pet's dog/cat food 
Cl I put them in a Pill Poc'ket or similar prc;>duct 
~ put them in ·roods (list foods) : b:i\:)jOCI. Q r [,K)&-L 

Page 7/12 
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Client: 
Patient: 

Page 8/12 

FDA-CVM-FOIA-2019-1704-001672 



1

-j 

'
nt: i 

nt: 

 ' 
! B 6 ! i 

! ! 
Clie
Patie

j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

ECG from Cardio 

' ' 
i i ; B6 ; 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

1/20/2018 2:45:12 PM 
Tufts Uni vers i ty 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiol ogy 

86 
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L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

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

t: !
! 

 B 6 i Clien
Patient: i

ECG from Cardio 

~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! 86 ; ! i 
! i 
! i 
! i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

11/20/2018 2:45:12 PM 
Tufts Uni vers i ty 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiol ogy 

86 
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i 
: i 

L--·-

B 6 : 
i 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Client: 
Patient

Patient History 

09/27/2018 02:02 PM 

11/14/201805:13 PM 

11/19/2018 06:05 PM 

11/20/2018 12:38 PM 
11/20/2018 01:10 PM 
11/20/2018 04:05 PM 
11/20/2018 04:05 PM 
11/20/2018 04:06 PM 
11/20/2018 04:56 PM 
11/20/2018 05:46 PM 
11/20/2018 05:46 PM 
l l /21/2018 11 : 19 AM

11/26/2018 11 :33 AM 

86 
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Cummings 
V1eterinarv Medical Center 
A .T TIIJFTS UNIVERSITY 86 

ll/llfZJJ18 

Oei
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

ll'"i ! 86 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

lhialk}UI fw 'lmlU!
i 

-·r·

li 
L

-·-·~----·-·-·-·-·-·-·-·-·-·-·-i 

 u.. ~------·-s·a·------! 
l-·-·-·-·-·-·-·-·-·-·-·-·-·-j ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

ff }1111 hiwe illY ~ or-m~ pleil!E oonlild: us ill 508--887-4988. 

lhia1kyuu.. 

I B 6 IDVM.- DAOJIM (Glnliology) 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· !
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael *; HQ Pet Food Report Notification! 86 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

i 

Sent: 12/4/2018 11 :04:49 PM 

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372828 

Attachments: 2059621-report.pdf; 2059621-attachments.zip 

A PFR Report has been received and PFR Event [EON-372828] has been created in the EON System. 

A "PDF" report by name "2059621-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 "2059621-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372828 
ICSR #: 2059621 
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059621 

AE Date 11/20/2018 Number Fed/Exposed 5 

Best By Date Number Reacted 4 

Animal Species Dog Outcome to Date Stable 

Breed Boxer (German Boxer) 

Age 3 Years 

District Involved PFRj 86 !no 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Product information 
Individual Case Safety Report Number: 2059621 
Product Group: Pet Food 
Product Name: Earthborn Meadow Feast dry 
Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility; elevated NT-proBNP and 
cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 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: 5 

FDA-CVM-FOIA-2019-1704-001677 



Number of Animals Reacted With Product: 4 

Product Name Lot Number or ID Best By Date 

Earthborn Meadow Feast 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 

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

B6 ; 

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

l:::::::::::::::::::::::::::::::::::::::::::::::::::::: B 6 ::::::::::::::::::::::::::::::::::::::::::::::::::::::i 

___ To _view _the _PFR _ Event_ Report, _ _pl ease.click _the_ link.below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! i 

! 
! i 
! i 
! i 
! i 
! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·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 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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Report Details - EON-372828 
ICSR: 2059621 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 17:59:30 EST 

Reported Problem: Problem Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility: elevated 
NT-proBNP and cardiac troponin I Taurine pending Owner changing diet and will 
recheck in 3 months 

Date Problem Started: 11/20/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Earthborn Meadow Feast dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use Description: See diet history in records for more details 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: [ ___ 86 J 
Type Of Species: Dog 

Type Of Breed: Boxer (German Boxer) 

Gender: Female 

Reproductive Status: Intact 

Pregnancy Status: Not pregnant 

Lactation Status: Not lactating 

Weight: 30.3 Kilogram 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 5 
Given the Product: 

Number of Animals 4 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: 

Phone:

Email:!

; ! 86 ! 
i ! 

i i 
i 

i 
! 

 i 
; T ' Address: 

I B6 I 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
United States 

i 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

FOUO- For Official Use Only I 
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I[ 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: rpt_ med ical_record _preview. pdf 

Description: Medical records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; [ 86 i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Sent: 12/4/201811:12:44 PM 

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372831 

Attachments: 2059622-report.pdf; 2059622-attachments.zip 

A PFR Report has been received and PFR Event [EON-372831] has been created in the EON System. 

A "PDF" report by name "2059622-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 "2059622-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372831 
ICSR #: 2059622 
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059622 

AE Date 11/15/2018 Number Fed/Exposed 5 

Best By Date Number Reacted 4 

Animal Species Dog Outcome to Date Stable

Breed Boxer (German Boxer) 

Age 3 Years 

District Involved PFRL_ _________ 8_6 ___________ po 

Product information 
Individual Case Safety Report Number: 2059622 
Product Group: Pet Food 

Product Name: Earthborn Meadow Feast dry .---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
.--..I>..es.crintjon: Daughter diagnosed with reduced cardiac contractility (l-·-·Ei6·-·iis mother of: 86 ~nd 
i 86 iEating BEG diet (Earthborn) so screened all housemates Echo--wfihin normal liii"fiEi-6ti"f"elevafed-·-·; 
;_·m.::proBNP and cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 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: 5 
Number of Animals Reacted With Product: 4 

Product Name Lot Number or ID Best By Date 

Earthborn Meadow Feast dry 

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

Owner information 

.. To_ view this_ PFR Event, please_ clickthe_link below: 

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

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

; .·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' B6 ; ' 
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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Report Details - EON-372831 
ICSR: 2059622 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 18:08:14 EST 

Reported Problem: Problem Description: -□-~-~.9~!~~--dJ.?.9!1_o_~~~-YY.i!~J~_C!l:!£ed cardiac contractility L.~~.Js mother of 
i 86 i Eating BEG diet (Earthborn) so screened all 
'm::msema:tes·c:cm:nRrcnml'fonrra I I imits but elevated NT-pro BNP and ca rd iac 
troponin I Taurine pending Owner changing diet and will recheck in 3 months 

Date Problem Started: 11/15/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Earthborn Meadow Feast dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use Description: See diet history in medical record for more info 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: l._ ______ B 6 ·-·-·-· j 
Type Of Species: Dog 

Type Of Breed: Boxer (German Boxer) 

Gender: Female 

Reproductive Status: Intact 

Pregnancy Status: Not pregnant 

Lactation Status: Not lactating 

Weight: 29.1 Kilogram 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 5 
Given the Product: 

Number of Animals 4 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: 

Phone:i

Email:i

i ! 

6 
!  B ! i 
! 

.
i 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

 

 
 

 
.

;

i

i
Add,ess: 

t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
United States 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

FOUO- For Official Use Only I 
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Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: 
-

Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: 
' ! 

Attachment: rpt_medical_record_preview ! 86 pdf 
j ____________ • 

Description: Medical records 
-

Type: Medical Records 

FOUO- For Official Use Only 2 
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Report Details - EON-372834 
ICSR: 2059624 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 18:12:06 EST 

Reported Problem: Problem Description: Littermate diagnosed with reduced cardiac contractility Eating BEG diet 
(Earthborn) so screened all housemates Subjectively reduced contractility on 
echo and elevated NT-pro BNP and cardiac troponin I Taurine pending Owner 
changing diet and will recheck in 3 months 

Date Problem Started: 11/20/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Earthborn Meadow Feast dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use Description: See diet history in medical record for more info 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 
1-----------~-~-----------i 

Type Of Species: Dog 

Type Of Breed: Boxer (German Boxer) 

Gender: Male 

Reproductive Status: Neutered 

Weight: 30.3 Kilogram 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 5 
Given the Product: 

Number of Animals 4 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: ,
i

i

; B6 

Contact: Name: 
Phone:!

i

Email:!
i

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· _ 
 ! 

 B 6 i 
 
 

i 
! 

 
 

i 
! 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J .-·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·!·-·-
Address: i ! 

i ! 
i ! ! i ! 
i ! 
i ! 
i ! 

'u 
i ! 

n·iledt>1ates ·-·-·-·-·-·-' 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

FOUO- For Official Use Only I 
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Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: l_ _____________ B6 ____________ ___records. pdf 

Description: Medical records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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86 

Cummin
Veterinary Med·ic~I Cent
AT TUFTS UNIVERSITY 

gs 86 
er 

All Medical Records 

86 
Breed: Boxer 

L ________________ ss -·-·-·-·-·-·-·-·-J 

Species: Canine 
Sex: Male 

(Neutered) 

Referring Information 

Initial Complaint: 
Scanned Record 

SOAP Text Nov 20 2018 12:22PM -l_ ________ B6 ______ ___! 

Initial Complaint: 
DCM Study 

SOAP Text Nov 20 2018 1:lOPM-! 86 : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Disposition/Recommendations 

Page 1/13 
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l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
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Cumming
Veterinary Me~ica I Center
AT TUFTS UNIVERSITY 

B6 s 
 

-·-·-·-·-·-·-·-·-·-·-·-·-·~-~---·-·-·-·i -·-·-·-·-·-·-·-· 
Veterinarian: 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

-·-·-·-·-·-·-·-·-~~----·-·-·-·-·-·-·i 
Visit ID: 

!Lab Results Report 

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

Species: Canine 

Breed: Boxer 

Sex: Male (Neutered) 

Age: ! B6 !Years >-----------~ Old 

11/20/2018 5:45:23 PM Accession ID: 448860 

!Reference Range !Units 
Troponin I Research - FHSA ! B6 ! 

i-·-·-·-·-·-·-·-·-·-i 

0 - 0.08 mg/dl 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
;----

! 86 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

--------------------~ 
! i 

! 
! i 
! i 
! i 
! i 
! i 

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

B4 ; 3/13 

Printed Tuesday, December 04, 2018 
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! ' 

! 86 ; ! i 
! i 
! i 
! i 

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

i B4 '-·-·-·-·-·-·-·-·-·-·-·-·-·-l 1112012018 ·-' 

' ! B4 
s__________

! 
~ereno? L..itmii1o1PE. 
 • 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! 86 ; ! i 
! i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

l ___ ~ec:,es:~A:~rl'lia:·-·-·-·-j 
Brea:!: BOXER 
Gender: MALE N E.lJIT.R ED 
Age:3Y 

l·-·-·-·-·-·-·-·-·-·-·-· B4 -·-·-·-·-·-·-·-·-·-·-·-] 
Date: 11/31/2018 

l_ ______________ B6 -·-·-·-·-·-·-· ! 
Onlered by:NOTSP£CIFIED 

l_mTfilm~B6 _________ 1 

CARD I OPET 

-CANINI. 

p raBN l;""·-·-·-·-·-·-·-1 

l_ __ 86 ___ i 0- 900pmol 1L HIGH 

'Comments: 

l _ C'.ardi cpe < nr ca.NP ·-· Q O 1 __ - ___ 1500 _p}'lol/L -·-·-·-·-·-·-·-·-·-·-·-·
! i 

! 

! i 
! i 
! i 
! i 
! i 
! i 
! i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
Please no-:;: ea: CompJ.e:.e in:erpre-: ive c:oirenea.n.-: s ::o-r al.l c-c.n.c:E'.n.-: ra-: ioi""J:s c: ::-ardicpe-: 

proB1'-I-P ar~ a· .. -ailablc: in ;:.he onlin~ dirEet:or1· c:= si:-r-.dces. serUID spc-cimi:-no re-ce-i·,,.e-d 
aL room ~emperarure may have decreased NT-proBl'il""P concen~raLians. 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, B6 ; 
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

i ! 
i ! ; 86 ! 
i ! 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·L..! ---------------------------------

CARDIAC TROPONIN/TEXGI SST 11/20/18 

Gastrointestinal Laboratory 

Dr. J.M. Steiner 

Department of Small Animal Clinical Sciences 

Texas A&M University 

4474TAMU 

College Station, TX 77843-4474 

Website User ID: clinpath@tufts.edu 

GI Lab Assigned Clinic ID: 11405 

Species: Canine 
Date Received: Nov 27, 2018 

Tufts University-Clinical Pathology Lab 
Tracking Number: 1811200093 

Result Reference Interval Assay Date 

Ultra-Sensitive Troponin I Fasting i B6 L-·-·-·-·-·-·='9.:q_~ _____
---·-·-·-·-·-·-·-·-·-·-·-

________ 11/27/18 _ 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~

B6 
Comments: 

GI Lab Contact Information 

B6 
Phone: (979) 862-2861 

Fax: (979) 862-2864 Email: gUab@cvm.tamu.edu 

vetmed.tamu.edu/gilab 
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.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. ; 86 ! i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

CARDIAC TROPONIN/TEXGI SST 11/20/18 

Gastrointestinal Laboratory 

Dr. J.M. Steiner 

Department of Small Animal Clinical Sciences 

Texas A&M University 

Important 
Notices: 

Phone: (979) 862-2861 

Fax: (979) 862-2864 

84,86 

GI Lab Contact Information 
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.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! ! i 
! i 
! i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

B6 ; 
Diet hx 

CARDIOLOGY DIET HISTORY .FORM 

·-·-·-·-·-·-·-· PI ease_ answer_ the following_ questions_ aboutyo II r _pe~ .--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

i B6 i
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

Today's date.: 2D i'-o.! 20~ 
-·. 

1. How would you assess your pet's appetite? (mark. the point on the line berow tha.l best represents your pet's oippetite) 
Example: Poor Excellent 

Poor ~ 
2. Ha~ you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply) 

IDl=ats about the same amount as usual □Eats less than usual CIEats more than usual 
C!ISeems to prefer dmerent foods than usual □Other ________________ _ 

3. Over the last few weeks. has your pet (\"J'leck one) 
□Lost weight CIGain,ed weight !Dttayed about the same weight DD011't know 

4. Please lis1 below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet 
currently eats. Please include the brand, specific product, and flavor so we know e1<actly what you pet Is eating. 

Examples are shown In the table - please provide enough detail that we could go to the store and buy the exact same food. 

Food ,!include soecific orodEJct and flavor) Form 
dN 

microwaved 
treat 
trear 

Ot~ 
1 

Amo1.111t 
1 ½cuo 

3oz 
½ 

6 inch twist 
1-v \ll,11 + 

How often? Fed since 
2xlday Jan 2018 

1xlweek Jan 2015 
Aua 2015 

1xlweek 
1xlday 

~-7011..-, "'"'-"'" t"\Al,.j . 
Dec2015 

Nutro Grain FmG Chicken, Lentil, & Sweet Potato Adult 
85% lean hamburaer 
Punne.roni oriaimJI beef flavor 
Rawhide 
E"°A.O "H-1_~ '" \ - c 1 , .., .... n n-v"P." i:.,.,;r--

*Any additional diet information can be /isled on the back of this sheet 

5. iDo you give any dietary supplements to your pet (for exarnpre: vitamins, glucosamine, fatty acids, or any other 
supprements}? CJYes CJNo If yes, please list whioii ones and gfve brands and amounts: 

Brand/Concentration Amount per day 
Taurine 
Camitlne 
Antloxidlants 
Mullivrtamin 
Fish oil 
Coenzyme 010 
Other (pl~ase list):
Example: Vitamin C 
S\)ffl ~ tlvfU> - me-, Svf9~t: 

CYes □No _
CYes CINo _
CJYes CINo _
□Yes □No, _
□Yes □No _

□Yes □'No _
 

_______________ _ 
_______________ _ 
________________ _ 
________________ _ 
________________ _ 

___ ~-------------

Na/tire's Bounty 

6. How do you administer pills to your pet? 
□ I do not give any medications 
C I put them direclly in my pet's mouth without food 
□ I put them in my pet's dog/cat. food 

500 mg tlets - 1 P,er day 
\ Xfi)€ rv \ IB~f) I-2.)C 'tA-1/ 

□ ].,!Jut them in a Pill Pocket ors. imilar product 
IYI puct them in foods, (list foods>···-~---'d· ..,),._\ ...,Q..,6.._· .... t::-0:.::i...:. __ cr=-· __ G-\_'_·O=-=--_'St._;;-_____________ ~---
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-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i ; B6 ; i i 
i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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i i 

i i ; B6 ; i i 
i i 
i i . ; 

ECG from Cardio 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! B6 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

11/20/2018 3:27:51 PM 
Tufts University 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

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

! B6 ; ! i 
! i 
! i 
! i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

ECG from Cardio 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ; 86 ; i i 
i i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

11/20/2018 3:28:15 PM Page 1 of 2 
Tufts University 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

86 
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.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, ; 86 ; i i 
i i 
i i 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

ECG from Cardio 

11/20/2018 3:28:15 PM Page 2 of 2 
Tufts University 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

B6 
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! i 

! B6 ; ! i 
! i 
! i 
! i 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·,-· --------------------------

Patient History 

11/20/2018 11:45 AM 

11/20/2018 12:23 PM 
11/20/201801:11 PM 
11/20/2018 04:04 PM 
11/20/2018 04:04 PM 
11/20/2018 04:04 PM 
11/20/2018 04:55 PM 
11/20/2018 05:45 PM 
11/20/2018 05:46 PM 
ll/21/2018 ll:25AM 

11/26/2018 11 :33 AM 

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

B6 
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Cummings 
V1eterinarv Medical Center 
A.T TIIJFTS UNIVERSITY 

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

! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

; B6 
86 

'"l_ _____ B_6 ___J _Mi!!e--iN~---------·-· 
ca.ne Boll8" firMI 
433149 

ll/llfZJJ18 

ff you hiwe illY ~ -- m~ pleil!E oonlild: us il( _____________ ~~---·-·-·-·-·j 

lhiDk:you.. 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___i 

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

To: Cleary, Michael*; HQ Pet Food Report Notification:!__ _________________________ ~~---·-·-·-·-·-·-·-·-·-·-·-· j 

Sent: 12/5/2018 12:00:38 AM 

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372842 

Attachments: 2059630-report.pdf; 2059630-attachments.zip 

A PFR Report has been received and PFR Event [EON-372842] has been created in the EON System. 

A "PDF" report by name "2059630-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 "2059630-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372842 
ICSR #: 2059630 
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059630 

AE Date 11/29/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Mixed (Dog) 

Age 8 Years 

District Involved PFR B6 bo 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Product information 
Individual Case Safety Report Number: 2059630 
Product Group: Pet Food 
Product Name: Earthborn Meadow Feast dry 
Description: DCM and CHF ( cough developed earlier but diagnosed 11/29/18) Eating BEG diet Taurine pending 
Owner changing diet and we will recheck Note: listed asj B6 in medical record 
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 

FDA-CVM-FOIA-2019-1704-001700 



Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Earthborn Meadow Feast dry 

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

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

 
 86  

 
 
 

!
! 
usA 

 

__ To_ view_ this _PFR Event, please dick the link below: 

I 86 I 
t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

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

! 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 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.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 12/5/2018 1 :37:23 AM 

Subject: Kirkland_Sig_nature_N,ature's Domain Salmon Meal & Sweet Potato Formula for 
Dogs: i 86 !- EON-372864 

i.·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Attachments: 2059643-report.pdf 

A PFR Report has been received and PFR Event [EON-372864] has been created in the EON System. 

A "PDF" report by name "2059643-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-372864 
ICSR #: 2059643 
EON Title: PFR Event created for Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula 
for Dogs; 2059643 

AE Date 09/01/2018 

Best By Date 

Animal Species Dog 

Breed Poodle - Miniature 

Age 13 Years 

District Involved PFR-i 86 iDo 
' i·-·-·-·-·-·-·-·-·i ' 

Number Fed/Exposed 2 

Number Reacted 2 

Outcome to Date Worse/Declining/Deteriorating 

Product information 
Individual Case Safety Report Number: 2059643 
Product Group: Pet Food 
Product Name: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Fomrnla for Dogs 
Description:! 86 ~tarted coughing and passing out. The vet found that he has an enlarged heart. 
Submission 1:'ype_:_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: 2 

FDA-CVM-FOIA-2019-1704-001704 



Product Name 
Lot Number or 
ID 

Best By 
Date 

Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato 
Formula for Dogs 

Sender information 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

i ! 
i ! ! 
i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

; B6 
USA 

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

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B 6 _·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· I 

,. To_ view the_ PFR_ Event_ Report, p 1 ease_ di ck_ the_ link_ below:-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 

1 86 ! 
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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Report Details - EON-372864 
ICSR: 2059643 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 20:27:27 EST 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: i B6 istarted coughing and passing out. The vet found that he has an enlarged 
'-tieiii'C' 

Date Problem Started: 09/01/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Worse/Declining/Deteriorating 

Product Information: Product Name: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula for 
Dogs 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 35 Pound 

Purchase Date: 06/01/2017 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: In a cool garage in the bag in a plastic bin and in a metal covered container, in the 
house. 

Product Use Description: Feed to the dogs, sometimes with a little water. 
Information: 

Last Exposure 12/03/2018 
Date: 

Product Use No 
Stopped After the 

Onset of the 
Adverse Event: 

Perceived Probably related 
Relatedness to 
Adverse Event: 

other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location Name: Costco 
Information: 

Address: 

United States 

Animal Information: Name: i ss l 
·-·-·-·-·-·-·-·-·-·-·-·. 

Type Of Species: Dog 

Type Of Breed: Poodle - Miniature 

FOUO- For Official Use Only I 
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Gender: Male 

Reproductive Status: Neutered 

Weight: 10 Pound 

Age: 13 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: 

Healthcare Professional Practice Name: i 86 ! 
Information: L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Contact: Name: 

Phone: i 6 ! 
i B i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j ·-·-·,. 

i 
r·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Address: 
i 

i 
! 

i 

i 
! 
i 

; U n ite a States·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_; 

B 6 

Sender Information: Name: L __________ B6 -·-·-·-·-· ! 
Address: 1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

i ! 

i ! 
i i ! ! 
i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
United States 

B6 

Contact: Phone: 

Email: l-------~-~------1 
Reporter Wants to No 

Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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Report Details - EON-372839 
ICSR: 2059627 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 18:23:32 EST 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem 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. 

Date Problem Started: 06/01/2018 

Date of Recovery: 11/01/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: The Honest Kitchen Grain Free Chicken Recipe 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Purchase Date: 09/01/2018 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: In bag in Kitchen 

Product Use Description: Feed to my dog 

Information: Time Interval 3 Months

between Product 
Use and Adverse 

Event: 

 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Not Applicable 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Definitely related 
Relatedness to 
Adverse Event: 

other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location ; 1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
Name: i 86 ; i 

i i 

FOUO- For Official Use Only I 
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Information: Address: ! 
i ; 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

6 
United States 

B 

Animal Information: 
Name: l __________ ~~---·-·-·-· i 

Type Of Species: Dog 

Type Of Breed: Other Canine/dog 

Gender: Female 

Reproductive Status: Intact 

Pregnancy Status: Not Pregnant 

Lactation Status: Not lactating 

Weight: 8 Pound 

Age: 8 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

Sender Information: Name: i 86 1 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Address: ;-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

I B6 I 
' i ' i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
United States 

Contact: 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Phone: j i 

i j ; i 

Email:i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

86 
Reporter Wants to No 

Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Phone 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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Report Details - EON-372851 
ICSR: 2059636 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 19:24:26 EST 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem 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. 

Date Problem Started: 01/01/2016 

Concurrent Medical No 
Problem: 

Outcome to Date: Worse/Declining/Deteriorating 

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

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 26 Pound 

Purchase Date: 01/01/2017 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Stored in dog food container 

Product Use 
Information: 

Description: Fed daily to pets 

Perceived Definitely related 
Relatedness to 
Adverse Event: 

Other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Name: Chewy.com 

Address: United States 

Animal Information: Name: [,_,_,_, B6 ___ ,_, l 
Type Of Species: Dog 

Type Of Breed: Chihuahua 

Gender: Mixed Population of Female and Male 

Reproductive Status: Neutered 

Weight: 6 Pound 

Age: 15 Years 

Assessment of Prior Good 
Health: 

Number of Animals 6 
Given the Product: 

FOUO- For Official Use Only I 
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Number of Animals 2 
Reacted: 

Owner Information: 

Healthcare Professional 
Information:

Practice Name: 
 

Contact: Name: 

Phon~ 6 ! 
i B i 

Address: [ ' i 
i i 
j i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
United States 

. ; B6; 
Type of Primary/regular veterinarian 

Veterinarian: 

Date First Seen: 11/29/2018 

Permission to Yes 
Release Records 

to FDA: 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ B6; Sender Information: Name: 
! i 
! i 

Address: i ! ! 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
United States 

Contact: 
! ! 

Phone: ' ' 

Emai~ ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

; 86 ; 
Permission To Contact Yes 

Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

FOUO- For Official Use Only 2 
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Report Details - EON-370708 
ICSR: 2058678 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-11-09 16:57:32 EST 

Reported Problem: Problem Description: Diagnosed with DCM, CHF, and atrial fibrillation! 86 !Currently hospitalized. 
Taurine submitted to UC Davis. Unclear if relatecrtc>"cHef,°'given breed but eating 
boutique, grain-free diet. Only prior history is traumatic injury in 2015. 

Date Problem Started: i 86 : 
1.--·-·-·-·-·-·-·-·-·-·-·""' 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Earthborn grain free weight management dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: L. __ 86 ___ ! 
Type Of Species: Dog 

Type Of Breed: Doberman Pinscher 

Gender: Male 

Reproductive Status: Neutered 

Weight: 45.2 Kilogram 
1·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Age=l._ _______ 86 ______ l 
Assessment of Prior Excellent 

Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact, Name,P;::~: 1------~~----__I 
... -. -·-·-·-·-. -. -. -·-·-·-·-. -. -. -. -·-·-· . 

Address: i ! 

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

; B6 
Healthcare Professional

Information:
 Practice Name: Tufts Cummings School of Veterinary Medicine 
 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

FOUO- For Official Use Only I 
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Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States I~ 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

~ Preferred Method Of Email 
Contact: 

Additional Documents: ---
Attachment: compiled medical record ! 86 i pdf 

j ___________ • ~ Description: Medical records 

m Type: Medical Records 

FOUO- For Official Use Only 2 
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Cummin
Veterinary Med·ic~I Cent
AT TUFTS UNIVERSITY 

gs B6 
 er

. ·-·-·-·-·-·-·-·-·-·-, 

Medical Record for L._ _____ '?._~----·-·j 

Patient:l._ ___ B6 ·-·-· i 
Breed: Doberman Pinscher 

DOB: [:.·:.·: B6-_·:.·:.J 

Species: Canine 
Sex: Male 

(Neutered) 86 
Referring Information 

Initial Complaint: 
Emergency 

1 
SOAPText :

.--·-·-·-·-·-·-·-·-·-·-·-·
i 86 ~ 41PM- Clinician,UnassignedFHSA 

Subjective 
NEW VISIT (ER) 

HISTORY: 

86 
Signalment: 8 yo NM Doberman 

Current history: 
Patient presented as referral from rDVM for CHF and suspected DCM. Yesterday, owner noted that when playing fetch, 
patient yelped while running back and immediately went inside to lay down. Patient was lethargic remainder of 
evening, but went on 30 minute walk and was willing to eat dinner. Owners noticed he was intermittently breathing 

Page 1/49 
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i ! ; 86 ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-!-. ------------------------------

heavier last night with a dry cough which owners mistook initially as him attempting to vomit. This morning, patient 
not willing to eat breakfast or go for walk. Maintains thirst. 

Was evaluated by rDVM today,:_ ___ B6 ___ for clinical signs. Radiographs showed cardiomegaly and an arrythmia was 

ausculted. ECG indicated atrial fibrillation. Patient was given 2 doses of furosemide (4mg/kg total) and referred here for 
cardiology workup. 

Patient has no known history of heart disease, collapse, weakness, or respiratory changes. Patient diagnosed with 
idiopatic head shake 1 year ago. 

Prior medical history: No known heart disease until today. 
Current medications: Desaquin 
Diet: earth borne grain free mixed with wellness diet wet food. 

Vaccination status/flea & tick preventative use: HW and F&T preventatives. 
Travel history: unknown 

EXAM: 

B6 

ASSESSMENT: 
Al: CHF secondary to DCM 

PLAN: 

B6 
Page 2/49 
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! i 

! 86 ; ! i 
! i 
! i 
! i 
! ! 

86 
Diagnostics completed: 
ECG on intake-- Atrial fibrilation 

AFAST/TFAST--no FF, enlargement of chambers, consistent with DCM 
NOVA-- no significant findings 

PCV /TS-- 65/7 

____ Q_L~g_Q.Q_~JJ.~-~--pe nd i ng: 

1B61 
! i 

i-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Client communication: 
Confirmed history with owners. Discussed that on presentation arrythmia is still present. Recommended hospitalization 
with bloodwork, monitoring, initiating medications, and echocardiogram. 0 ok with plan. Discussed resuscitation code, 

o hesistant but settled on red code. Discussed that new dr would take over in AM and that no updates between now 
and then is good news. 

Introduced o to Dr. Freemen, o intersted in being enrolled in DCM study. 

Deposit & estimate status: 2500 

Resuscitation code (if admitting to ICU): Red 

SOAP approved (DVM to sign): i 86 p
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

vM 

SOAP Text I 86 !
·-·-·-·-·-·-·-·-·-·-·-·-·,-' 

7:16AM- Clinician, Unassigned FHSA 
-------i." ------------------------------------

Subjective 
History 

L_ __ B6 __ _!is an Syo MN Dobie presented as referral yesterday for CHF and suspected DCM. Owner took to rDVM after a day 

of lethargy, inappetance and possible coughing episode. Evaluated by rDVMi B6 :at that time radiographs showed 
cardiomegaly and ECG indicated atrial fibrillation. Patient was given 2 doses ~f fu~osemide (4mg/kg total) and referred 
here. Patient has no known history of heart disease, collapse, weakness, or respiratory changes. Patient diagnosed with 
idiopatic head shake 1 year ago. Current diet: Earth borne grain-free mixed with wellness diet wet food. Medications 

include Dasequin, HW and F&T preventatives . 

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

! 
! i 
! i 
! i 
! i 
! i 
! i 
! i 

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

B6 ; 
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! s6 I 

86 
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i i 
i i 
i i 
i i 
i i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·,-· ----

; 86 ; 
-----------------------

86 
' ; 
i i ; 86 ; i i 
i i 

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

SOAP Text i 86 !
i-·-·-·-·-·-·-·-·-·-·-•-•-' 

7:19AM- Clinician, Unassigned FHSA 

_Subjective·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

86 
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1------------------~-~-----------------I 

86 

Disposition/Recommendations 
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! 86 I 
! i 

Page 7/49 

FDA-CVM-FOIA-2019-1704-001729 



; ' 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

; B6 ; 

Cummin
Veterinary M1edic~ I Cente
AT TUFTS UNIVERSITY 

gs B6 
r 

i l;;~~ri-~;~i-~~~-------------------B6 , 

1 ·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-· j 

Visit ID: 

--------------
-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·· 

·-·-·-·-·-·-·-·-~~---·-i 

!Lab Results Report 

·-·-·-·-·-· 
Species: Canine 

Breed: Doberman Pinscher 

Sex: Male (Neutered) 

Age: ! 86 !Years Old 
i. ·-·-·-·-·i 

CBC, Comprehensive, Sm Animal i ·-·-·ss·-·-· ~: 12: 13 PM I _____ B_G _______ l _____ _____ 

:1 T=e=st=====================-=_=-_]==!Resuns-·-·-·-·-·-··-=-__ = ___ =~= _= _= _= _= _= _= ='-•:::1_R= _e=:B:er:e_n=c:e:R_ :a:n_g=e:::·: .... 1-=u:n:it:s::::::: 

MPV (ADVIA) 8.29 - 13.2 fl 

RETICS (ABS) ADVIA 

HCT(ADVIA) 

WBC (ADVlA) 

PLTCRT 

PLT(ADVIA) 

MCV(ADVIA) 

MCHC(ADVIA) 

RDW(ADVIA) 

MCH(ADVIA) 

RETIC(ADVIA) 

COMMENTS (HEMATOLOGY) 

HGB(ADVIA) 

RBC(ADVIA) 

Chemistry Profile - Small Animal (Pa 

!Test 

TRIGLYCERIDES 

CHOLESTEROL 

14.7 - 113.7 

39 - 55 

4.4 - 15.1 

0.129 - 0.403 

173 - 486 

64.5 - 77.5 

31.9-34.3 

11.9 - 15.2 

21.3 - 25.9 

0.2 - 1.6 

0-0 

13.3 - 20.5 

5.8 - 8.5 

K/uL 

% 

K/uL 

% 

K/uL 

fL 

g/dL 

pg 

% 

g/dL 

M/uL 

86 

• ,,------,· 

B 6 1

------ ----y ------ ----y ------ ___ \ _____ 

! ·--~-----·~-----~~----~-----·

__, 

! 8: 2: 13 PM 1 ~---___[ 
!Resi:.nts·-·-·-·-·-·' !Reference Range 

' ' i i 

!BG! 
i i 
i..·-·-·-·-·-·-·i 

30 - 338 

82 - 355 

!Units 

mg/dl 

mg/dL 

---,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-··~---------------. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-..-----

1 I 

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

B 4 8/49 l _________________________ ~§ _____________j ___________ 
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i i 

i i ; B6 ; i i 
i i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·!  
SODIUM 

CALCIUM2 

GLOBULINS 

POTASSIUM 

I BILIRUBIN 

ALKPHOS 

PHOSPHORUS 

TBILIRUBIN 

MAGNESIUM 2+ 

ALBUMIN 

GLUCOSE 

CK 

CHLORIDE 

T. PROTEIN 

GGT 

ALT 

tCO2 (BICARB) 

AMYLASE 

D.BILIRUBIN 

NAIK 

AGAP 

OSMOLALITY (CALCULATED

AST 

CREATININE 

A/G RATIO 

UREA 

) 

·-·-·-·-·-·-·-·-·-·-·-·-

B6 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-· 

·-
140 - 150 

9.4 - 11.3 

2.3 - 4.2 

3.7 - 5.4 

0 - 0.2 

12 - 127 

2.6 - 7.2 

0.1 - 0.3 

1.8 - 3 

2.8 - 4 

67 - 135 

22 - 422 

106 - 116 

5.5 - 7.8 

0 - 10 

14 - 86 

14 - 28 

409 - 1250 

0 - 0.1 

29 - 40 

8 - 19 

291 - 315 

9 - 54 

0.6 - 2 

0.7 - 1.6 

8 - 30 

mEq/L 

mg/dL 

g/dL 

mEq/L 

mg/dL 

U/L 

mg/dL 

mg/dL 

mEq/L 

g/dL 

mg/dL 

U/L 

mEq/L 

g/dL 

U/L 

U/L 

mEq/L 

U/L 

mg/dL 

mmol/L 

U/L 

mg/dL 

mg/dL 

Microscopic Exam of Blood Smear {A B 6 ~: 12: 13 PM L ______ , ________ 8_6 _, ________,_ __ J I Test 

MONOS (ABS)ADVIA 

LYMPHS% 

MONOS% 

SEGS% 

LYMPHS (ABS)ADVIA 

WBC MORPHOLOGY 

No Morphologic Abnormalities 

SEGS (AB)ADVIA 

IR~sults-·-·-·-·-·-·a======="i'1R=e:B=er=e=nc=e=R=a=n=ge=="'-r-lU=n=it=s====-

0.1 - 1.5 

7 - 47 

1 - 15 

43 - 86 

1 - 4.8 

0-0 

2.8 - 11.5 

K/uL 

% 

% 

% 

K/uL 

K/ul 

B6 

7 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
! B4 
; 

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

~----------91-49----[-:.·:-.·:.--:.·:-.·:.--:.·_--_.:-.·:.·_--_._-B-6-:_-.:.·:-.·:.--:.·_--_.:-.·:.·_------ _.:-.·:.·-:.·-! 
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' ' 
i i 
i i 
i i 
i i 

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

POIKILOCYTOSIS 

; 86 ; 
--------------------

Occasional 

ova Full Panel-ICU 

!Test 

nMG 

CA (ionized) 

BEecf 

BEb 

TCO2 (POC) 

GLUCOSE (POC) 

MG (POC) 

HCT (POC) 

CREAT (POC) 

SO2% 

K (POC) 

FiO2 

NOVA SAMPLE 

CA/MG 

BUN (POC) 

NA (POC) 

LACTATE 

GAP 

nCA 

CL(POC) 

HB (POC) 

A 

PCO2 

P02 

PH 

PCO2 

P02 

HC03 

1 86 ~:12:13 PM 

!Results 

B6 

TS (FHSA) 

PCV ** 

,-·-·-·-·-·-·-, 

issi , , 
i i 
i-·-·-·-·-·-·-j 

1---B
l ____________________! 

4--I 
_________ 

10/49 

Page 10/49 

0-0 

I 
!Reference Range 

0 - 0 

1.17 - 1.38 

0-0 

0-0 

0-0 

80 - 120 

0.1 - 0.4 

38 - 48 

0.2 - 2.1 

94 - 100 

3.6 - 4.8 

0-0 

0-0 

0-0 

12 - 28 

140 - 154 

0-2 

0-0 

0-0 

109 - 120 

12.6 - 16 

0-0 

36 - 44 

80 - 100 

7.337 - 7.467 

36 - 44 

80 - 100 

18 - 24 

j 86 
!Units 

mmol/L 

mmol/L 

mmol/L 

mmol/L 

mmol/L 

mg/dL 

mmol/L 

% 

mg/dL 

% 

mmol/L 

% 

mol/mol 

mg/dL 

mmol/L 

mmol/L 

mmol/L 

mmol/L 

mmol/L 

g/dL 

mmHg 

mmHg 

mmHg 

mmHg 

mmHg 

mmol/L 

,_,,_ ,_,,_ ,_,,, 

j 86 ~ 
" !Reference Range 

0-0 

0-0 

, !Units 

g/dl 

% 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

i 86 ! 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
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. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! 86 ;! i 
! i 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·!-. --

 
------------------

TS (FHSA) 
------

7 0-0 g/dl 

l _______ -·-·-·-·-·-· B6 ____________.! 
!Reference Range !Units 

Troponin I (i-STAT) Cardiology - FHSA! 
j ____________ 

86 
• 
i 0 - 0 ng/ml 

Chemistry 21 (Cobas) 

!Test 

AST 

UREA 

A/G RATIO 

CHOLESTEROL 

NAIK 

TBILIRUBIN 

D.BILIRUBIN 

GLUCOSE 

ALBUMIN 

CALCIUM2 

T. PROTEIN 

PHOSPHORUS 

POTASSIUM 

I BILIRUBIN 

SODIUM 

ALT 

OSMOLALITY (CALCULATED) 

ALKPHOS 

CHLORIDE 

GLOBULINS 

CREATININE 

f B6 ~:12:13 PM 

!~~suits ' 

B6 

________ 

Accession ID:! B6 [ 
!Reference kange ! !Units 

9 - 54 

8 - 30 

0.7 - 1.6 

82 - 355 

29 - 40 

0.1 - 0.3 

0 - 0.1 

67 - 135 

2.8 - 4 

9.4 - 11.3 

5.5 - 7.8 

2.6 - 7.2 

3.7 - 5.4 

0 - 0.2 

140 - 150 

14 - 86 

291 - 315 

12 - 127 

106 - 116 

2.3 - 4.2 

0.6 - 2 

U/L 

mg/dL 

mg/dL 

mg/dL 

mg/dL 

mg/dL 

g/dL 

mg/dL 

g/dL 

mg/dL 

mEq/L 

mg/dL 

mEq/L 

U/L 

mmol/L 

U/L 

mEq/L 

g/dL 

mg/dL 

None las . .,..is-: l-2:-l 3_P___ M _,! B6 l 
~IT=e=st==========~1~esult

0

; 

! 861 
[ _________i 

s ' !Ref~ren~e R~nge !Units 

TS (FHSA) 

PCV** 

TS (FHSA) 

0 - 0 g/dl 

_____ 

0-0 

0-0 

% 

g/dl 

---------------------~··-·-·-·-·-·-·-·-
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! ; 84 ! i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-,__ ___ _ 
11/49 L.-·-·-·-·-·-·-·-·-·-· 84 ·-·-·-·-·-·-·-·-·-·-· ! 
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' ' ; 86 ; i i 
i i 
i i 
i i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

l-·-·-·-·-·-·-·-·-·-·-·B4 ____________________i _ 

!__ ____________ 84 ·-·-·-·-·-·-· ! 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! 86 ; ! i 
! i 

Gender: MALE 

Date:l_ _____ 86 _____ l 
ReqoisiLi□n #: IA 

t _______________ ~f-·-·-·-·-·-·-·_;·_·_·_1 

Ordel'ed b1•=! B6 !
'-·-·-·-·-·-·-·-·-·-·-·. 

r-·-·-·-·-·-·-·-·-·-·-·-· 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 
TUFTSUNIVIRSITY 
200WEHBORO RD 
NORTii GRAnDN, .Massach11Setrs 01536 
500-839-:>395 

Account #61B33 

CARDIOPETpraBNP! ! 86 0- 900pmol 1L HIGH 
-CANINI. L _______________ ! 

·Comments: 

 
 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
B4 -·-·-·-·-·-·-·-·-·-·-·-· i 

1 . Lardi O-EE: ii: • nr o-B1'il"'P ___ 18 0 Oy!D:}l / L -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

86 
> -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

L--~.1ease-·n0i-:;: e·: ·-r=cinp.LE't: e-·in;:erpreL ive-·c·c-mmen-;: s • =c-r-·a.I..1.·-eancenL ra;(i"oJlS·-c:-~ ·1::'a:rd.iop.et ·-·-·-·-·-·-·-·-· 

proBNP are available in (he c-nli...'1.E' direc:ory c= services. ~erillll Bp€Cimens received 
ar.: room to:-mpe-ra:: 1.u-0:- may hav~ d~cre~1S·€-d RI-proBN"P c:::-nc-e-n1: ra:: icns. 
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. . 
' ' 
i i ; B6 ; i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Vitals Results 

f?:10:41 PM 
; 

i7: 15:25 PM 
; 

!7:15:26 PM 
; 

b ' • 1527PM • 
; 

17:15:28 ; PM 
; 

!8:50:18PM 
; 

i8:59:52PM 
; 

!9:00:02PM 
; 

i9:00:03 PM 
; 

!9:00:07 PM 

!9:04:11 PM 

:9:41:42 PM 
; 

19:42:35 PM 
; 

i9:42:36 PM 
; 

il 1 :05:47 PM 
; 

!l 1 :05:48 PM 
; 

i1 ' l • ·05·58 • PM 
; 

!11 ; :27:54 PM 
; 

!l 1 :28:35 PM 
; 

il 1 :28:49 PM 
; 

!12:16:11 AM 
; 

·-·--h 2: 16: 12 AM 
; 

h2·16·24AM ' • • 
; 

112:25:01 ; AM 
; 

!l:03:51 AM 
; 

il:03:52AM 
; 

il:04:30AM 
; 

il:57:40AM 
; 

!l:58:50AM 
; 

!l:58:51 AM 
; 

!l:59:44AM 

3:04:07 ; AM 

G:04:08AM 
; 

~:06:27 AM 
; 

3:32:24AM 
; 

b:34:43 AM 
; 

~:06:30AM ; 
; 

!4:06:31 AM 
; 

~:06:49AM 
; 

!5:00:14 AM 
; 

86 

·"·-·-·-·-·-·-·-·-

B6 

·-·-·-·-·-·-·-·-·-·-·-·-j 

B6 
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l---------~~---------1---- __________________________ _ 

Vitals Results 

15:24:57 
; 

AM 

i5•24·58AM ' . . 
; 

!5:25:15 AM 
; 

!5:46:22AM 
; 

i5:46-49 ' • • AM 
; 

15:46:50AM ; 

i6:31:20 AM 
; 

i6:31:21 AM 
; 

!6:31:40 AM 
; 

i7:12:38AM 
; 

!7:12:54AM 
; 

!7:13:08AM 
; 

i7:13:09 AM 
; 

17:13:51 AM 
; 

i7:13:59 AM 
; 

!7:16:21 AM 
; 

!7:16:22AM 
; 

!7·16-23 ' • • AM 
; 

i9:19:06AM ; 

i9:36:24AM 

!9:36:25AM 

!9:58:09AM 
; 

i9:58:10AM 
; 

il0:06:41 AM 
; 

!10:07:04 AM 
; 

il0:15:59 AM 
; 

!10:16:39 AM 
; 

ill:31:33AM 
; 

ill:31:34AM 
; 

!ll:33:55AM 
; 

ill:37:52AM 
; 

112:02:52 
; 

PM 

il2:02:53 PM 
; 

il2:03:56 PM 
; 

!l: 11:16 PM 
; 

il:13:44 PM 
; 

!l:13:45PM 
; 

!l:16:08PM 
; 

il:38:13 PM 
; 

il:51:30 PM 
; 

il:51:31 PM 
! ·-· 

B6 

·-·-·-·-·-·-·-

B6 
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! ! : B6 : i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Vitals Results 
-·-·-·-·-·-·-·-·-· . 

' !3:03:10 PM 
; 

i3:10:58PM 
; 

!3:10:59PM 
; 

!3:36:48PM 
; 

i3:37:03 PM 
; 

!4:33:09PM 
; 

!4-33-31 ' . . PM 
; 

i4:33:32PM 
; 

!5:08:41 PM 
; 

i5·08:42PM ' • • 
; 

15:18:43 ; PM 
; 

!6:31:11 PM 
; 

i6:31:46 PM 
; 

!6:31:47 PM 
; 

i6:31:55 PM 
; 

!6:32:03 PM 
; 

!9:01:47 PM 
; 

i9:02:04PM 
; 

19:02:15 
; 

PM 

!9-32:43 ' . . PM 
; 

!9:32:57PM 

19:33:11 PM 
; 

i9·33-12PM ' • • 
; 

19:45:07 ; PM 

il 1 : 17: 03 PM 
; 

ill:18:05PM 
; 

ill:18:06PM 
; 

ill:58:17PM 
; 

ill:58:18PM 
; 

!l 1 :59:06 PM 
; 

il2:45:06 AM 
; 

112:45:29 AM 
; 

i12:45·30AM ' . . 
; 

il:53:36 AM 
; 

!1:53:49 AM 
; 

il·54·14AM ' • • 
; 

11:54:15 
; 

AM 

i2:49:27 AM 
; 

i2:49:28AM 
; 

!2:50:03 AM 
; 

i3:26:42AM 
; 
; 
; 

86 

·-·-·-·-·-·-·-·-·-·- i 

86 
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~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! i 

! i 
! i 
! 

i ;---! ---------

B6 ; 
;Vitals Results • 

!4:00:38AM 
; 

!4:00:39AM 
; 

i4:0l:06AM 
; 

!5:12:19AM 
; 

i5:12:20AM 
; 

!5:12:33 AM 
; 

!5:19:34AM 
; 

i5:21:05 AM 
; 

15:34:53 
; 

AM 

!5-35-01 ' . . AM 
; 

i5:54:55 AM 
; 

!5:55:09 AM 
; 

!5-55-10 ' • • AM 
; 

16:27:18 
; 

AM 
; 

!6:27:19 AM 
; 

i6:27:52AM 
; 

!7:18:19AM 
; 

i7:18:32AM 
; 

!7:18:33 AM 
; 

!7:19:29AM 

l7:19:30AM 

17:19:31 
; 

AM 

in9·32AM ' . . 
; 

i7:42:35 AM 
; 

!8:47:36AM 
; 

is:47-37 ' • • AM 
; 

18:47:47 ; AM 
; 

!8:50:11 AM 
; 

i9:09:21 AM 
; 

il 1 :08:26 AM 
; 

ill:08:27 AM 
; 

ill:20:51 AM 
; 

!ll:21:02AM 
; 

il2:06:15PM 
; 

112:06:16PM 
; 

ii2·06·28PM ' . . 
; 

il2:39:17PM 
; 

!1:03:57 PM 
; 

il·03·58PM ' • • 
; 

11:04:22 ; PM 

il:20:21 PM 
; 

B6 

'-·-·-·-·-·-·-·-·-·-·. 

86 
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,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; 86 ; i i 
i i 
i i 

!.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
Vitals Results 

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

1
; 

1:20:22 PM 

' iJ·20·59PM . . 
; 

il:21:06 PM 
; 

!3:15:43 PM 
; 

' i3·15:44PM • • 

!3: 16:26 PM 

!3:48:16 PM 
; 

i3:48:26 PM 
; 

!3:48:27 PM 
; 

i3:48:41 PM 
; 

iS:47:11 PM 
; 
; 

B 6 

·-·-·-·-·-·-·-·-·-i 

B6 
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r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! ; B6 ! i ! 
i ! 
i ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

ECG from Cardio 

.. --·-·-·-·-·-·-·-·-·-·-·-i i 

! 86 !
L--·-·-·-·-·-·-·-·-·-·-j 

 11:06:07 AM 
Tufts University 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

12 l..ead; Standard PlaceDE:nt 
• :- • •- ,.- ••:- -,., :- -• ··, -.zr-;;- ,.,..,,, ,.,...., __ __..., • :- • •-• •• •- • ,.., ,- ...,,_,. •-• -•-•- - •-•- •--• - -•., -,. ••-• ..., _, .. • • -:c •• ,-- •-•---• • - :- ., • • .... -: • • • ••• :-- --, • -•-•· • • •• • • -•-• - -•-•-•-• • ..,. :- • :- •-•-•-•• •-•-) 

B6 

•-------------------------------------------------------------------------------------------------------------------------------------------------------------------------------·-·r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
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! i 

! 86 ; ! i 
! i 
! i 

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

ECG from Cardio 

i 86 ! 
L---·-·-·-·-·-·-·-·-·-·-·-·-·. 

i 86 ~1:06:48 AM Page 1 of 2 
Tufts University 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

i·-·-·-·-·-·-·-·-·-·-i 

________ .l2._J.ei>.d: • .St.an<Jam Pla<:<>mn.t ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

B6 
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i i 

i i ; 86 ; i i 
i i 
i i . ; 

ECG from Cardio 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! ___________ ~-~---·-·-·-· i jL _____ B6 __!_ 11:06:48 __ AM Page 2 of 2 
Tufts University 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

B6 
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i i 

i i 
i i 
i i 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·'-! ----------

; B6 ; 
-------------------------

ECG from Cardio 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 86 ; i i 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

i 86 i
i·-·-·-·-·-·-·-·-·-·-• 

 11:07:04 AM 

Tufts University 
Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

·-·-·-· 1.2 _ _1 • .ead;. Sta.11dard_ Placemei1t ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

B6 
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I B6 I 
1-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-··-------------------------------------
ECG from Cardio 

[ ________ B6 _______ ] : B6 
! 
i.·-·-·-·-·-·-·-·-·-

!1
! 

1:07:15 AM 
Tufts University 

·] Tufts 0.1Illilli.ngs School of \kt Med 
Cardiology 

12 ""'.!d., 1s_t~;;".~ ,n'.':9;'.''!,mt ... _, ___ L. .._ • , vv,. ···- ... ·-··---cw •.• ·-·-·-·-·. ·-·-· .. ____ .... ____ .., .. ·-·-··· ----•z ....... ---·-·-·-··· 

B6 
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l----------------~-~-------------J 

Patient History 

107:05 PM 
; 

107:07 PM 
; 

107:10 PM 
i07:15PM 
i07:15PM 

i07:15PM 

i07:15PM 
i07:23 PM 
i07·23PM ' • 
IQ7•23PM ; . 

!08:12 PM 

i08:12 PM 
i08:13 PM 
i08:36 PM 
i08:38 PM 

!08:50 PM 
; 
; 
; 

108:50 PM 
; 
; 
; 

!o8:5o PM 
; 
; 
; 

108:50 PM 
; 

 
108:59 PM 
 

!08:59PM 
109:00PM 
 
 

;

;
;
;

B6
 

i09:00PM 

i09:00PM 
i09:00PM 
i09:04PM 
i09:04PM 

!09:19 PM 
!09:41 PM 
!09:41 PM 
I09:42PM 
; 
; 
; 

i09:42PM 
i09:42PM 
i09:42PM 

il 1:05 PM 
; 
; 
; 

!11:05 PM 
111:05 PM 
; 

111:05 PM 
; 

111:05 PM 
; 

111:27 PM 
; 

111:28 PM 
; 

!I 1:28 PM 
·-·-·-·-·-·-·-·- i -·-·-·-

B6 
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.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i ; 86 ; i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Patient History 

:11:28 PM 
!11-28PM ; . 

il 1:28 PM 
il2:16 AM 
; 
; 
; 

!12:16 AM 
; 

!12:16 AM 
; 

!12:16 AM 
; 

!12:16 AM 
; 

!12:25 AM 
iOl:03 AM 
; 
; 
; 

iOl:03 AM 
iOl:03 AM 
!Ol:04AM 
i01:04AM 
!0l:57 AM 
!0l:57 AM 
101:58 
; 

AM 
; 
; 

iOl:58 AM 
iOl:58 AM 
iOl:59 AM 
i03·04AM ' • 

j03:04AM 
:03:04 
; 

AM 
!03:06 AM 
; 

!03:06 AM 
; 

!03:31 AM 
; 

!03:32 AM 
; 

!03:32 AM 
; 

!03:34 AM 
; 
; 
; 

i03:34AM 
i03:34AM 
i04:06AM 
; 
; 
; 

!04:06AM 
; 

!04:06AM 
; 

!04:06AM 
; 

!04:06AM 
i05:00AM 
i05:00AM 
i05:24AM 
; 
; 
; 

!05:24AM 
!05:24AM 
i05:25 AM 
!05:25 AM 
; 
; 

86 

·-·-·-·-·-·-·-·-·-·-i 

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

! i ! 
i ! 
i ! 
i ! 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-'-' ---------------------

; 86 
-----

Patient History 

!05:46 AM 
105:46 AM 
; 

105:46 AM 
; 
; 
; 

i05:46 AM 

i05:46 AM 
i06-31 AM ' • ; 
; 
; 

!06:31 AM 
106:31 AM 
; 

106:31 AM 
; 

106:31 AM 
; 

107:12AM 
; 

107:12AM 
; 

107:12AM 
; 

107:12AM 
; 

107:13 AM 
; 
; 
; 

i07:13 AM 
; 
; 
; 

 
107:13 AM 

jo7:13AM 
107:13 AM 
; 
; 

B6
; 

IQ7•13AM ; . 

i07:13 AM 

i07:13 AM 

i07:13 AM 

i07:14AM 

!07:16AM 
; 
; 
; 

107:16AM 
; 

107:16AM 

i08:10 AM 

i08:38AM 

i08:44 AM 

i08:44 AM 

i09:19 AM 
i09·19 AM ' • 

109·33 ; . AM 
; 
; 
; 

109:36AM 
; 
; 
; 

·-·-·-·-·-·-·-·-___io9:36 AM 
.,.,.,_109:36 AM 

i09:44AM 

1 •1 ·• .. ✓-.v..c.

; 

86 lo9:44AM 
; 

109:44AM 
; 

109:57 AM 
! L--·-·-·-·-·-·-·-·-·-· 

86 
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I 86 I 
Patient History 

 

-·-·-·-·-·-·-·-·-·-·

 

!09:58AM 
; 
; 
; 

!o9·58AM ; . 

i09:58AM 

10:06AM 
10:07 AM 
10:07 AM 
10:07 AM 
10:15 AM 
10:15 AM 
10:16AM 
10:16AM 
10:19 AM 
10:19 AM 

10:19 AM 
10:19 AM 

10:43 AM 
11:03 AM B6
11:25AM 
11:31 AM 

11:31 AM 
11:31 AM 
11:33 AM 
11:33 AM 
11:37 AM 

11:37 AM 
12:02 PM 

12:02 PM 
12:02 PM 
12:03 PM 
12:03 PM 
12:55 PM 
12:57 PM 

-
12: 58 PM 

01:lOPM 
01:11 PM 
01:11 PM 
01:13 PM B6
01:13 PM 
01:13 PM 
01:16 PM 

·-·-·-· 01 : 16 PM '·-·-·-·-·-·-·-·-

86 
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l------------------~-~-----------------! 
Patient History 

!01:30 PM 
io1·30 ' • PM 

iOl:38 PM 

iOl:38 PM 

iOl:43 PM 
; 
; 
; 

!0l:51 PM 
; 
; 

iOl:51 PM 
io1-s1 ' • PM 

i03:03 PM 

i03:03 PM 

i03:10PM 
; 
; 
; 

!03:lOPM 
103:lOPM 
; 

103:36 PM 
; 

!03:37 PM 
; 

!03:37 PM 
; 

!03:37 PM 
; 
; 
; 

!04-33 PM ' • 
!04-33 ; . PM 

i04:33 PM 
; 

B6 104:33PM 
104:33 PM 
; 

!05:08 PM 
; 
; 
; 

ios·os PM ' • 

!os·os ; . PM 

!os:18 PM 

!os:1s PM 

i06:29PM 

i06:31 PM 
; 
; 
; 

!06:31 PM 
; 
; 
; 

!06-31 ; . PM 
; 
; 
; 

106:31 PM 
; 

!06:31 PM 
; 

!06:31 PM 
; 
; 
; 

i06:31 PM 
i06-31 PM ' • 

!06-31 ; . PM 

i06:31 PM 

i06:32 PM 

i06:32 PM 

-·-___io9:01 PM ·-·-·-·-·-·-·-·

86 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
page 27/49 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

FDA-CVM-FOIA-2019-1704-0017 49 



I s6 I 
Patient History 

i09:0l PM 
i09:0l PM 
i09:02PM 
i09:02PM 
!09:32 PM 
; 
; 
; 

!09:32 PM 
; 
; 
; 

i09:32 PM 
i09:32 PM 
i09:32 PM 
i09:32 PM 
!09:33 PM 
; 
; 
; 

!09:33 PM 
; 

!09:33 PM 
i09:44PM 
i09:45 PM 
io9:45 PM 

11:17 PM 
11:17 PM 
11:18 PM 

86 
11:18 PM 
11:18 PM 
11:58 PM 

11:58 PM 
11:58 PM 
11:59 PM 
11:59 PM 
12:45 AM 
12:45 AM 
12:45 AM 

12:45 AM 
12:45 AM 

,01:11 AM 
; 

!0l:53 AM 
; 

!0l:53 AM 
iOl:53 AM 
iOl:53 AM 
iOl:54 AM 
; 
; 
; 

!Ol:54 AM 
!0l:54 AM 
i02:49 AM 
; 
; 

i02:49 AM 
; 

! L--·-·-·-·-·-·-·-·-· 

B6 
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!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

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

Patient History 

D2:49 AM 

P2:50AM 
P2:50AM 
p3:26AM 

p3:26AM 
p4:00AM 
; 
; 
; 

b4:OOAM 
; 

b4:OOAM 
; 

b4:Ol AM 
; 

D4:Ol AM 
; 

D5:12 AM 
; 
; 
; 

p5:12 AM 
p5:12 AM 
p5:12 AM 
y5:12 AM 

y5:19 AM 

~5:19 AM 
; 
; 

05:19 AM 

D5:20AM 
; 
; 
; 

p5:21 AM 
; 

86 p5:21AM 
D5:34AM 
; 

D5:34AM 
05:35 AM 

05:35 AM 
P5:54AM 
P5:54AM 

P5:55 AM 
; 
; 
; 

~5:55 AM 
~5:55 AM 
~6:27 AM 
; 
; 

06:27 AM 
06:27 AM 

06:27 AM 

06:27 AM 
p6:59 AM 

p7:18 AM 
p7:18 AM 

p7:18 AM 
; 
; 
; 

b7:18 AM 
; 

b7:18 AM 
; 

b7:19 AM 
; 

-·-·-·-·-·-·-·-·-·-·-·-· ! 

B6 
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r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i ; B6 ; i i 
i i 
i i 
! ! 

Patient History 
·-·-·-·-·-·-·-·-·-·-·-, 

!07:19 AM 
; 

!07:19 AM 
; 

!07:19 AM 
; 

!07:42 AM 
; 

!07:42 AM 
; 

!08:47 AM 
; 
; 
; 

!os:47 AM 
!os:47 AM 
!os:47 AM 
!OS:47 AM 
i08:48AM 
i08:50AM 
!08:50AM 
!08:56AM 
; 
; 
; 

i09:09AM 
i09:09 AM 
ill:08AM 
; 
; 
; 

ill:08AM 
!ll:08AM 
lll:20AM 
; 

ill:20AM 

!ll:21AM 
:11:21 AM 
; 

!12:06 PM 
; 

B6 
; 
; 

!12·06 ; . PM 
!12-06PM ; . 

il2:06 PM 
il2:06 PM 
il2:39 PM 
iOl:03 PM 
; 
; 
; 

!0l:03 PM 
; 

!0l:03 PM 
; 

!0l:04 PM 
iOl:04 PM 
io1·04 ' • PM 

iOl:20 PM 
; 
; 
; 

!Ol:20PM 
!0l:20PM 
i01:20PM 
!0l:20PM 
101:21 
; 

PM 
!0l:21 PM 
; 

!02:53 PM 
; 

!03:15 PM 
L---·-·-·-·-·-·-·-·-·-·j 

86 
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' ' 
i i 
i i ; ; 
i i 
i i 
i i 

B6 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Patient History 

D3:15 PM 
D3:15 PM 
D3:16PM 
P3:16PM 
03:40 PM 
03:48 PM 
03:48 PM 
P3:48 PM 
; 
; 
; 

~3:48 PM 
03:48 PM 

B6 p3:48PM 
b3:48 
; 

PM
b4:45 PM
; 

b4:45 PM
D4:47 PM
D4:47 PM
D4:48 PM
bs:47 PM
; 

 
 
 
 
 
 
 

; 
; 

~5:47 PM 
; 
; 
; 

b5:47 PM 
bs:47 PM 

·-·-·-·-·-·-·-·-·-·-·-·-i 

B6 
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· I 
I 

! Appears this way on original ! 
i i 
L.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
I 
I 

i Appears this way on original 
I 
I 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 I • 

i Appears this way on original ! 
I • 
• I 
L--•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 
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Cummings
Veteri'nary Medical Center 
AT TUF'TS UNIVERSITY 

 86 
Ralfaolagy Raps & Report 

; ' ; B6 ;i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

 
Spelies: Cinale 

Bladr/f.n Male(NIYHm) 
DuenHI JIRilfe" 

lliUdall:: i : B6 i 
L--·-·-·-·-·-·-·-·-·-·-' 

86 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

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

Dab! af exan::i 86 i 
j_·-·-·-·-·-·-·-·-·-·-·-·-· 

Pal:i&• lac:aliun: Warn/Cage: Weight (kg} 45.20 

Inpatient: 
D Outpatient: Tme: 

Waiting 
□ Emwgency 

DA.G 
08AG 
].fl dose 08AG 

DexDonitor-/Butorphin:JI 
Anesthesia to sedate/anesthetize 

Exmninlman Desired:: 1 viewtmraci::: radio~h (lateral) - to h:! don:! st.nding in large anima~ please.. 

Pi'e:.i::illirc Cm-.,P H __. m-al QIRsliam; .,._. wishm wwa: 

Emergen:y 

PEiil ti.a.II: lktmy-:: [ ___ B6 ___ iis an 8yo MN Dobie presented as ..-eferral yesterday fo- 0-I F and SU!fled:ed 
DCM_ Evaluated by r-DVM i __ B6 __ fat that time radiographs mwed cardionegaly, pum01ay edema a-.d 
ECG indicated at..-ial fibrillati01. Patient was given 2 doses of lamsemide (4mg/kg total) .nd ..-efened 
he..-e. 1 dose of F..usenide ovanight:. 

fillclncE -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B6 
FDA-CVM-FOIA-2019-1704-001757 



~ 

- Resolvng pulrTMJnary edema and un::hanged cadio~ly 1D1sistent with diagn:JSed 0CM. ACOTiplete 
thoracic series may be 1D1sider-ed for-full evaluation. 

Dab!s 

Reported: 

Rnalized: 
i B 6 i 
L ________j ____ 

FDA-CVM-FOIA-2019-1704-001758 



Cummings 
Veterinary Medical Center 
AT TUFTS UNIVERSITY 

B6 
Discharge lnstructians 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

!·-·-·-·-·-·-~-~---·-·-·-· i 
Specieii: 
Bladr/Tilll Male (NeJ!Hed) llmRmin 
~ 
llirUdalE: 

.-·-·-·-·-·-·-·-·-·-·-·-, 

l _______ 86 _______ ! 

c.nne B6 l ________________ B 6 _____________I ___ 

B6 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

-
ldrit llillP.:r-·-·-~·s~s-·-·-·-·16~:s7 i::u 

DidalJle ~ 86 i 
i·-·-·-·-·-·-·-·-·-·-·-·-• 

~ 
L Dilatet ~ (DCM} withan1J51:n.ehmrtfaiue 
2. Ahiill lhl11atim with~ tem 
3. Mild~milral valuedsmse 

Oise~ 
Thiri: yo.ab tri'fl-.JL._ B6 __!no T~ 1-e r. a ~ h::,f! 
0. pre.er■laldl, Bode was quieL but akrt. Hr. hEBrtrali! was elevated and ffi¥1lar; aid ill1 EKG a::d""nnedabial 
lhl11atimas well Hewa. 1n1Bm'Elry (wnl:DD.l!tEICG} and rn:enied !il4JID1:n.eG11e n"lhe KlJandwa. stlrtmon 
ccntiacnmmil:n;; nl:X1h"tohelJJ liner.em heat rateand P.-rtJ bette'-. 

B6 
L 86 r-

i.·-·-·-·-·-·-·i 

l beoldiilgrD!iedwitha JriTHYhEBrtmtmedi!iemecalled dlant~(DCM). lhisd~ r;; 
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rmre1DTMD1 n ~and giant t.eotdJg. .nd i5 diar-..ctuiM.t ltfthm-.J cl"thewalls of1heheat, rob:mcadac 
~lin:tiO\ .nd~of1helfl)Ef"damers cl"thehmrt. Dcbmmnpn;de5 cse~1D 
~1hi5d~ M.nyd:ig;; wilhlXM wi11 am hnlesigmii:an: .nt.,th'nes'illhidlran~ l~and 
am ~neil:al ~ lhehBI: EHiii"bfl"Tedhls '°"' ~to1he pom: of ~n.ehBI: fillbe. 
rTHri11gthrt:lluld i5 ~ 141 mo1he ~ O"belly. ~this i5o1 pogre.s11,,ed~.nd"1111ecanct~ 
thedlarff51o1heheat rn.ade. h:Jlr.8re-\lllell:aluteraniacrrelcation;;and!iDH:!~1o1helliel:1olTHll!)UT 
d:Jgconb lab~andhnlehm mmhngeasie". 

~ at -...e: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B6 

lre.tMaellledl ll:::&#cr: 

B6 
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86 

i B6 : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

DH~ ftilnnials 
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Cummino
Veterinary Medical Cente
AT TUFTS l!JNIVERSITY 

s 
r B6 

84,86 
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Cum • 

nos 
·vete!rinarv Medical Center 
AT TUFTS l!JINIVERSITY 

ca-diolon Liaiiml: 508-887-496 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
; 
; 

B6 I ; 
; 
; 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

L--r~i-y1.s c:_.ne Male (Ne~.-ed) 
L~nn.mPnsdlel" 

Blad/f.m BW: WedJt (kd 45.2.0 

f.anf"IDlagy qRltienl: 

Date
Weicld=·Weighf{lqtl 45..20 

:! 86 ! 

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

B6 

•STOP - renaimer- of form to be ti I led out by Canfiol~ 

... ysii::al Examimllian 

Muscle cond"rtion: 
'Normal 
□ Mild muscle lo2i 

Olnlm,acc,h Physical Exmn 
Munn..- Grade: 

!d.None 
"I/VI 
□ II/VI 
Q Ill/VI 

□ Moderate radiexia 
M..-ked cachexia 

□ IV/VI 
□ V/VI 

VI/VI 

M..-m..- location/description: left apical systolic 

FDA-CVM-FOIA-2019-1704-001765 



JuBU lar-vein: 
_ 8ottOTI 1/3ofth:!rECk 
0 Middle 1/3 ofth:! nedt. 

Arterial pulses: 
□ Weak 
0Fai..-
0Good 
□ strong 

Anhyt:hmia: 
□ None 
D Sinus arrhythmia 
D Premaure beats 

Gallop: 

□ Yes 
_ No 

0 lntermittort 

Pumonary a2ieS!ments: 
□ Eup~ic 
Iii Mild dr-flllea 
□ Makeddr-f,nea 
D Normal DV sounds 

AbdOTinal exan: 
• Normal 

0 Hepatomegaly 

_ Top 2/3 of the! nedt. 
□ l/l way up the! nedt. 

Bound'ng 
Iii Pulse deficits 
D Pu lsus pa..-adoxus 
□ 0th:!..- (describe}: 

□ Dradycardia 
T a::hyrardia - atrial fib..-illation 

DPmnouRm 
0th:!..-: 

□ Pu monary Crackles 
□ Wheezes 
□ Upper- airway sbido..-
0 0th:!..- ausa.1ltatory findings: 

D Abdominal distmson 
□ Mild ascites 

! ' ! i 

! 

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

86 ; 

~Wlaw~ 
0 SUnnuet 
□ Nmmal 
DDelir;ut..-elincatiorl 

lllaad Pres:ase (mmlkj: 
Cuff size: 
Linh: 

ECGfinc&np: 

Heat..-ate:: 
. 

86 i 
' '-·-·-·-·-·-·-·-·-·. 

DJl!ilmJrumal 
DRe5l:rictn.e 

FDA-CVM-FOIA-2019-1704-001766 



86 

FDA-CVM-FOIA-2019-1704-001767 



001 
□ 02 

DD 
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Cumm·ngs
Veterinary Medical Center
AT TUFTS UNIVIERSITY 

 
 86 

~-tia! rl Pal:iad.Mnit: 

; _____ Dale: !_ _______ l?._~----·__]_6: 19:57 PM ____________________________ ! 

! 86 ! 
! i 

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

!Case ■o: 32917-1 

!_-_-_-_-_-_-_-_-s·s·-_-_-_-_-_-_-_-i 

Yoor-pillEnt preelte:I to OU'" Emeryeiq sertice. Please IDiltE: Rll of HE folowmg nortlliDIII tofudlilbi: 
OOIIIIIUlimlion ¥llifl OOl'"tfflm. 

p•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
! 86 i 
'ne1B1SDafurailllli!!Ml::a·1o·11emSA·is:·oCJ11..Affl 

ff you hilve imY .. IPSliollS regillm)g tt.s pilllimil'" mse.. please m1i B6 i
'-·-·-·-·-·-·-·-·-·-·

to reidl HE Glniologr 5elvice. 
Wonnition is updilmd dillr~ by noon. -·-·-·-' 

Thilnt: you f..-you..- refenill to OU'" Emeryeiq Sera:e.. 
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Cumm·nos
Veterinary Medical Center 
AT TUFTS ILINIVERSITY 

 

' ; i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 

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

; B6; 
-· 

B6 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·
i B6 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
~le (Neuk!red) 

L.caine"-Dolienn.n Pmschet-

Blad/f .n 
329174 

Daay-Upmte Fmm 1he O.clalccY·Sa.ic:e 

T od~"s date: i B6 i 
~r- , 84, 86 i 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Thank you fur-refening patients to 1___ ___________________________________ ~-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-__.iat the G.anmings School ofT ufts 
Univer5ity. 

Your patient! 86 !wasadmitted and is~ing ~ fur-hythe a.diologrServi~ 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

T odarL_ ____ B6 ___i __ 

' ' is in st~ le couf"rtion 
D is still int~ oxygen cage 
□ is criti:all ill V 

1 

dismarged from t~ hospital 
i

,·-·-·-·-·-·-·-·-·-·
: 86 ! 

·-·-·-·-·-·-·-·-·-·-·-·-·-·

-·-·-·, 

Today's treatments indude: 
I 

lechoca-di~hy 
b loodwork. planied/pending 

D c:anfiac cath:!ter- procedwe plained 
I treatment fur-CHF ~ to DCM 

ongoing treabt1ent '1rt1Tommsis 
ongoing treatment for anhyt:t.n ia (atrial O.rillation} 

 

Add"rtional plans: 
Please al low 3-5 busirESS days '1r reports to be finalized upon patient disch..-ge.. 

Please cal I (508} 887--4696 befur-e 5pm or email us at ~ if you h~ any questions. 
Thank.you! 

Attending Cliniciaj
Facutty Chnician: 
Senior student: 

 B 6 i 
j i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' -·-·-·-·-·-·-·-·-·-·-·-· 
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p•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
1 I 

i Appears this way on original i 
I ! 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
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Report Details - EON-370712 
ICSR: 2058680 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-11-09 17:18:34 EST 

Reported Problem: Problem Description: DCM and CHF diagnosed 9/17/18. 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[_"i3-sj WB==rs-6·: 

Date Problem Started: 09/17/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Nutro Ultra adult dry dog food the superfood plate (chicken, lamb, salmon) 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: 2 scoops twice daily (scoop is -1.5 cups) 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: i 1.,,_,_, 86 _______ , ! • 

Type Of Species: Dog 

Type Of Breed: Setter - Irish Red 

Gender: Male 

Reproductive Status: Neutered 

Weight: 28.8 Kilogram 

Age: 11 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: : : 

Phone:! B6 ! 
E mai I: l_ _____________________________________ ! 

Add=,1 I 

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

B6 
Healthcare Professional 

Information: 
Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

FOUO- For Official Use Only I 
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Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States II 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States I 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: ---
Attachment: taurine. pdf 

llt 
Description: Taurine 

Type: Laboratory Report 

Attachment: compiled records !_._·-·-· 86·-·-·-·-pdf 

I[ 
Description: Records --

Type: Medical Records 

FOUO- For Official Use Only 2 
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Report Details - EON-370760 
ICSR: 2058697 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-11-10 15:28:40 EST 

Reported Problem: Problem Description: DCM and CHF diagnosed 10/31/18. On BEG diet. Taurine pending 

Date Problem Started: 10/31/2018 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Dermatitis 

Outcome to Date: Stable 

Product Information: Product Name: Taste of the Wild High Prairie dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information:

Description: Fed for last 3 months until 2 weeks ago when changed to 
Beneful Salmon dry  

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Pure Balance Salmon and Pea dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information:

Description: Fed for past 6 years until about 3 months ago 
 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: B6! ! 
L--·-·-·-· . 

Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Female 

Reproductive Status: Neutered 

Weight: 25.5 Kilogram 

Aget·-·-·--~-~----·-· i 
Assessment of Prior Good 

Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: 
; ' 

Name: i i 

i i 

Phone! ! 

Ema i I l __________________________________________ J 

; 86 ; 
FOUO- For Official Use Only I 
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Address: i 

6 
i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

B 
Healthcare Professional 

Information:
Practice Name: Tufts Cummings School of Veterinary Medicine 

 
Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

I 

Additional Documents: 

Attachment: compiled medical recorl 86 pdt 

llr 

.--·-·-·-·-·-·-. 

II 
Description: Records '" · 

-----------------------, 
Type: Medical Records 

FOUO- For Official Use Only 2 
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Report Details - EON-370720 
ICSR: 2058685 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-11-0918:09:56 EST 

Reported Problem: Problem 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 Ganin Boxer 

Date Problem Started: 10/06/2018 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: GDV 10/6/18 

Outcome to Date: Stable 

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

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: Rachael Ray's since about 2017- prior to that it has been 
Purina One chicken and rice. The Rachael Ray that I fed 
him was "PEAK- open range receipt some with chicken 
some with lamb or beef. The dry was served with one half a 
can of newman's organic chicken and brown rice. I also 
cooked chicken breasts and rice as well as hamburger and 
rice every other week and used cup of th is instead of the 
canned food. Mixed it in with the dry food. I have as of last 
Thursday switched him to Royal Ganin dry food for Boxers 
with 1/2 can of science diet healthy cusine-roasted chicken, 
carrots and spinach stew mixed with about bAio cups of this 
dry food .. 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 

Type Of Species: Dog 

Type Of Breed: Boxer (German Boxer) 

Gender: Male 

Reproductive Status: Intact 

Weight: 34.8 Kilogram 

Age:j B6 rears 
•·-·-·-·-·· 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: 
! ! 

Name: : i 
Phone:! 

i 
! 
i 

Email:! ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

B 6 

FOUO- For Official Use Only I 
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Address:: 

B6 
; 
; 
; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; ; 

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

_J 
Healthcare Professional 

Information: 
Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts .edu 
~ 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: compiled medical record.pdf 

~ llt 
Description: Records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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Report Details - EON-370715 
ICSR: 2058683 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-11-0917:46:50 EST 

Reported Problem: 
r·-·-·-·-·-·-·• 

Problem Description: Older housemate diagnosed with DCM and CHF. Screening! B6 because he 
has been eating the same diet. Does not have clearcut DCMLo"rfecfi"o but has 
reduced cardiac contractility. Taurine pending and owner has changed diet and 
started taurine supplementation 

Date Problem Started: 11/07/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Zignature trout & salmon dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use
Information:

 Description: [::~fJ is four and was born oni 86 ~e ate Zignature 
trout & sa I mon from 09/30/15-1 OllJf/'11:f."-1:25 cups twice 
daily of Zignature. The primary cookies he ate was 
Earthborn Holistic Grain-Free, all varieties, and he might 
have had 3-4 cookies per day. The only other cookies he 
would have eaten were misc. varieties brought by misc. 
delivery people (propane, UPS, etc.) and not regularly. lfwe 
ever had to give medication, we always used the Greenies 
Pill Pockets. 

 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

r·-·-·-·-·-·-·1 

Animal Information: Name: [ __ B 6 _J 
Type Of Species: Dog 

Type Of Breed: Retriever - Labrador 

Gender: Male 

Reproductive Status: Neutered 

Weight: 25 9 Kilogram 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 3 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: : ! 
Phone:i B6 i 
Email:i i 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Address,! 86 I 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·------------------------

FOUO- For Official Use Only 
---~----·-·-·-·- -·-·-·------------~ 

I 
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II II 
r·-·-·-·-·-·-·-·-·-·-·-·-·1 

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

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

llt 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: compiled medical record.pdf 

Description: Records 

Type: Medical Records 

FOUO- For Official Use Only 2 

lj 

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

To: Cleary, Michael*; HQ Pet Food Report Notificationt_ _______________________ 86 ________________________! _ 

Sent: 11/10/2018 10:52:28 PM 

Subject: Zignclturn.TCQu.t..& __ S_aJm.on Meal Limited Ingredient Formula Grain-Free Dry Dog 
Foo~ 86 1 EON-370762 

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

Attachments: 2058699-report.pdf; 2058699-attachments.zip 

A PFR Report has been received and PFR Event [EON-370762] has been created in the EON System. 

A "PDF" report by name "2058699-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 "2058699-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370762 
ICSR #: 2058699 
EON Title: PFR Event created for Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free Dry 
Dog Food; 2058699 

AE Date 04/24/2017 Number Fed/Exposed 2 

Best By Date Number Reacted 2 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Retriever - Golden 

Age 8 Years 

District Involved PFRi 86 !Do 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Product information 
Individual Case Safety Report Number: 2058699 
Product Group: Pet Food 
Product Name: Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free Dry Dog Food 
Description:i 

L 
B6 bas 

I 
been 

.--•-•-•-•-•-•1 
eating Zignature Trout & Salmon kibble (le. 2x/day) for over three years, since 

approximately Augu.~t_JQ.11-i. __ ~~--]was diagnosed with a heart murmur in April 2017. Our regular vet said that it 
was not of concern iL_B_6___!was not experiencing concerning symptoms, like being short of breath. In September 
2018, i-·-86---~tarted refusing to eat. She was also coughing and vomiting. on:-·-·-·-·ss·-·-·-·1she collapsed and was 

i.·-·-·-·-·-·-j i.·-·-·-·-·-·-·-·-·-·-·-j 
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unconscious and not breathing for several minutes. She was resuscitated with CPR. She was brought to a 
veterinary emergency hospital, where her blood was collected for taurine testing at University of California
Davis, and an echocardiogram diagnosed a severe case of Dilated Cardiomyopathy. She has since been enrolled 

)1.Lcl.§Q.l_dy program for diet-related Dilated Cardiomyopathy in dogs at! B6 iour younger dog, 
i__ __ _li3-§ _____ jwas diagnosed with DCM on i·-·-·-·-·si·-·-·-·1and I will be making\1·sep.arate-rep-ort"regarding him. 
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: 2 
Number of Animals Reacted With Product: 2 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free 
Dry Dog Food 

Sender information 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 

! 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 
i 

L. US A ·-·-

; 86 

To view this PFR Event, please click the link below: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
' ' 
i i 
i i 
i.,_, ___________________________________________________________________________________________________ ,i 

; 86 ; 

__ 
i i 

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

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 
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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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Report Details - EON-370762 
ICSR: 2058699 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-11-10 17:44:49 EST 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: L.--~-~___j has been eating Zignature Trout & Salm<?,~_~ipple (1c. 2x/day) for over 
three years, since approximately August 2014.L ___ §§ ____ ]was diagnosed wlt.!l.?._heart 
murmur in April 2017. Our regular vet said that it was not of concern if i B6 I was 

.n_oJ_§xperiencing concerning symptoms, like being short of breath. ln!_ ________ s..s ________ _i 
i B6 i, ['·-·ss·-·1 started refusing to eat. She was also coughing and vomiting. On i'-ss·: 
ii •.•.• 86 .. ! •. phe collapsed and was unconscious and not breathing for several •·-·-·-· 
'"rrnnllt~S. She was resuscitated with CPR. She was brought to a veterinary 
emergency hospital, where her blood was collected for taurine testing at 
University of California-Davis, and an echocardiogram diagnosed a severe case 
of Dilated Cardiomyopathy. She has since been enrolled in a stud)'. program for 
diet-related Dilated Cardiomyopathy in doas at:____________ B6 pur younger 
dog:'-·-ss·-·-·i, was diagnosed with DCM oni B6 randTiiiiHr'Eie-·making a 
separate re po rt reg a rd in g him. •·-·-·-·-·-·-·-·-·-·-' 

Date Problem Started: 04/24/2017 

Concurrent Medical No 
Problem: 

Outcome to Date: Better/Improved/Recovering 

Product Information: Product Name: Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free Dry Dog 
Food 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 27 Pound 

Purchase Date: 08/01/2014 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: The food was stored in an airtight plastic container after the bag was opened. 

Product Use 
Information: 

Description: I fed my two dogs exactly 1 cup each of this food twice per 
day. 

First Exposure 08/02/2014 
Date: 

Last Exposure i B6 i 
Date: '"·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Time Interval 27 Months 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Yes 
Abate After 

Product Stop: 

Product Use No 

FOUO- For Official Use Only I 
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Started Again: 

Perceived Definitely related 
Relatedness to 
Adverse Event: 

Other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information:

Name: ! 86 ! 
 

Add,ess, 

! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
United States 

I B 6 I ; 

Animal Information: 
.-•-·-·-·-·-·-· .. 

Name: L. __ 86 __ _.! 

Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Female 

Reproductive Status: Neutered 

Weight: 57 Pound 

Age: 8 Years 

Assessment of Prior Good 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
Practice Name: i B6 ! 

Contact: 
1.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

Name: i ! 
Phone:! 

! 
i 
i 

Email:i 1_, __________________________________ ! • 

B6 
Address:! : 

i i 
i i 

! 
i 

! 
i 

i i 
i i 
i i,_, _____ , ___ , _________ , ___ i ,_,_,_,_,_,i 

; 86; 
Type of Referred veterinarian 

Veterinarian: 

Date First Seen: 10/08/2018 

Permission to Yes 
Release Records 

to FDA: 

Practice Name: !_ _______________________________ B6 ________________________________ i 

Contact: Name: : i 

Phone:! ! 

Email:i i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

; B6 ; 
Address:: i 

i ! 
i ! 
i ! ! 
i ! 
i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

; 86 
Type of Primary/regular veterinarian 

FOUO- For Official Use Only 2 
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Veterinarian: 

Date First Seen: 04/27/2018 

Permission to Yes 
Release Records 

to FDA: 

Practice Name: i B6 : 
L--·-·-·-·-·-·-·-·-•-·-·-·-·-·-·~-·-·-·-•-·-·-·-·~-·-·-·-·-·~-·-·-·-·-•-·-·-·. 

Contact: 
Name: ! i 

Phonei 
i 

! 
! __
_

Ema i I L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_: 

I B6 ___ .. ,, 
____ ,, 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Address:! ! 

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

;86; 
Type of Referred veterinarian 

Veterinarian: 

Date First Seen: 1 86 : 
Permission to ;Yes·-·-·-·-·-·-·-·-·-·-·-_; 

Release Records 
to FDA: 

I 

Sender Information: Name: 

Address: 86 

I 
Contact: 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
Phone: ! i ! 

! i-
E mai I: l__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

86 ; ---------~, 

Additional Documents: 

Attachment: 4800_001. pdf 

lit 
Description: Records from:__ B6___:& taurine testing results 

Type: Echocardiogram 

FOUO- For Official Use Only 3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: 

Sent: 11/9/2018 10:36:55 PM 

Subject: Zignature trout and salmon dry: Lisa Freeman - EON-370713 

Attachments: 2058681-report.pdf; 2058681-attachments.zip 

A PFR Report has been received and PFR Event [EON-370713] has been created in the EON System. 

A "PDF" report by name "2058681-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 "2058681-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-370713 
ICSR #: 2058681 
EON Title: PFR Event created for Zignature trout and salmon dry; 2058681 

AE Date 10/08/2018 Number Fed/Exposed .) 

Best By Date Number Reacted 2 

Animal Species Dog Outcome to Date Stable

Breed Retriever - Golden 

Age 8 Years 

District Involved 
' ! 

PFit _________ 8_6 __________ i DO 

Product information 
Individual Case Safety Report Number: 2058681 
Product Group: Pet Food 
Product Name: Zignature trout and salmon dry 
Description: DCM and CHF. From late-2014 through 09/30/18,i B6 j ate about 1 cup of Zignature trout & 

L--·-·-·-·-·• 
salmon dry food twice per day. Then, from 10/01-10/14/18, she ate Nature?s Variety Instinct Raw beef & barley 
dryg food (1.5c. 2x/day). The primary cookies she ate was Earthborn Holistic Grain-Free, all varieties, and she 
might have had 3-4 cookies per day. The only other cookies she would have eaten were misc. varieties brought 
by misc. delivery people (propane, UPS, etc.) and not regularly. If we ever had to give her medication, we always 
used the Greenies Pill Pockets. Taurine for:·-·ss-·: - 327 whole blood Owners' other Golden, i B6 ~ is four and 

i.·-·-·-·-·-·i L--·-·-·-·-·-·-· 

,., 
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was born on 08/03/15. He ate Zignature trout & salmon from 09/30/15-10/01/18 (see separate report). We also 
r·-·-·-·-·-·-·-·-·-·-·1 

have a Golden puppy; 86 jwho was born on! 86 !and ate the same Zignature from 07/23-10/01/18. 
Submission Type: Init1ar·-·-·-· ;·-·-·-·-·-·-·-·-·-·-·' 
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: 3 

Number of Animals Reacted With Product: 2 

Product Name Lot Number or ID Best By Date 

Zignature trout and salmon dry 

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

Owner information 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

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

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

! o. view_ the_ PFR Event Report,pl_ease. click_ the_ link_ below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

~ ! B6 ; i 
! i 
! i 
~ i 
! 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 
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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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Report Details - EON-370713 
ICSR: 2058681 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-11-0917:31:06 EST 

Reported Problem: Problem Description: DCM and CHF. From late-2014 through 09/30/18,! B6 ! ate about 1 cup of 
Zignature trout & salmon dry food twice per day. Then, from 10/01-10/14/18, she 
ate Natures Variety Instinct Raw beef & barley dryg food (1.5c. 2x/day). The 
primary cookies she ate was Earthborn Holistic Grain-Free, all varieties, and she 
might have had 3-4 cookies per day. The only other cookies she would have 
eaten were misc. varieties brought by misc. delivery people (propane, UPS, etc.) 
and not regularly. lfwe ever had to give her medication, we always used the 

. Greenil§lS Pill Pockets. Taurine f(?_~----~~---i:. 327 whole blood Owners' other Golden, 
! B6 ! is four and was born on! B6 He ate Zig nature trout & salmon from 09 
LfJUfio::~0,01I18 {see separate rep"ortrwe also have a Golden puppyC-"ss·-·:who 
was born of-·-·-8·6-·-·-·:an d ate the same Zig nature from 07 /23-1 0/0111'K·-·-·-·-·' 

Date Problem Started: 10/08/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Zignature trout and salmon dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: From late-2014 through 09/30/18, B6 ate about 1 cup of 
Zig nature trout & salmon dry food 'twic"if"per day. Then, from 
10/01-1 0/14/18, she ate Natures Variety Instinct Raw beef & 
barley dryg food (1.5c. 2x/day). The primary cookies she ate 
was Earthborn Holistic Grain-Free, all varieties, and she 
might have had 3-4 cookies per day. The only other cookies 
she would have eaten were misc. varieties brought by misc. 
delivery people (propane, UPS, etc.) and not regularly. lfwe 
ever had to give her medication, we always used the 
Greenies Pill Pockets. 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

i i 

Animal Information: Name: [__ B6 .Jwill report other dog separately) 

Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Female 

Reproductive Status: Neutered 

Weight: 27.7 Kilogram 

Age: 8 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 3 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

FOUO- For Official Use Only I 
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~------------------------C-o_n_t_a_c-t:_N_a_m_e_: ___ !-·-·-·-·-·-·-·-·-·-·-B·-·-·-·-·-6·-·-·-·-·-·-·-·-·-·-·-·-·-·,...! -
i i 

Phone:i ! 

E mai I: :·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 

---~ 

j 

Address: ' i ' i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
I b ; 

n fteaStates·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

; 86 ; 
Healthcare Professional 

Information:
Practice Name: Tufts Cummings School of Veterinary Medicine 

 
Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: 

lit 

----------------------~ Description: compiled records.pdf-Medical records . 

Type: Medical Records 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report NotificationL ________________________ ~§ ________________________ ___i 

Sent: 3/19/2019 1 :48:37 PM 

Subject: Fromm's Four Star Grain Free Salmon and Tunalini:L_ ______ B6 _______ ~ EON-382722 

Attachments: 2064246-report.pdf; 2064246-attachments.zip 

A PFR Report has been received and PFR Event [EON-382722] has been created in the EON System. 

A "PDF" report by name "2064246-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 "2064246-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382722 
ICSR #: 2064246 
EON Title: PFR Event created for Fromm's Four Star Grain Free Salmon and Tunalini; 2064246 

AE Date 03/06/2019 Number Fed/Exposed .) 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Mixed (Dog) 

Age 3 Years 

.--·-·-·-·-·-·-·-·-·-·-·-·-· . 
District Involved PFR7 86 iDO 

i-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Product information 
Individual Case Safety Report Number: 2064246 
Product Group: Pet Food 
Product Name: Fromm's Four Star Grain Free Salmon and Tunalini 
Description:! B6 !was seemingly healthy and given an echocardiogram to collect "normal" values for training 

L---·-·-·-·-·-) 
purposes. Echo results were not normal, but revealed he had early stages of Dilated Cardiomyopathy. He was 
adopted in March 2016 at age 12 weeks and was started on Fromm Gold Puppy Dry kibble until age 1, when he 
was transitioned to Fromm Four Star Grain Free Salmon and Tunalini kibble diet. He ate that food until July 
2018 when FDA warning was released. He was then transitioned to Purina ProPlan Sensitive Skin and Stomach 
Salmon and Rice. 

,., 
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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: 3 

Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Fromm's Four Star Grain Free Salmon and Tunalini 

Sender information 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! 

! B6 ; i 
! i 
! i 
! i 
! i 
! i 

l.u s A -------------------------------------------------------·-· i 

Owner information 

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

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

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

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

; ' ; 
i 86 ; i 
i i 
i 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 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-382722 
ICSR: 2064246 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-03-19 09:41:10 EDT 

Reported Problem: Problem Description: i B6 ~as seemingly healthy and given an echocardiogram to collect "normal" 
'values for training purposes. Echo results were not normal, but revealed he had 
early stages of Dilated Cardiomyopathy. He was adopted in i B6 :at age 12 
weeks and was started on Fromm Gold Puppy Dry kibble untu"age'T,'\ii.ifien he 
was transitioned to Fromm Four Star Grain Free Salmon and Tunalini kibble diet. 
He ate that food until July 2018 when FDA warning was released. He was then 
transitioned to Purina ProPlan Sensitive Skin and Stomach Salmon and Rice. 

Date Problem Started: 03/06/2019 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Fromm's Four Star Grain Free Salmon and Tunalini 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Package Size: 26 Pound 

Purchase Date: 06/01/2018 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Stored in bag 

Product Use 
Information: 

Description: Feed in a bowl 

Last Exposure 07/15/2018 
Date: 

Time Interval 2 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event No 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Possibly related 
Relatedness to 
Adverse Event: 

Other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

FOUO- For Official Use Only I 
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-·-·-·-·-·-·-·-·-·-·-,--------------------------------, ,---------------------, 
Purchase Location 

Information: 
Name: i 86 i i i 

i----·-·-·-·-·-·-·-·-·i'-·-·-·-·-·-·-·-·-·-·-! 
Address:! : 

l----~~--__1 
Animal Information: 

r·-·-·-·-·-·--. 
Name: i B6 i 

"-·-·-·-·-·-·. 
Type Of Species: Dog 

Type Of Breed: Mixed (Dog) 

Gender: Male 

Reproductive Status: Neutered 

Weight: 40 Pound 

Age: 3 Years 

Assessment of Prior Good 
Health: 

Number of Animals 3 
Given the Product: 

Number of Animals 1 
Reacted: 

owner Information: Owner Yes 
Information 

provided: 

Contact: Name: 

p:::~:I 
i 

86 I 
] 

"-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
Address! : 

i i 
i i i i 
i i 
i i 
i i 
i.., i _________________________________ j i 

United States 

86 

Information: 
Contact: Name: ! ! 

Phone:! ! 

Other Phone: i 
' 

i 
' 

E mai I: [ _____________________________________ i 

. B6· 
Address: i ] 

I 86 I 
~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
United States 

• • - • - •-•-•-•- • - • - • - •-•-•-•-•-'I 

Practice Name: i B6 i '. -. -. -·-·-·-· -. -. -. -·-·-·-·-· 
Contact: Name: 

Phone:i ! 
! 

Other Phone:! ! 
Email: L.-·-·-·-·-·-·•·=-·-·-·-·-·-·-·-_j 

i ] B6· 
Address: r-·-·-·-·-·-·-·s-

t,_, ____________________________________ 
6

~ 

United States 

---·-·-·-·-·-·: 
Type of Referred veterinarian 

Veterinarian: 

Date First Seen: 03/06/2018 

Permission to Yes 
Release Records 

to FDA: 

FOUO- For Official Use Only 2 
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Sender Information: Name: I ! 

Address: j j 

I ! ! 
' i ' i 
i i 
! ! 
'·united· States ·-·-·-·-·' 

B 6 
Contact: Phone: r--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

I Other Phone:! 86 ! __

Email:! ! 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

___________ --1
1 

-
Permission To Contact Yes 

Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

Attachment: l_ ______ B6 ____ _Jch ore po rt. pdf 

Description: Echo Report 

Type: Echocardiogram 

FOUO- For Official Use Only 3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
To: Cleary, Michael *; HQ Pet Food Report Notificationl_ _________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-___i 

Sent: 3/19/2019 8:56:56 PM 

Subject: Natural Balance LID High Protein Grain-free Lamb or Beef flavors: Lisa 
Freeman - EON-382772 

Attachments: 2064292-report.pdf; 2064292-attachments.zip 

A PFR Report has been received and PFR Event [EON-382772] has been created in the EON System. 

A "PDF" report by name "2064292-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 "2064292-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382772 
ICSR #: 2064292 
EON Title: PFR Event created for Natural Balance LID High Protein Grain-free Lamb or Beef flavors; 2064292 

AE Date 03/17/2019 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable

Breed Mixed (Dog) 

Age 9 Years 

District Inv o Iv ed PFR 1-._ ________ 'i:3-_§_ ___________ i DO 

Product information 
Individual Case Safety Report Number: 2064292 
Product Group: Pet Food 
Product Name: Natural Balance LID High Protein Grain-free Lamb or Beef flavors 
Description: DCM and CHF diagnosed 3/17 /l 9 Eating BEG diet Owners have given permission to report and 
are willing to answer questions Changing to new diet and will recheck in 3 months Taurine and troponin 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 
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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 LID High Protein Grain-free Lamb or Beef flavors 

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

Owner information 
j 

J 
~ 

B6 
USA 

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

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

! 
j•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

86 i 
I 

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

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i B6 ; i 

i i 
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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Report Details - EON-382772 
ICSR: 2064292 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-03-19 16:49:38 EDT 

Reported Problem: Problem Description: DCM and CHF diagnosed 3/17/19 Eating BEG diet owners have given 
permission to report and are willing to answer questions Changing to new diet and 
will recheck in 3 months Taurine and troponin pending 

Date Problem Started: 03/17/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Chronic dermatologic issues - likely environmental (improved significantly when 
owners moved to the city) Hypothyroid - on thyroxine Elevated liver enzymes 

Outcome to Date: Stable 

Product Information: Product Name: Natural Balance LID High Protein Grain-free Lamb or Beef flavors 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Product Use 
Information: 

Description: This diet (either lamb or beef flavors) has been fed to L. ss __ j 
for last 1 year. Before that, feeding Natural Balance LID fish, 
chicken, beef, or lamb flavors since 1 year of age. See diet 
history form for further details Owner does not have current 
product bag but I have sample of diet 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: L ___ ss ___ J 
Type Of Species: Dog 

Type Of Breed: Mixed (Dog) 

Gender: Female 

Reproductive Status: Neutered 

Weight: 28.5 Kilogram 

Age: 9 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 
.. --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-. 

Contact: Name: ! 

6 
i 

Phone:i i 
Other Phone:! i 

Email:! : 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

B 

FOUO- For Official Use Only I 
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~---------------------------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-;---·
Address: i 

i 6 
i 
i 

i i 
i i 
i i 
i i 
i i 
i ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
United States 

--------------, B 

Healthcare Professional
Information:

 Practice Name: Tufts Cummings School of Veterinary Medicine 
 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

_J 
j 

Additional Documents: 

Attachment: ! 86 ~pt_medical_record_preview.pdf 1~ 

111 
Desc,;~;::'~:::~~::~:':' oacocds -------------------11 

---------~-------

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

! ' B6 ! ' To: 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 3/19/2019 1 :32:35 PM 

Subject: Redford Limited Ingredient Grain-Free Lamb and Sweet Potato: l_ ____________ B6 ·-·-·-·-·-·-j 
- EON-382721 

Attachments: 2064242-report.pdf 

A PFR Report has been received and PFR Event [EON-382721] has been created in the EON System. 

A "PDF" report by name "2064242-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-382721 
ICSR #: 2064242 
EON Title: PFR Event created for Redford Limited Ingredient Grain-Free Lamb and Sweet Potato; 2064242 

AE Date 03/12/2019 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Weimaraner 

Age 8 Years 

District Involved PFR; 
! i 

B 6 bo 

Product information 
Individual Case Safety Report Number: 2064242 
Product Group: Pet Food 
Product Name: Redford Limited Ingredient Grain-Free Lamb and Sweet Potato 
Description: Diagnosed upon echocardiogram 3/18/19 with 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: Better/Improved/Recovering 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

FDA-CVM-FOIA-2019-1704-002106 



Product Name Lot Number or ID Best By Date 

Redford Limited Ingredient Grain-Free Lamb and Sweet Potato 

Sender information 

Owner information 

. To_ view_ this PFR Event,. please_ click the_link below: _______ , 

I 
j_-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

ss i 
I 

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

I 
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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{ 

Report Details - EON-390087 
ICSR: 2068031 

Type Of Submission: Followup 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-06-1015:56:37 EDT 

Initial Report Date: 10/09/2018 

Parent ICSR: 2055822 

Follow-up Report to Yes 
FDA Request: 

Reported Problem: Problem Description: Asymptomatic but is housemate ofl._. _______ ss ___________ 1 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:L.~~_jdoes not have clear 
DCM but has reduced contractility. Will recheck in 6 months. Taurine pending -
will submit when available. 

Date Problem Started: 10/02/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Better/Improved/Recovering 

Product Information: Product Name: Taste of the Wild (various flavors) since Nov 2013 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: 
,·-·-·-, 

Name: u~~.J 
Type Of Species: Dog 

Type Of Breed: Doberman Pinscher 

Gender: Female 

Reproductive Status: Neutered 

Weight: 33.4 Kilogram 

Age: i B6 (ears 
1--·-·-·-·-· . 

Assessment of Prior Excellent 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: 
r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Name: ! ! 
Phone:! i ! 

i ! 

E mai I: !._·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· : 

; B6 
Address:! 6 i 

i i 
i i 

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

B 

FOUO- For Official Use Only I 
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II II i B6 i 
··unitecrstates·-·· 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: Diet Hx 4-24-19.pdf 

llt 

llt 

llt 

lit 

m 

Description: Diet history form 

Type: Medical Records 

Attachment: echo report 4-24-2019. pdf 

Description: Echo report 

Type: Echocardiogram 

Attachment: !_ __________________________ B4, _B6 -·-·-·-·-·-·-·-·-·-·-·-·-· : 
Description: Lab work 

Type: Laboratory Report 

Attachment: Doberman DCM Combo Results Form.pdf 

Description: Genetic testing 

Type: Laboratory Report 

Attachment: troponin 5-30-2019. pdf 

Description: Lab work 

Type: Laboratory Report 

lj 
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l-·-·-·-·-·-·-·-·-·-·B4 ·-·-·-·-·-·-·-·-·-· i l·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·! 

i ss I 
L Species: CANINE · 

Breed: DOBERMAN_PINSCH 
Gender:FEMALE SPAYED 
Age:6Y 

; 
Date: 04/24/2019 

,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i 86 ! ! i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

CARDIOPET proBNP - CANINE 

Account #88933 

Test Result Reference Range Low Normal Higli 

CARDIOPET proBNP -
604 1 

CANINE L ______________ ! 

Comments: 

ss ·-·-·-·-·-·-·-· 

86 

Page 1 of 1 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l_ ________________________ B6 _______________i __________ 

Sent: 6/10/2019 6:08:32 PM 

Subject: Taste of the Wild PREY::__ _____________ B6 ·-·-·-·-·-·-·-!-EON-390065 

Attachments: 2068021-report.pdf; 2068021-attachments.zip 

A PFR Report has been received and PFR Event [EON-390065] has been created in the EON System. 

A "PDF" report by name "2068021-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 "2068021-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-390065 
ICSR #: 2068021 
EON Title: PFR Event created for Taste of the Wild PREY; 2068021 

' 
AEDate : 86 

• 
: 

j_·-·-·-·-·-·-·-·-·-·-·-·-·-·- i 
Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Died Naturally 

Best By Date 03/12/2020 

Animal Species Dog 

Breed Mixed (Dog) 

r·-·-·-i 

Age !B6!Years 
i,. ______ j 

District Involved PFRJ B6 iDO 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Product information 
Individual Case Safety Report Number: 2068021 
Product Group: Pet Food 
Product Name: Taste of the Wild PREY 
Description: onr·-·-·-ss-·-·-·inight,j 86 ![~flouldn't make it back from his nightly walk, had labored 
breathing, and n~--appetlte'. His h1iicrTeiis-·were shaking. Onf·-·-·-·s·s-·-·-·-·~10rningf~A] was brought in to the [~~~~~I~~J 

L-·-·-·-·-·-·-·-·-·-·-·-·--,--·-·-·---~-~----·-·-·-·-·-·-·-·-·-·-·-·-,-·-·-·-__iwhere he underwent general sedation for a hip/knee X-Ray. The thought 
process was that he had injured a hind leg. Under sedation early on, i B6 ! experienced abnormal heart rate and 
blood pressure readings as well as gum/ tongue color while being m~nitored. The vet staff pulled him from 
sedation, ran a general blood panel (which was unremarkable and otherwise normal - general parameters). The 
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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 

l·-·-·-·-·-·-·-·-·-·--·-·-·~-·-·-·-·-·-·--·-·-·-·-·-··~~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·-___:for a cardiologist foll ow up as part of their! _________ 86 -·-·-·-· i 
extension. [._ss_.lwas diagnosed with dilated cardiomyopathy and right ventricular congestive heart failure from an 
echo cardiogram preformed b); 

0
86 i He was prescribed pimobendan and lasix and 1,000 mg of 

taurine 3x a day. It was the opinion of[~~~~~~~~~~~f~~~~~~~Jthat [ B6 i h_a.:9._cJ_i~_!::.!.~_l~ted DCM. The following weeki·-·-·136-·-·i 
appetite declined severely to the point of syringe feeding. Ont 86 iwe brought him back to i-·-·-·-·-·-·-·"iiif-·-·-·-·"·-·-i 
.-•-•-•-•-•-•-•-•-•-. •-•-•-•-•-•-•-•-•-•-•-•• j_ I L--•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 

L_ ___ ~-~---___ion the recommendation of the i B6 !extension Carcffofogy·department for a kidney panel before his 
second cardiologist follow up with another--carcffofogist, [·-·-·-·-1is-·-·-·-·10n the same day. Unfortunately, DI~J 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! 86 iwas suspected to have diet related DCM was due to his diet. He was on 

• ' 

Taste of the Wild PREY, which is'·iffiiiited ingredient dry food for the lasti-·si]years. Before that, he was on ·-·-·-·-·-·-·-·-· 
Merrick grain-free dog food. After reading information on diet related - DCJV( I checked the ingredients on L. B6 _ __.i 

food and lentils was the second ingredient listed. i B6 i was grain-free his whole life and on a grain-free diet high 
in lentils for[° _____ BG·-·-·~ears of his life. His last 2 b~gs--~f 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 takeni B6 into his initial 
cardiologist appointment and the vet came back in with the results, my reaction was "y~u ha~e to have the wrong 
dog, he's onlyt86!Years old!". His resp9_11§_~_i_1pmediately was, "what are you feeding him?" As soon as I said 
grain-free, he ~-ai~ he had a very belie( __ 86 __ icase 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 sharet._ __ 86 __ .)tory 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: 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 

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

Sender information 
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 

; B6 
l USA-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 

__ To_ view this _PFR Event,_ please dick the _link below: 

! 86 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
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:o view the PFR Event Report, please dick the _link _below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

l B6 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

f 
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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Report Details - EON-390065 
ICSR: 2068021 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-06-1014:02:21 EDT 

Reporter is the Animal Yes 
Owner: 

Reported Problem: 
.-•-·-·-·-·-·-·-·-· ! 

Problem Description: Ori 86 hight,i B6 iB6 :couldn't make it back from his nightly walk, had 
laboi'e-cf6reathin ·-·-·-·-·1 g :-an-a-no"-a·--'-etlfe. pp ··-·-·-·-·-·-·-·-·-·9 His hind le _________________________ s were shakin 9 ______________________ . On["-·-·-ss·-·-·-·1 • _________ , 
morning,[_ B6 _:was brought in to the l_ _____________________________________ ~~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
where he underwent general sedation for a hip/knee X-Ray . .Ib_l;l_ thought process 
was that he had injured a hind leg. Under sedation early on, i B6 i experienced 
abnormal heart rate and blood pressure readings as well as 'gum/ tongue color 
while being monitored. The vet staff pulled him from 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 toL_ ____________________ ,-•-·-·-·-·-·-·-·-·•·-··8..s ____________ ,-•-·-·-·--·-·-·-·-·-·-·-·-·-·-·-.l 
for a cardiologist follow up as part of their[__'" __ BS'"·-·! extensiont._B6 was 
diagnosed with dilated cardiomyopathy and right ventricular.congestive heart 
failure from an echo cardiogram preformed byL. ___________ B6 -·-·-·-·-·-· L He was 
prescribed pimobendan and las ix and 1,000 mg of taurine 3x a day. It was the 
opinion ofr-·-·-·-ss-·-·-·-·1 that!"-siil had diet- related DCM. The fo_UQWJ!Jg_~§_ek,r-·-ss·-·: 
appetite declfned"-severely to··n'i"e point of syringe feeding. On i 86 iwe·-·-·-·-·-· 
brought him back to-·-·-·-·-·-·-·-·-·-·-·ss·-·-·-·-·-·-·-·-·-·-·10n the recommeffdafiofi-of the ["ss·l 
[~~] extension Ca~d1o"iog"y°departmiii"nfliir"a-·kitjQ_~Y.J!§.~§! before his second ·-·-·-·' 
cardiologist follow up with another cardiologist, i B6 ! on the same day. 
Unfortunately, f-86-i died of a fatal arrhythmia at t"fie-·cardToiogist's office 8 days 
after his initial diagnosis of suspected diet-related DCM and right ventricular CHF. 
The reasonr···ss··-:was suspected to have diet related DCM was due to his diet. 
He was on Taste of the Wild PREY, which is a limited ingredient dry food for the 
lasti-ss]years. Before that, he was on Merrick grain-free dog food. After reading 
information on diet related - DCM, I checked the ingredients on r···ss··)ood and 
lentils was the second ingredient listed. f"iis7was grain-free his whole-iife and on a 
grain-free diet high in lentils forf···ss···1 years of his life. His last 2 bags of 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 takeni B6 Into his initial cardiologist appointment and 
the vet came back in with the resufts·;·my reaction was "you have to have the 
wrong dog, he's only 4.5 years old!". His response immediately was, "what are 
you feeding him?" As soon as I said grain-free, he said he had a very beliefi 86 i 
case 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 sawy 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 share i B6 !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. 

~---·-·-i 

Date 
! 1 

Problem Started: t_ ________ B6 ________ : 

Concurrent Medical No 
Problem: 

Outcome to Date: Died Naturally 

Date of Death: i 86 i 
Product Information: Product Name: Taste of the Wild PREY 

Product Type: Pet Food 

FOUO- For Official Use Only I 
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Lot Number: Lot Number: 9072080 PDR0301-19 MSH 17:27 

Expiration Date: 03/12/2020 

UPC: 07 4198613687 

Package Type: BAG 

Package Size: 25 Pound 

Purchase Date: 04/01/2019 

Number Purchased: 2 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Stored in an air-tight pet food container that was BPA-free 

Product Use 
Information: 

Description: 1. 75 cups fed 2x a day to total a little over 3. 75 cups a day. 
This was taken from the back of the package for a dog in 
between 60 and 80 lbs. 

First Exposure 04/01/2019 
Date: 

Last Exposure i 86 i 
Date: '·-·-·-·-·-·-·-·-·-·-·-·J 

Time Interval 6 Weeks 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event No 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Definitely related 
Relatedness to 
Adverse Event: 

other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer
/Distributor Information:

 Name: Diamond Pet Food Companies - Taste of the Wild 
 

Type(s): Manufacturer 

Address: United States 

Contact: 

Possess One or Yes 
More Labels from 

This Product: 

Purchase Location 
Information:

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ Name: ' i ' i 

Address:i i i i 
i i 
i i 
i i 
i i 
i i 
i i 
~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

United States 

 B 6 
Animal Information: Name: 

Type Of Species: Dog 

Type Of Breed: Mixed (Dog) 

FOUO- For Official Use Only 2 
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Gender: Male 

Reproductive Status: Neutered 

Weight: 29.8 Kilogram 

Age=l_i?._6-__:Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information:

Practice Name: 
 

Contact: Name: 
1 86 1 

Phone:i i 
i ·-·- ·-·-·-·-· -·-·-· ··-·-·-·\n ........................................ ! ·-·-·-·--

Address:! : 

l------~-~------1 United States 

Type of Primary/regular veterinarian 
Veterinarian: 

Date First Seen: L_ ________ B6 ______ ___! 

Permission to Yes 
Release Records 

to FDA: 

Practice Name: t ________________________________ B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·___i 
Contact: 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Name: ! i 

! ! B6 ; i 

Phone: l_ ________________________________ i 
Address:! i 

United States l-------~-~------1 
Type of Referred veterinarian 

Veterinarian: 

Date First Seen: l 86 [ 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: Name: 

Address: 86 
Contact:

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· I 

 Phone: 

Ema) _______________ B 6 -·-·-·-·-·-·-·_j 
Permission To Contact Yes 

Sender: 

Preferred Method Of Phone 
Contact: 

Reported to Other Manufacturer 
Parties: Store/Place of Purchase 

Additional Documents: 

FOUO- For Official Use Only 3 
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..................... R , ............................... , 
Attachment: i B6 ; eport L. .......... !36 ·······-····j)df 

Description:'i 86 !i B6 : cardiology recheck and death event. Please note that in the 
'fieaaerr·ss··r discharge status is listed as "Alive", however in the notes, you can 
see that he had actually died.i 86 ~ not a pure lab, he was a mixed breed. 

'-·-·-·-·-·. 
Type: Medical Records 

Attachment: L··s·s··( ! 86 bdf 

:··········ss·········; 
·-·-·-·-·~ - L--·-·-·-·-·-·• 

Description: i··s6··;initial diagnosis fronf·······s6········ion suspected diet-related 

b-ram,Hrc·amndmyo"p~thy and right ventricufaTco"nge·s1lve heart failurerss·i is not 
a pure lab, he was a mixed breed. L 

Type: Medical Records Ill 
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86 
1·-·-·-·-·-·-·-·-·-·· 
! B6 !at 10: 33am. 
L·-·-·-·-·-·-·-·-·- i 

Visit Summary 

Admission~ B6 i
Discharge~ ·-·-·-·-·-·-·-·-·-·-·-·-·~i

 Small Animal Inpatient 

__ A_l_i_· v_e ___________

l_ _______________ B6 ·-·-·-·-·-·-·J 

_ s_t_a_t_u_s_:_F_i_· _n_a_l~  ______ ________________

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

Client#: 

Client: 

Address: 

City, St: 
86 

i i 

Clinician: ! ! 
i i 

Patient#:! ! Sex: MC 

Patient: L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 
Species: K9 

Breed: LABRADOR RETRI .. Weight: 29.8KG 

; B6 ; 

Pertinent History 
i B6 ;presented for an evaluation of lethargy, weakness, fatigue and 
'cardiomegaly. For the past 6 months he has been getting slower on walks, 

fatiguing easier and less energetic. Has gotten significantly worse in the past 
week and last night had to be carried home after a few blocks. He has been 
gagging/ coughing occasionally. ["-·ss-·J went to [_ __________________________ 8-_~----·-·-·-·-·-·-·-·-·-·-·-j today, had 
muffled heart sounds, was sedated with lOOmcg of dexmedetomidine, 4mg 
butorphanol and radiographs revealed marked cardiomegaly. Was given atipamezole 
and referred to VSH. 

Physical Examination 
' . 
' ' 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

; B6 ; 
Clinical Diagnoses 

1) Suspect diet-associated dilated cardiomyopathy (nutritional cardiomyopathy) 
2) Severe mitral regurgitation 
3) Mild to moderate tricuspid regurgitation 
4) Biventricular failure 

Dis charge __ S umrnary -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·" ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

86 
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!._ _____ BG _____ _Ja t 10 : 3 3am. 

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

~V_i_s_i_t_S_umrna __ r_y _________ ~-------~-P_a_t_i_e_n_t_:, !, ________________ B6 _________________ !. !._ ; ____________________________ 86 ! 
;.-! __________ P_a_g_e_:_2~ 

B6 

Clinician Signature Date 
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B6 
! 86 ~t 4:57pm. 
j•-•-•-•-•-•-•-•-• I 

Visit Summary 

1·-·-·-·-·-·-·-·-·-·-·-·-· . .·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Admission: i 
Discharge: ! _________________________ i 

B6 : Small Animal Outpatient 
Alive 

; ' B6 ; ' i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Status: Final 

Client#: 

Client: 

Address: 

City, St: 
86 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
Clinician~ B 6 ! 
Patient #1 i Sex: MC 

Patient L.~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.! 

Species: K9 
Breed: LABRADOR RETRIEVER 

Pertinent History 
i 86 ;presented for a recheck examination to discuss medication changes based on 
'rec~nt blood work revealing elevated values, including elevated kidney values. 
Lssj has been anorexic for a week. He is currently being force fed. His 
breathing rate improved for a few days (40rpm) but was elevated yesterday and 
today (60rpm). His abdomen appears to be more distended. He was hospitalized at 

: B6 !and was treated with fluids and antibiotics. He is 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
currently receiving pimobendan 7.5mg PO BID, furosemide 60mg PO BID, taurine 
1000mg TID, cerenia 160mg PO SID, mirtazapine 15mg PO SID and CoQl0 100mg PO 
SID. Bob arrested upon presentation. 

Medical/Surgical Procedures (Billing) 
L ______ B6 ____ ___: 50 68 - Misc. Procedure-Card 

Clinical Diagnoses 
1) Suspect diet-associated dilated cardiomyopathy (nutritional cardiomyopathy) 

Severe mitral regurgitation. Mild to moderate tricuspid regurgitation. 
Biventricular failure, Death. 

Dis_ charge ___ Instructions·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

86 

Clinician Signature Date 
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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:::::J 
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 
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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 
taunne 

• i 
3x a day. It was the opm10n 

• • 

of[_ 
j-•-•-•-•-•-•-•-•-•-•-•-•-) 

_________ ~~----·-·-Jthat L~-~_Jq.~_c! j I __ q1_~t:· 
• 

__ r~!.?._ted DCM. The followmg 
• 

week,[. 
j 

___ ~§_ ___ ] 
ap_2etite declined severely to the point of syringe feeding. Oq __________ '?._~---·-·-___!we brought him back to[ _______________ !3-~---·-·-·-·-·-·j 
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[-·-·-86-·-}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 

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 86 ! 

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

USA 
I 
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; 
. To_ view_ the_ Related_ PFR Event _Report, _please_ click the_ link below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i B6 ! 

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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Report Details - EON-390066 
ICSR: 2068022 

Type Of Submission: Followup 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-06-1014:11:22 EDT 

Initial Report Date: 06/10/2019 

Reporter is the Animal Yes 
Owner: 

Parent ICSR: 2068021 

Follow-up Report to Yes 
FDA Request: 

Reported Problem: Problem Description: 0~ BG !night, i B6 fij_~Jcouldn't make it back from his nigbtly_w.~lls, __ had 
lab'or~t'.n:ire-athing, 'ifnd"-rfri·a.I'lpetite. His hind legs were shaking. On: 86 i 
morning, [~jf }Nas brought in to the C~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~:~~s-~~~~~~~~~~~~~~~~~~~~~~~~~~~~~=~~~~~] 
where he underwent general sedation for a hip/knee X-Ray. The thought process 
was that he had injured a hind 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 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 L_ ____________________ ,-·-·-·-·-·-·-·-·-·-. ___ ~~---·-·-·-·-·-·-·-·-·r·-·-·-·-·-·-·-·-·-·-·-·j 
for a cardiologist follow up as part of their i B6 : extension. U!s __ Jwas 
diagnosed with dilated cardiomyopathy ana·-rfglifveiitricular congestive heart 
failure from an echo cardiogram preformed by[_ ____________ BG _____________ J He was 
prescribed pimobendan and las ix and 1,000 mg of taurine 3x a day. It was the 
opinion of[ ·-·-·-ss-·-·-·-)hat[8-~)ad diet- related DCM. The fo_l_Lo..~.Ln..9.~~-~k, [~is_J 
appetite de"i~ffneaseve·rely to the point of syringe feeding. Onl_ _____ ,.ss ______ jNe 
brought him back to r·-·-·-·-·-·-·-·-·-·-ss·-·-·-·-·-·-·-·-·-·1 on the recommendation of thef"ss·l 

[:~fJ extension Cardfo-ii:igy-"<iepa-rtmeriff or-ii kid..!!E:>.'.J~~r.!.~~ before his seco n l-·-·-·' 
cardiologist follQ.W.J.tp with another cardiologist, i B6 :on the same day. 
Unfortunately, i 86:died of a fatal arrhythmia at'ffie·-carc:ffofogist's office 8 days 
after his initial_aiaJfnosis of suspected diet-related DCM and right ventricular CHF. 
The reason L__ B6 __ iwas suspected to have diet related DCM was due to his diet. 
He was on Taste of the Wild PREY, which is a limited ingredient dry food for the 
last 3.5 years. Before that, he was on Merrick grain-free dog food. After reading 
information on diet related - DCM, I ch~g_k.s!_q the ingredients onl_ ___ ~-~---Jfood and 
lentils was the second ingredient listed.i B6 iwas grain-free his whole life and on a 
grain-free diet high in lentils for 3.5/4.5 years of his life. His last 2 bags of 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 [j:iiJ into his initial cardiologist appointment and 
the vet came back in with the results, my reaction was "you have to have the 
wrong dog, he's only[~~ef.] years old!". His response immediately was, ''what a_r~---·-·· 
you feeding him?" As soon as I said grain-free, he said he had a very beliefi B6 ! 
case 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 sharel_ __ ss __ l 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. 

Date Problem Started: 86 ________ i ! _________ 
Concurrent Medical No 

Problem: 

FOUO- For Official Use Only I 
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Outcome to Date: Died Naturally 

Date of Death:! 86 i •·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Product Information: Product Name: Taste of the Wild PREY 

Product Type: Pet Food 

Lot Number: Lot Number: 9072080 PDR0301-19 MSH 17:27 

Expiration Date: 03/12/2020 

UPC: 07 4198613687 

Package Type: BAG 

Package Size: 25 Pound 

Purchase Date: 04/01/2019 

Number Purchased: 2 

Possess Unopened No 
Product: 

Possess Opened No 
Product: 

Storage Conditions: Stored in an air-tight pet food container that was BPA-free 

Product Use 
Information: 

Description: 1. 75 cups fed 2x a day to total a little over 3.75 cups a day. 
This was taken from the back of the package for a dog in 
between 60 and 80 lbs. 

First Exposure 04/01/2019 
Date: 

Last Exposure ! B6 : 
Date: '·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Time Interval 6 Weeks 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event No 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Definitely related 
Relatedness to 
Adverse Event: 

Other Foods or No 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Name: Diamond Pet Food Companies - Taste of the Wild 

Type(s): Manufacturer 

Address: United States 

Contact: 

Possess One or Yes 
More Labels from 

This Product: 

Purchase Location 
Information: 

Name: 

Address: 86 
FOUO- For Official Use Only 2 
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Animal Information: Name: !.__86 _j 
Type Of Species: Dog 

Type Of Breed: Mixed (Dog) 

Gender: Male 

Reproductive Status: Neutered 

Weight: 29.8 Kilogram 
r•-•-•-•-•1 

Age:j B6 (ears 
'·-·-·-·-·· 

Assessment of Prior Excellent 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: 

Healthcare Professional 
Information: 

Practice Name: 

Contact: Name: ! 
Phone:! 6 i 

i B 
i ·-·-·-·-·-·-·-·-·-·-·-·-·-·- i...-. ... -.= ......... , ......... , ...... -.= ... ,! 

Address:! i 

United States 

·-·-·-·-j 

1-------~-~------I 
Type of Primary/regular veterinarian 

Veterinarian: 

Date First Seen: i 86 '·-·-·-·-·-·-·-·-·-·-·-·-·-·· i 
Permission to Yes 

Release Records 
to FDA: 

Address: 1-------135------1 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

United States 

Type of Referred veterinarian 
Veterinarian: 

r·-·-·-·-·-·-·-·-·-·-·-·• 

Date First Seen: 
i.,_, 
i 

___________________ 
B6 

j 
i 

Permission to Yes 
Release Records 

to FDA: 

Practice Name: 
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ss -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Contact: Name: i 
i ! 

Phone:[ _____________________________ ___: 

! 86 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

Address: 

86 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

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

Type of Referred veterinarian 
Veterinarian: 

FOUO- For Official Use Only 3 
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..-----------------------------.-·-·-·-·-·-·-·-·-·-·-·-·-,--------------------, 
I Date First Seen:l_ _________ 8-_~---·-·-·-j 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

Name: i i 

Address: i 
i 

!
i 
--==

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

United States 

================;;;;;;;;;,-, ; 86; 
Contact: Phone: 

Email: i 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

86 !--------------,, 
Permission To Contact Yes 

Sender: 

t 
Preferred Method Of Phone 

Contact: 

Reported to Other Manufacturer 
Parties: Store/Place of Purchase 

Additional Documents: 

Attachment: TOTW_1 .jpg 

llt 
Description: Taste of the Wile PREY Fed to [iislat the even of his death 

Type: Product Label 

Attachment: TOTW_2.jpg 
. ·-·-·-·-·1 

Description: Taste of the Wild PREY Fed tq B6 
c-·-·-ss·-·-·-·1 · · 

!-6-8 weeks leading up to his death on 
L-------· 
i-86-i II~ 

Type: Product Label 

Attachment: [~~~Jf~~]19039110_ Taurine Level c·:.·:_·~--r:.·:}mino Acid Lab).pdf 

Description:[_ BG_i Taurine levels. Echo-cardiogtam can be submitted once recieved. 

Type: Medical Records 

j 

FOUO- For Official Use Only 4 
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B6 
1-----------~-~-----------I~_:_---_---_--_---_---_--_---_-8_6 __________________ :_-~_~-_r_n_t_#_: __ :_:_:_: ________ :_::_:_i _:_:_:~_::_:_:_:_~ :_~_:_::_:_:_: __ 

i·-·-·-·-·,·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-l 
Age\ !1 Sex: M Neutered: Y Species: Canine B6 

i--·-·-·-·-·-·-j 

,-·-·-·-·-·-·-·-·-·-B6 -·-·-·-·-·-·-·-·-·-·-·-·-·
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

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

B 6 

Breed: Labrador Retriever 

Final 

Tests Ordered: Taurine Level L_ ____ BG ____ ___: Amino Acid Lab) 

Pending Tests: 
Test 

Send Out 

Result Reference Range Units 

Taurine Level cr·-·-·-ss-·-·-·-!Amino Acid Lab) 

Sample type 
! 

Taurine Level i

Plasma 

86 
!

ii

Plasma normal range: 
Cat 80 - 120 nmol/ml 
Dog 60 - 120 nmol/ml 

__ No_kn_own.,risk for Taurine Deficiency 

I i 

Whole blood normal range:
Cat 300 - 600 nmol/ml 
Dog 200 - 350 nmol/ml 

No_ 

lss! 
risk f?r Taurine deficiency 

i_ ____________ ! 

 

  i  
i--·-·-·-·-·-·-·-·-·-·- i 

B6 
j•-•-•-•-•-•-•-•-•-• I 

 

Testing performed at the Amino Acids Laboratory,i 86 i 

~-----------------86 ________________ ,____ __________ ______. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! B6 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

l 

Sent: 1/23/201911:40:21 PM 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
Subject: Wellness Core Ocean Grain Free Protein-Rich Nutrition:! 86 ! 

E ON-3 77321 '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

Attachments: 2061666-report.pdf; 2061666-attachments.zip 

A PFR Report has been received and PFR Event [EON-377321] has been created in the EON System. 

A "PDF" report by name "2061666-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 "2061666-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377321 
ICSR #: 2061666 
EON Title: PFR Event created for Wellness Core Ocean Grain Free Protein-Rich Nutrition; 2061666 

AE Date 02/15/2015 Number Fed/Exposed 2 

Best By Date 10/24/2019 Number Reacted 2 

Animal Species Dog Outcome to Date Better/Improved/Recoverin

Breed Retriever - Golden 

Age 7 Years 

District Involved PFRI 
! 

B6 
! 

·-·-·-·-·-·-·-·-· 

po 

Product information 
Individual Case Safety Report Number: 2061666 
Product Group: Pet Food 
Product Name: Wellness Core Ocean Grain Free Protein-Rich Nutrition 
Description: Began feeding Wellness CORE Ocean Dry Kibble Feb. 2015 as main source of nutrition, fed 1 cup 
2x per day. Submitted Whole Blood sample to UC Davis Amino Acid Lab for Taurine Testing 6/26/2018. Lab 
Result 240 Whole Blood Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is BELOW 
the 250 minimum range for a Golden Retriever Dog. Per Dr. Stern's order continue feedling this food and 
supplement each daily meal with taurine rich foods for 3 months then ReTest. Supplemented kibble with l/2cup 

g 
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pan fried Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. ReTested Whole Blood 
Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24/2018 Lab Result Whole Blood Taurine 
Results 297. Improvement of 57, putting him within the "normal" range Dr. Stern has identified for Golden 
Retriever Dogs. 
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 

Wellness Core Ocean Grain Free Protein-Rich Nutrition 1228122 10/24/2019 

Sender information 

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

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

; 
,·-· To view the PFR Event Report,_ please dick the _link _below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
i 86 ; i 

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 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-377321 
ICSR: 2061666 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

Type Of Report: Both 

Reporting Type: Voluntary 

Report Submission Date: 2019-01-23 18:29:48 EST 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: Began feeding Wellness CORE Ocean Dry Kibble Feb. 2015 as main source of 
nutrition, fed 1 cup 2x per day. Submitted Whole Blood sample to UC Davis 
Amino Acid Lab for Taurine Testing 6/26/2018. Lab Result 240 Whole Blood 
Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is 
BELOW the 250 minimum range for a Golden Retriever Dog. Per Dr. Stern's 
order continue feedling this food and supplement each daily meal with taurine rich 
foods for 3 months then Re Test. Supplemented kibble with 1/2cup pan fried 
Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. 
ReTested Whole Blood Taurine Level October 24, 2018 sent to UC Davis Amino 
Acid Lab. 10/24/2018 Lab Result Whole Blood Taurine Results 297. Improvement 
of 57, putting him within the "normal" range Dr. Stern has identified for Golden 
Retriever Dogs. 

Date Problem Started: 02/15/2015 

Date of Recovery: 10/24/2018 

Outcome to Date: Better/Improved/Recovering 

Product Information: Product Name: Wellness Core Ocean Grain Free Protein-Rich Nutrition 

Product Type: Pet Food 

Lot Number: Lot Number: 1228J22 

Expiration Date: 10/24/2019 

UPC: 076344884132 

Package Type: BAG 

Package Size: 12 Pound 

Purchase Date: 01/04/2019 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened Yes 
Product: 

Storage Conditions: Bag has a ziplock freshness seal which was opened and resealed after each use. 

Product Use 
Information: 

Description: Fed 1 cup kibble soaked in warm water 2x per day to 
Snickers. 

Last Exposure 01/04/2019 
Date: 

Time Interval 3 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Yes 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Definitely related 

FOUO- For Official Use Only I 
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Relatedness to 
Adverse Event: 

other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Name: Petco 

1·-·-·-·-·-·-·-·-·-·1 

Address: ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
United States 

Animal Information: Name: i B6 ! 
i·-·-·-·-·-·-·-·-·-·i 

Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Male 

Reproductive Status: Neutered 

Weight: 73 Pound 

Age: 7 Years 

Assessment of Prior Good 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: 

; B6 ; 

Healthcare Professional 
Information: 

! 
i ! 

Practice Name: 86 i 
' ! 

Contact: Name: 

Phonei 
i 6 i 

! 

Emaill : 
•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--

I B i 

Address: 

Type of Primary/regular veterinarian 
Veterinarian: 

Date First Seen: 06/26/2018 

Permission to Yes 
Release Records 

to FDA: 

Sender Information: 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

Name: ; 
; 
; 

Address:! 
; 
; 
; 
; 
; 
; 
; 

B6 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

LJnited States 

Contact: Phone: i ! 

i ! ! 

Email: i i 
i-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

; B6 
Reporter Wants to No 

Remain Anonymous: 

Permission To Contact Yes 

FOUO- For Official Use Only 2 
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I 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other Other 
Parties: Store/Place of Purchase 

Additional Documents: 

Attachment: i B6 Pct20182ndTaurineResults_23928.jpg. pdf 
·-·-·-·-·-·-·-·-·-' 

Description: Taurine Retest Lab Report after 3 months of adding Taurine Rich Foods to 
existing kibble which was causing the problem. 

Type: Laboratory Report 

Attachment: : B6 µune2620181 stTaurineResultsT _ 19251.pdf 
j_ ______________ • 

Description: First Taurine Results, Per Dr. Stern: "Those taurine levels are ok. I would prefer 
to see over 250. My recommendation would be either diet change and retest 
after 3 months or add in taurine rich ingredients and retest in 3 months. " 

Il

l ![.,________ 
Type: Laboratory Report 

Attachment: DrStern Lab Taurine RecommendationsAug2018. pdf 

Description: Aug 2018 Letter from Dr. Joshua Stern DVM Cardiologist explaining the Taurine 
Defioe;ooy cesclts speomoally to Goldeo Retc;evec owoecs w;th the ,med caoge 
that Golden Retriever dogs are to be in. 

i 
Type: Letter II 

I

ll 

-----------------

FOUO- For Official Use Only 3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

i i 

To: Cleary, Michael*; HQ Pet Food Report Notification; L_ _______________________ ~-~---·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 1/24/2019 12:08:21 AM 

Subject: Wellness Core Ocean Grain Free Protein-Rich Nutritioni___ _______________ B6 ________________ i 
EON-377324 

Attachments: 2061667-report.pdf; 2061667-attachments.zip 

A PFR Report has been received and PFR Event [EON-377324] has been created in the EON System. 

A "PDF" report by name "2061667-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 "2061667-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377324 
ICSR #: 2061667 
EON Title: PFR Event created for Wellness Core Ocean Grain Free Protein-Rich Nutrition; 2061667 

AE Date 01/02/2017 Number Fed/Exposed 2 

Best By Date 10/24/2019 Number Reacted 2 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Retriever - Golden 

Age 3 Years 

District Involved PFR~ 
! 
86 bo 

! 
-·-·-·-·-·-·-·-·-

Product information 
Individual Case Safety Report Number: 2061667 
Product Group: Pet Food 
Product Name: Wellness Core Ocean Grain Free Protein-Rich Nutrition 
Description: Began feeding Wellness CORE Ocean Dry Kibble Jan. 2017 as main source of nutrition, fed 1.5 
cup 2x per day. Submitted Whole Blood sample to UC Davis Amino Acid Lab for Taurine Testing 6/26/2018. 
Lab Result 256 Whole Blood Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is barely 
above the 250 minimum range for a Golden Retriever Dog. Per Dr. Stern's order continue feedling this food and 
supplement each daily meal with taurine rich foods for 3 months then ReTest. Supplemented kibble with l/2cup 

FDA-CVM-FOIA-2019-1704-002143 



pan fried Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. ReTested Whole Blood 
Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24/2018 Lab Result Whole Blood Taurine 
Results 348. Improvement of 57, putting him within the "normal" range Dr. Stern has identified for Golden 
Retriever Dogs. 
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 

Wellness Core Ocean Grain Free Protein-Rich Nutrition 1228122 10/24/2019 

Sender information 
! i 

! 
! i 
! i 
! i 
! i 
! i 
! i 
! i 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· '-·-·-·-·-·-·-·-·-·-·-·-·
USA 

B6 ; 

,.__To_ view this _PFR Event,_please dick the _link below: 

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

To view the PFR Event Report, please click the link below: 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i i 
i 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 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-377324 
ICSR: 2061667 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

Type Of Report: Both 

Reporting Type: Voluntary 

Report Submission Date: 2019-01-2318:59:19 EST 

Reporter is the Animal Yes 
Owner: 

Reported Problem: Problem Description: Began feeding Wellness CORE Ocean Dry Kibble Jan. 2017 as main source of 
nutrition, fed 1.5 cup 2x per day. Submitted Whole Blood sample to UC Davis 
Amino Acid Lab for Taurine Testing 6/26/2018. Lab Result 256 Whole Blood 
Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is barely 
above the 250 minimum range for a Golden Retriever Dog. Per Dr. Stern's order 
continue feedling this food and supplement each daily meal with taurine rich foods 
for 3 months then Re Test. Supplemented kibble with 1/2cup pan fried Ground 
Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. Re Tested Whole 
Blood Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24 
/2018 Lab Result Whole Blood Taurine Results 348. Improvement of 57, putting 
him within the "normal" range Dr. Stern has identified for Golden Retriever Dogs. 

Date Problem Started: 01/02/2017 

Date of Recovery: 10/24/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Better/Improved/Recovering 

Product Information: Product Name: Wellness Core Ocean Grain Free Protein-Rich Nutrition 

Product Type: Pet Food 

Lot Number: Lot Number: 1228J22 

Expiration Date: 10/24/2019 

UPC: 076344884132 

Package Type: BAG 

Package Size: 12 Pound 

Purchase Date: 12/04/2018 

Number Purchased: 1 

Possess Unopened No 
Product: 

Possess Opened Yes 
Product: 

Storage Conditions: Bag has a ziplock freshness seal which was opened and resealed after each use. 

Product Use 
Information:

Description: Fed 1.5 cups kibble soaked in warm water 2x per day to Oly. 
 

Last Exposure 01/04/2019 
Date: 

Time Interval 2 Years 
between Product 
Use and Adverse 

Event: 

Product Use Yes 
Stopped After the 

Onset of the 
Adverse Event: 

Adverse Event Yes 
Abate After 

Product Stop: 

Product Use No 
Started Again: 

Perceived Definitely related 

FOUO- For Official Use Only I 
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Relatedness to 
Adverse Event: 

other Foods or Yes 
Products Given 

to the Animal 
During This Time 

Period: 

Manufacturer Name: WellPet 
/Distributor Information: 

Type(s): Manufacturer 

Address: 200 Ames Pond Drive 
Tewksbury 
Massachusetts 
01876 
United States 

Contact: Phone: 1-800-225-0904 

Web http://wellnesspetfood.com/contact-us 
Address: 

Possess One or Yes 
More Labels from 

This Product: 

Purchase Location 
Information: 

Name: Petco 

Address: 
r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•,. 

i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 

;Un 1led States·-·-·-·-·-·-·-·-·-; 

Animal Information: 
. ·-·-·-·· 

Name: i_BGi 
Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Male 

Reproductive Status: Neutered 

Weight: 65 Pound 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 2 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: 

Healthcare Professional 
Information:

Practice Name: 

; 86 ; 

 
Contact: Name: .·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

! i 

Phone; ! i 

Ema i I L_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
86 ; 

Address: I 
6 1 

! i 
! i 
~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
United States 

B 

Type of Primary/regular veterinarian 
Veterinarian: 

Date First Seen: 06/26/2018 

Permission to Yes 
Release Records 

to FDA: 

FOUO- For Official Use Only 2 
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Sender Information: Name: 
~ 
i 
.......................................................................................... 

B6 
"l. 
! 

Address:i 

6 
! 

! i 
! i 
! i 
! i 
! i 

:._Unitea--sfates 
! 

__________ 
i 

J 

B 

Contact: Phone: i i 

i i 

Email:! i 
. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

; 86 ; 
Reporter Wants to No 

Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other Store/Place of Purchase 
Parties: Other 

Additional Documents: 

Attachment: i_BG_µune20181 stTaurineResults_ 19250.jpg.pdf 

llt 
Description: First Taurine Results Lab Report June 2018 

Type: Laboratory Report 

Iii 

Attachment: [_BG pct20182ndTaurineResults_23928.jpg. pdf 

Description: 2nd Lab Results for Taurine from UC Davis Vet Amimno Acid Lab 

Type: Laboratory Report 

Attachment: DrStern Lab Taurine RecommendationsAug2018. pdf 

Description: Per email from Dr. Stern:"Those taurine levels are just ok. I would prefer to see it 
higher than 256. My recommendation would be either diet change & retest after 3 
months or add in taurine rich ingredients & retest in 3 months." 

Type: Letter ~ 

FOUO- For Official Use Only 3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! B4 i 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 12/4/2018 11 :04:49 PM 

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372828 

Attachments: 2059621-report.pdf; 2059621-attachments.zip 

A PFR Report has been received and PFR Event [EON-372828] has been created in the EON System. 

A "PDF" report by name "2059621-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 "2059621-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372828 
ICSR #: 2059621 
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059621 

AE Date 11/20/2018 Number Fed/Exposed 5 

Best By Date Number Reacted 4 

Animal Species Dog Outcome to Date Stable 

Breed Boxer (German Boxer) 

Age 3 Years 

District Involved PFRi 86 iDO 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Product information 
Individual Case Safety Report Number: 2059621 
Product Group: Pet Food 
Product Name: Earthborn Meadow Feast dry 
Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility; elevated NT-proBNP and 
cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 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: 5 

FDA-CVM-FOIA-2019-1704-002202 



Number of Animals Reacted With Product: 4 

Product Name Lot Number or ID Best By Date 

Earthborn Meadow Feast dry 

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

; i-·-
Owner information 

·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i ;i i i 
i i 
i i 
i i 
i i 
i i 
i i 
! 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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Report Details - EON-372828 
ICSR: 2059621 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 17:59:30 EST 

Reported Problem: Problem Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility: elevated 
NT-proBNP and cardiac troponin I Taurine pending Owner changing diet and will 
recheck in 3 months 

Date Problem Started: 11/20/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Earthborn Meadow Feast dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: See diet history in records for more details 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: L. ____ 86 ____ __! 

Type Of Species: Dog 

Type Of Breed: Boxer (German Boxer) 

Gender: Female 

Reproductive Status: Intact 

Pregnancy Status: Not pregnant 

Lactation Status: Not lactating 

Weight: 30.3 Kilogram 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 5 
Given the Product: 

Number of Animals 4 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: i l Name: 
1 

Phone:! ! ! 
Email:! i 86 

r·-·-·-·-·-·-·-·-·-·-·-·-·-L·-·-·~ Address: ! ~---·-·-·

i i i i i i 
i i 
i 

86 
i 

i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
United States 

I 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

FOUO- For Official Use Only I 
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Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu l 
Address: 200 Westboro Rd 

North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: rpt_ med ical_record _preview. pdf 

I[ 
Description: Medical records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! 86 i 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 12/4/201811:12:44 PM 

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372831 

Attachments: 2059622-report.pdf; 2059622-attachments.zip 

A PFR Report has been received and PFR Event [EON-372831] has been created in the EON System. 

A "PDF" report by name "2059622-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 "2059622-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372831 
ICSR #: 2059622 
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059622 

AE Date 11/15/2018 Number Fed/Exposed 5 

Best By Date Number Reacted 4 

Animal Species Dog Outcome to Date Stable 

Breed Boxer (German Boxer) 

Age 3 Years 

. 

District Involved PFRt_ ________ 86 __________ ! DO 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

Product information 
Individual Case Safety Report Number: 2059622 
Product Group: Pet Food 
Product Name: Earthborn Meadow Feast dry 
Description: Daughter diagnosed with reduced cardiac contractility! B6 !and 

[~~~~~~~~~~~]Eating BEG diet (Earthborn) so screened all housemates E'cffo.\1/ithiii.noii1ial1iii1iEi·otifefevate_d ___ , 
NT-proBNP and cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 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 

FDA-CVM-FOIA-2019-1704-002317 



Number of Animals Treated With Product: 5 
Number of Animals Reacted With Product: 4 

Product Name Lot Number or ID Best By Date 

Earthborn Meadow Feast dry 

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

Owner information 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! 

! B6 ; i 
! i 
! i 
! i 
! i 
! i 
! i 

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

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

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

_____ To_ view_ the_ PFR_ Event_ Report, J}l ease_ click_ the_ link_ below:_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

i . 86 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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Report Details - EON-372831 
ICSR: 2059622 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2018-12-04 18:08:14 EST 

Reported Problem: Problem Description: ,.Qa.u.abie.u:Uaan.ofil!.d. . .witb.s.e.d.u.ced cardiac contractility G B6 i 
i B6 i Eating BEG diet (Earthbomrso-scre-enem-a-d 
'-noiisemates·Ecli·crwithTri'-nofma I I imits but elevated NT-pro BNP and ca rd iac 
troponin I Taurine pending Owner changing diet and will recheck in 3 months 

Date Problem Started: 11/15/2018 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Earthborn Meadow Feast dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: See diet history in medical record far more info 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 

Type Of Species: Dog 

Type Of Breed: Boxer (German Boxer) 

Gender: Female 

Reproductive Status: Intact 

Pregnancy Status: Not pregnant 

Lactation Status: Not lactating 

Weight: 29.1 Kilogram 

Age: 3 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 5 
Given the Product: 

Number of Animals 4 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: 

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

Name: i ! 
Phone! 

! 
i 
i 

Email! ! 
! i 

-·-·-·-·-·-·-·-·-·-·-·-·-)..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
Address:! ! 

i i 
i i 
i i 
i i 
i i 
i i 
i ............................................. i 

United States 

B 6 
; 86; 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

FOUO- For Official Use Only I 
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Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

-
Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: L Preferred Method Of Email 

Contact: 

Additional Documents: 
' . 

Attachment: rpt_medical_record_previev{ __ 86. :pdf 

I[ 
Description: Medical records 

-
Type: Medical Records 

FOUO- For Official Use Only 2 
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J Sci Food Agric 1994, 64, 249-256 

Amino Acid and Energy Digestibility in Peas 
(Pisum sativum) from White-Flowered Spring 
Cul ti vars for Growing Pigs 
Ming Z Fan, Willem C Sauer* 

Department of Animal Science, University of Alberta, Edmonton, Alberta, Canada, T6G 2P5 

and Sam J aikaran 

Alberta Agriculture, Edmonton, Alberta, Canada, T6H 4P2 

(Received 15 April 1993; revised version received 25 August 1993; accepted 18 October 1993) 

Abstract: Six barrows, average initial weight 35 kg, fitted with a simple T
cannula at the distal ileum, were used to determine the apparent ilea) digest
ibilities of amino acids (AA) and the digestibility of energy in six diets according 
to a 6 x 6 Latin square design. The pigs were fed six corn starch-based diets 
formulated to contain 165 g CP per kg from six different white-flowered spring 
pea cultivars. Chromic oxide was used as the digestibility marker. The pigs were 
fed twice daily, at 08:00 and 20:00 h. Each experimental period lasted 9 days. 
Faeces were collected from 08:00 on day 6 to 08:00 hon day 8; ilea! digesta 
from 08:00 on day 7 to 08:00 h on day 9. Of the indispensable ( +semi-) AA, 
there were differences (P < 0·05) in the AA digestibilities of arginine, methionine, 
phenylalanine and tyrosine between the cultivars. In the same order for these 
AA, the digestibilities ranged from 81 • 3 to 89·0%, 67·8 to 75· 1 %, 68·0 to 74·6% 
and 66· 1 to 74·8%, respectively. Within each cultivar, the digestibilities of cyste
ine and threonine were relatively low, ranging from 58·5 to 65·9% and from 59·6 
to 67·4%, respectively. The digestibility of lysine was relatively high, ranging 
from 80· 3 to 84·0%. The energy digestibilities in the pea cultivars ranged from 
87·4 to 90·2% (P < 0·05); the digestible energy content from 14·0 to 
14·4 MJ kg- 1 DM. There was considerable disappearance of energy in the large 
intestine, ranging from 4·4 to 6-2 MJ kg- 1 DM intake from peas. In conclusion, 
when measured with the ilea! analysis method, there were differences (P < 0·05) 
in the digestibilities of some of the indispensable AA between the pea samples. 
Furthermore, the relatively low digestibilities of methionine and cysteine further 
accentuate the limitation of the sulphur-containing AA in protein from peas. 

Key words: pigs, peas (pisum sativum), amino acids, energy, digestibility 
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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; Palmer, Lee Anne; Queen, Jackie L; Hodges, April; Norris, Anne; Carey, 
Lauren; Glover, Mark 

Sent: 4/4/2018 2: 19:21 PM 
Subject: FYI -lentils--deficient in sulfur containing amino acids--methionine, tryptophan, and cysteine 



Lentil protein, like other pulse proteins, is a good source of the essential amino acids, particularly leucine, lysine, threonine, 
and phenylalanine, but is deficient in the sulfur-containing essential amino acids methionine and cysteine 

https://www.sciencedirect.com/science/article/pii/B9780123979353000013 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
: 86 {BB) 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

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. 
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NUTRITION RESEARCH, Vol. 11, pp. 355-363,1991 
0271-5317/91 $3.00 + .00 Printed in the USA. 
Copyright (c) 1991 Pergamon Press pie. All rights reserved. 

DIETARY CYSTEINE/METHIONINE RATIOS AND TAURINE SUPPLEMENTATION: 
EFFECTS ON RAT GROWTH. AMINO ACIDS AND BILE ACIDS 

G. Sarwar. Ph.D .. R.W. Peace, M.Sc and H.G. Botting 
Bureau of Nutritional Sciences, Food Directorate, 

Health Protection Branch, Health and Velfare Canada 
Tunney's Pasture, Ottawa, Ontario, Canada KlA OL2 

ABSTRACT 

Diets containing 15% protein (casein plus arginine, threonine 
and tryptophan), 20% fat (soybean-coconut oil) and adequate amounts 
of minerals and vitamins were supplemented with methionine and/or 
cysteine to provide cysteine/methionine ratios of 0.2, 1.0 and 2.0 
simulating those in various dietary proteins, human milk and infant 
formulas. The dietary cysteine/methionine ratios had significant 
(P < 0.05) effects on 2-wk weight gain and levels of blood serum 
urea nitrogen (BUN) and taurine-conjugated bile acids in bile of 
weanling rats, indicating an inferior nutritional quality of the low 
cysteine/methionine diet (0.2) compared to the medium (1.0) or high 
(2. 0) cysteine/methionine diet. Taurine supplementation increased 
levels of taurine in liver, serum and urine of rats fed all three 
cysteine/methionine diets. Taurine supplementation also increased 
levels of taurine-conjugated bile acids in the bile of rats fed the 
low cysteine/methionine diet but produced fatty livers in those fed 
the high cysteine/methionine diet. 

KEY WORDS: cysteine/methionine ratio, taurine supplementation, rat 
growth, protein quality, bile acids, fatty livers 

84 
355 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Jones, Jennifer L 
Sent: 3/23/2019 3:42:44 PM 
Subject: Cobalt 

Hi Jen, 
In the Feb, 2019 Vet-LIRN report, ,it_states_th_at_cobalt_was_tested_in_the_diets_and_was within_normal_nutrient _____ ~ 
ranges recommended by AAFCO.i 85 i 

! . B 5 1·------------------
1 

i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

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: 'Andrea Fascetti' 
Sent: 9/18/2018 11 :23:41 AM 
Subject: control dog Taurine-urine 

. Good morning Andrea, 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

i i 

I B5,B6 I 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

_Thank . you_ for the_ col_l aborativ e_ o ppo rtun ity_! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
! ! 86 ; i 
! i 
! i 
( _________________________________________________________________________________________________________________________________________________________________________________________________________________________________________ i 

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 I Anima IVeterinary/ScienceResearch/ucm247334.htm 

U.S .. IFCIOIDI & DRUG 
,,,

J..l)Mll~ll5r"_.,J!Ollit 

~·-
.-•"' ,"4.J"'~ • "~, '"--.. 

, -✓ ' 

..t , 
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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: 12/4/2018 10:01 :57 PM 
Subject: DCM 12/4/2018 1656 
Attachments: Acana Lamb and Apple singles: Lisa Freeman - EON-372606; Blue Buffalo Wilderness Large 

Breed Grain free dry: Lisa Freeman - EON-372652; Loyall Professional All Life Stages dry: Lisa 
Freeman - EON-372653; Rachel Ray Nutrish Zero Grain: i_ _________ B6 _________ _:-EON-372718 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Not as many reports .. : 
i 

85 i 
! 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

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

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! B6 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

l!OIRU 

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> 

'  

86 
•

To: Cleary, Michael*; HQ Pet Food Report Notification;! 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

i 
-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 Wolfhound 

Age 3 Years 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
' 

District Involved PFR! B6 !no 
! ; 

; 

' 

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 42. WB taurine submitted 
= 304 Eats BEG diet Mildly reduced contractile function on echo NT-proBNP = 2766, troponin mildly elevated 
at 0.1 (istat) and 0.096 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 
! ' ! i 

! i 
! i 
! ! 

i 
i 

! 
iUSA 
i 

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

B6 ; 

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

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- 8_6 ______________________________________________ ___! 

. To_ view_ the_ PFR Event _Report, _please_ click the_ link below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, ; 86 ; 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;! 86 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Sent: 12/3/2018 7:48:38 PM 

Subject: Blue Buffalo Wilderness Large Breed Grain free dry: Lisa Freeman -
EON-372652 

Attachments: 2059566-report.pdf; 2059566-attachments.zip 

A PFR Report has been received and PFR Event [EON-372652] has been created in the EON System. 

A "PDF" report by name "2059566-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 "2059566-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372652 
ICSR #: 2059566 
EON Title: PFR Event created for Blue Buffalo Wilderness Large Breed Grain free dry; 2059566 

AE Date 09/18/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Great Dane 

Age 6 Years 
; ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

District Involved PF~ B6 DO 
! 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Product information 
Individual Case Safety Report Number: 2059566 
Product Group: Pet Food 
Product Name: Blue Buffalo Wilderness Large Breed Grain free dry 
Description: Evaluated for exercise intolerance; identified ventricular arrhythmia and mildly reduced contractile 
function. Plasma taurine 174 (WB not evaluated). We will be rechecking dog in a 3-4 months. Was eating BEG 
diet (Blue Buffalo) at time of diagnosis then switched to Fromm Lg Breed after diagnosis but now transitioning 
to Pro Plan Weight Management 
Submission Type: Initial 

FDA-CVM-FOIA-2019-1704-002378 



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 

Blue Buffalo Wilderness Large Breed Grain free dry 

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

Owner information 
! ! 
' ' 
i i 
i i 

i 

' 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

' 
bsA 

; B6 ; 
·-·-·-·-·-·! 

_______ To _view_this_ PFR Event 2 please _cli_ckthe _link below: __ _ 
! B6 ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

_____ 0 

I B6 I 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

To view the PFR _ Event_ Report, pl ease_ 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. 

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 ________________________B6 -·-·-·-·-·-·-·-·-·-·-·j _- ·-· 

Sent: 12/4/2018 3:08:27 PM 

Subject: Rachel Ray Nutrish Zero Grain! 86 i EON-372718 
i,_•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Attachments: 2059592-report.pdf; 2059592-attachments.zip 

A PFR Report has been received and PFR Event [EON-372718] has been created in the EON System. 

A "PDF" report by name "2059592-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 "2059592-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-372718 
ICSR #: 2059592 
EON Title: PFR Event created for Rachel Ray Nutrish Zero Grain; 2059592 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

AE B6 
' ; 

Date 
; 
; 
; 
; 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 4 Years 
-·-·-·-·-·-·-·-·-·-·-·-·-· 

' 
District Involved PFRi 

; B6 bo
! ! 

 
·-·-·-·-·-·-·-·-·-·-·-·-·-

,., 
Number Fed/Exposed .) 

Number Reacted 1 

Outcome to Date Died Other 

Product information 
Individual Case Safety Report Number: 2059592 
Product Group: Pet Food 
Product Name: Rachel Ray Nutrish Zero Grain 

-·-·-·-·-·-·-·-
Des cri ptio n: I was working from home. r·-·-ss"-·lsleeps next to me while I work. The doorbell rang. !_ ___ !3-~_Jumped 
up and ran to the window. I got up and looked out the same window to see who it was because we weren't 
expecting anyone. I didnt know who it was so I did not answer the door. As soon as I said toi ____ ~~__j it's okay ... he 
instantly fell to the ground and had a heart attack. Died in mid air. He was dead before he hit the ground. 
Devestated, screaming etc. It was horrible. I called 911, called the emergency vet hospital etc. The family came 
over to say their good byes. When he was taken to the Vet by our town dog service, the director told us she 

FDA-CVM-FOIA-2019-1704-002454 



believes this is due to feeding him GF food. Apparently GF food is fatal to Golden retrievers. It causes widow 
makers. There is research done on this - not really advertised like it should be and it needs to be on the labels of 
GF dry dog food that this is potentially harmful to feed golden retrievers. Can be fatal. In our case it was. A 
perfectly healthy dog. Dead. Our family will never be the same. He was the best dog in the world and he is gone. 
BECAUSE of GF Food. If it cannot be taken off the shelf then it needs to be on the labels that it can be harmful 
to golden retrievers and other breeds. It causes dilated cardiomyopathy. It lowers certain levels in the dog and 
causes heart attacks. 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Died Other 
Number of Animals Treated With Product: 3 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Rachel Ray Nutrish Zero Grain 

Sender information 
! i
! i

! 
! i
! i
! i
! i
! i
! i
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---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· • 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 

! k 
i r 
i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

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 
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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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July 12, 2018 

The U.S. Food and Drug Administration is alerting pet owners and veterinary professionals about 
reports of canine dilated cardiomyopathy (DCM) in dogs eating certain pet foods containing peas, 
lentils, other legume seeds, or potatoes as main ingredients.These reports are unusual because 
DCM is occurring in breeds not typically genetically prone to the disease. The FDA's Center for 
Veterinary Medicine and the Veterinary Laboratory Investigation and Response Net\l\Ork, a 
collaboration of government and veterinary diagnostic laboratories, are investigating this potential 
association. 

Canine DCM is a disease of a dog's heart muscle and results in an enlarged heart. As the heart and 
its chambers become dilated, it becomes harder for the heart to pump, and heart va Ives may leak, 
leading to a buildup of fluids in the chest and abdomen. DCM often results in congestive heart 
failure. Heart function may improve in cases that are not linked to genetics Vvith appropriate 
veterinary treatment and dietary modification, if caught early. 

The underlying cause of DCM is not truly known, but is thought to have a genetic component. 
Breeds that are typically more frequently affected by DCM include large and giant breed dogs, such 
as Great Danes, Boxers, Newfoundlands, Irish Wolfhounds, Saint Bernards and Doberman 
Pinschers. It is less common in small and medium breed dogs, except American and English Cocker 
Spaniels. HoVvever, the cases that have been reported to the FDA have included Golden and 
Labrador Retrievers, Whippets, a Shih Tzu, a Bulldog and Miniature Schnauzers, as Vvell as mixed 
breeds. 

Diets in cases reported to the FDA frequently list potatoes or multiple legumes such as peas, lentils, 
other "pulses" (seeds of legumes), and their protein, starch and fiber derivatives early in the 
ingredient list, indicating that they are main ingredients. Early reports from the veterinary cardiology 
community indicate that the dogs consistently ate these foods as their primary source of nutrition for 
time periods ranging from months to years. High levels of legumes or potatoes appear to be more 
common in diets labeled as "grain-free," but it is not yet known how these ingredients are linked to 
cases of DCM. Changes in diet, especially for dogs Vvith DCM, should be made in consultation Vvith a 
licensed veterinarian. 

In the reports the FDA has received, some of the dogs shoVved signs of heart disease, including 
decreased energy, cough, difficulty breathing and episodes of collapse. Medical records for four 
atypical DCM cases, three Golden Retrievers and one Labrador Retriever, showthat these dogs had 
low whole blood levels of the amino acid taurine. Taurine deficiency is Vvell-documented as 
potentially leading to DCM. The Labrador RetrieverVvith low whole blood taurine levels is recovering 
Vvith veterinary treatment, including ta urine supplementation, and a diet change. Four other cases of 
DCM in atypical dog breeds, a Miniature Schnauzer, Shih Tzu and t\/\0 Labrador Retrievers, had 
normal blood taurine levels. The FDA continues to \/\Ork Vvith board certified veterinary cardiologists 
and veterinary nutritionists to better understand the clinical presentation of these dogs. The agency 
has also been in contact Vvith pet food manufacturers to discuss these reports and to help further the 
investigation. 

The FDA encourages pet owners and veterinary professionals to report cases of DCM in dogs 
suspected of having a link to diet by using the electronic Safety Reporting Portal or calling their 
state's FDA Consumer Complaint Coordinators. Please see the link below about "How to Report a 
Pet Food Complaint" for additional instructions. 

FDA-CVM-FOIA-2019-1704-002460 



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: 3/22/2019 1 :54:08 PM 
Subject: DCM Cases 3/22/2019 1000 
Attachments: Acana Free Run Poultry dry: Lisa Freeman - EON-374786; Acana Free Run Poultry dry: Lisa 

Freeman - EON-383005; Freshpet select roasted meals chicken flavo !-
EON-383014 ·' 

r:i B6 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-

One related 

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

! ____________________ B 6 -·-·-·-·-·-·-·-·___i 

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

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

B6 
I 

l 

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 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age 10 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 2 

Number Reacted 2 

Outcome to Date Stable 

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 f-·-·-·-·-·-ss-·-·-·-·-·-} previously reported).l_ ___ BG __ J was 
asymptomatic but eating same diet (Acana) so was s~reened 8/20/18 - reduced contractile function. Owner 
changed diet to Pro Plan Weight Management dry. No improvement on 12/12/18 echo. Will recheck in 3 months 
WB taurine 328 
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: 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 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 

; 86 ; 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

To view this PFR Event, please click the link below: 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! 86 ; ! i 
! i 
! i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

To view the PFR Event Report, please click the link below: 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
i 86 ! 

, ! _______________ 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 Notificationi 86 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: 3/22/2019 12:28:24 AM 

Subject: Freshpet select roasted meals chicken flavor: i 86 !- EON-383014 
L--·-·-·-·-·-·-·-·-·-·-·-·-·. 

Attachments: 2064400-report.pdf 

A PFR Report has been received and PFR Event [EON-383014] has been created in the EON System. 

A "PDF" report by name "2064400-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-383014 
ICSR #: 2064400 
EON Title: PFR Event created for Freshpet select roasted meals chicken flavor; 2064400 

AE Date 01/03/2016 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Worse/Declining/Deteriorating 

Breed Shih Tzu 

Age 10 Years 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

District Involved PFR~ i.,_, _______________________ 86 ,i i DO 

Product information 
Individual Case Safety Report Number: 2064400 
Product Group: Pet Food 
Product Name: Freshpet select roasted meals chicken flavor 
Description: My dog was diagnosed with congestive heart failure and cardiomyopathy. He eats freshpet dog 
food. I don't know if that's why he got it but I've read some dog foods can cause this, especially grain free. This 
has oats so I don't know if that's considered grain free or not but in case it is helpful I am sharing. 
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 
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Product Name Lot Number or ID Best By Date 

Freshpet select roasted meals chicken flavor 

; B6 
Sender information 
i ! 

i ! 
i ! ! i ! 
i ! 
i ! 
i ! 
i ! 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-r.: ·-·-·-·-·-• 

USA 

To view this PFR Event, please click the link below: 
i 86 ! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

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

l·-·-·-·-· ..... -·-·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B6 ·-·-·-·-·-·-..._-._·_·_·~-·-..._-._·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·_·...,-·-·-·-·-·-·-·-· i 

L ______________ ss -·-·-·-·-·-·-.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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Document properties 

Author: i i 
 i 

B6 
Companyi
Temp lat ~-=-·-Noi'maT~"a"i:i"fiii-·-·-·l 

Page count: 1 
Paragraph count: 48 
Line count: 63 
Word count: 395 
Character count (spaces excluded) 3536 
Character count (spaces included) 4090 
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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: 3/21/2019 4:17:43 PM 
Subject: DCM cases 3/21/2019 1200 
Attachments: 2064344-report.pdf; Acana Lamb and Apple singles: Lisa Freeman - EON-372606; Acana Lamb 

and Apple singles: Lisa Freeman - EON-382951; Acana Puppy and Junior: i B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

EON-382870; American Journey Grain-free Salmon & Sweet Potato Recipe: i B6 ~ 
EON-382903; American Journey-Salmon and Sweet Potato: L_ ______________ BS ___________ ' ___ i EON-382867;' 
American Journey-Salmon and Sweet Potato: 1 B6 !EON-382867; CANIDAE- ALL 
LIFE STAGES-CHICKEN MEAL & RICE FORI\/IULA--DRY.DOG.FOOD: Lisa Freeman -
EON-381040; CAN I DAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY DOG 
FOOD: Lisa Freeman - EON-382878; CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE 
FORMULA--DRY DOG FOOD: Lisa Freeman - EON-382884; FROMM Salmon Tunalini: i 86 : 

[~~~ffi..f~J EON-382921; Homecooked diet - see diet history in medical record: Lisa Freeman·-~---·-·-·' 
EON-374789; Homecooked diet - see diet his\orv._in._med.icaLce.c.ord:. Lisa Freeman -
EON-382947; Horizons pulsar grain free diet: i 86 i EON-382952; Kirkland 
Signature Nature's Domain Cat FoodT·-·-·-·-·-·sG l·EoN:·33-29Tf; Nutrisource Large breed 
puppy Grai_n_free: 

r 
{-·-·-·-·-·-·-Bs-·-·-·-·-·-·-·~ ~oN:.:-3"82""807;·1,iutrisource Large breed puppy Grain free: 

l 86 EON-382807~. N~tro_MAX Adult Recipe With Farm Raised Chicken Mini 
bh-unT<UryTJo\rFbod:i 86 iEON-382838; Taste of the Wild Grain Free: r-·-·1:iif ___ i 
[·-·-·-·EiG-·-·-·-·1 EON-382$49-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; L--·-·-·-·-·-·-·' 

Please note: 

American Journey (382867)- histopath findings included. 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.J·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·-·-·-·-·-· 

i 85 I 
i __ L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 85 i ! B 5 r·--------------------------------------------------------------------------------------------------------------------------------------------· 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i ; 85 ; i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;L __________________________ BG ___________________________ j 

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 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Irish Wolfbound 

Age 3 Years 

District Involved PFRJL __________ ~~----·-·-___i DO 

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 42. WB taurine submitted 
= 304 Eats BEG diet Mildly reduced contractile function on echo NT-proBNP = 2766, troponin mildly elevated 
at 0.1 (istat) and 0.096 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 

FDA-CVM-FOIA-2019-1704-002556 



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 

To view this PFR Event, please click the link below: 
! -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6 ! 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

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

; . . 
' B6 ; ' 
i i 
i i 
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: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: L ___________ ~~---·-·-·-·-L._9.J~9_ry1 _ _IYIJ9_tiael *; HQ Pet Food Report Notification; 
~ 86 ~ 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 3/21/2019 4:00:51 PM 

Subject: Acana Lamb and Apple singles: Lisa Freeman - EON-382951 

Attachments: 2064360-report.pdf; 2064360-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-382951] has been created in the EON System. 

A "PDF" report by name "2064360-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 "2064360-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382951 
ICSR #: 2064360 
EON Title: Related PFR Event created for Acana Lamb and Apple singles; 2064360 

AE Date 11/08/2018 

Best By Date 

Animal Species Dog 

Breed Irish Wolfbound 

Age 3 Years 

District Involved PFRi 
! 

B6 b
' 

! ! 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

o 

Product information 
Individual Case Safety Report Number: 2064360 
Product Group: Pet Food 
Product Name: Acana Lamb and Apple singles 
Description: Littermate diagnosed with DCM. Initial taurine level (plasma only) was 42. WB taurine submitted 
= 304 Eats BEG diet Mildly reduced contractile function on echo NT-proBNP = 2766, troponin mildly elevated 
at 0.1 (istat) and 0.096 at Texas A&M Will recheck in 3-4 months Follow-up - NT-proBNP, troponin, echo and 
ECG 
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: 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 Lamb and Apple singles 

This report is linked to: 
Initial EON Event Key: EON-372606 
Initial ICSR: 2059540 

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

Owner information 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
! i 

! 

! i 
! i 
! i 
! i 
! i 
! i 
! i 

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

B6 ; 

To view this Related 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. 
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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; i 86 ! 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Sent: 3/20/2019 8:28:29 PM 

Subject: Acana Puppy and Junior:j B6 :EON-382870 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Attachments: 2064331-report.pdf 

A PFR Report has been received and PFR Event [EON-382870] has been created in the EON System. 

A "PDF" report by name "2064331-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-382870 
ICSR #: 2064331 
EON Title: PFR Event created for Acana Puppy and Junior, Horizon Pulsar Pulses & Chicken formula Grain 
free, Fromm Adult Gold; 2064331 

AE Date 03/11/2019 

Best By Date 

Animal Species Dog 

Breed Shepherd Dog - Belgian Tervueren 

Age 46 Months 

District Involved PFR-Foreign Firms DO 

Number Fed/Exposed 2 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2064331 
Product Group: Pet Food 
Product Name: Acana Puppy and Junior, Horizon Pulsar Pulses & Chicken formula, Grain free, Fromm Adult 
Gold 
Description: Have fed Acana puppy for a few weeks, Horizon Pulsar, a grain free diet, for 3.5 years, Fromm 
adult gold for 3 months. Veterinarian detected a heart murmur, we elected to have dog under go an 

echocardiogram. Cardiologist diagnosed "Given her dietary history, it's certainly possible that[·-·-·---~~----·-Juffers 
from a diet-associated dilated cardiomyopathy". She is now on 3 medications, a new grain based diet and 
restricted activity for 6-12 months. Hopefully this will correct the problem. 
Submission Type: Initial 
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Report Type: Both 
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 

Acana Puppy and Junior 

Horizon Pulsar Pulses & Chicken formula, Grain free 

Fromm Adult Gold 

Sender information 

B6 
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 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_ ___________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·-___i 

Sent: 3/21/2019 12:52:52 AM 

Subject: American Journey Grain-free Salmon & Sweet Potato Recipe:L. ______________ Bs _______________ i 
EON-382903 

Attachments: 2064342-report.pdf; 2064342-attachments.zip 

A PFR Report has been received and PFR Event [EON-382903] has been created in the EON System. 

A "PDF" report by name "2064342-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 "2064342-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382903 
ICSR #: 2064342 
EON Title: PFR Event created for American Journey Grain-free Salmon & Sweet Potato Recipe; 2064342 

AE Date 03/10/2019 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable

Breed Great Dane 

Age 17 Months 

District Involved PFR ~---·-·-·-B6 ______ ___! DO 

Product information 
Individual Case Safety Report Number: 2064342 
Product Group: Pet Food 
Product Name: American Journey Grain-free Salmon & Sweet Potato Recipe 
Description: Labored breathing, coughing, lack of appetite. 
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 

Best By 
Date 

Product Name Lot Number or ID 

American Journey Grain-free Salmon & Sweet Potato 
Recipe 

07 30 20, 19002 7833B 0301, 
14:21 

; 
Sender information 
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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@fda.hhs.gov immediately. 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification:!__ ________________________ 86 ·-·-·-·-·-·-·-·-·-·-·-J 

Sent: 3/20/2019 8:12:46 PM 

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

Subject: American Journey-Salmon and Sweet Potato:! 86 ! EON-382867 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Attachments: 2064327-report.pdf 

A PFR Report has been received and PFR Event [EON-382867] has been created in the EON System. 

A "PDF" report by name "2064327-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-382867 
ICSR #: 2064327 
EON Title: PFR Event created for American Journey Salmon and Sweet Potato; 2064327 

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

AE Date ! ! B6 i 
! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

; Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Died Naturally 

Breed Bulldog 

Age i B6iYears 
i L. _______ 

District Involved PFR-L_ 86 _ ___: DO 

Product information 
Individual Case Safety Report Number: 2064327 
Product Group: Pet Food 
Product Name: American Journey Salmon and Sweet Potato 
Description: She presented for lethargy, presumed by the owner to be due a recent lameness onset. During her 
exam, we noted that her heart rate was over 200 but her pulses were weak and occurred at 100 per minute. An 
immediate ECG was ordered but she collapsed before we could get her to the treatment area. We initiated CPR 
but she had no cardiac electrical activi!)' on _our_ monitor._We continued _CPR for_20 minutes but she did not 

respond. We sent myocardium to! __________________________________________________ B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·__j and received the following 
report: Description Three sections of myocardium are examined. In these sections of myocardium, there are thin 
strands of fibrous connective tissue interspersed between myocardial fibers. Also interspersed between 
myocardial fibers are abundant accumulations of adipose tissue. Some of the entrapped myocardial fibers are 

FDA-CVM-FOIA-2019-1704-002678 



atrophic while other myocardial fibers are hypertrophic. Histopathologic Diagnosis Myocardium (three 
specimens): Multifocal myocardial fibrosis and steatosis with multifocal fiber atrophy Comments The histologic 
lesions observed in the examined sections of myocardium are compatible with underlying cardiomyopathy. 
Presumably, arrhythmias associated with cardiomyopathy were the primary underlying cause of the clinical 
syndrome and death. Authorized by:! B6 PVM, PhD, DACVP Histopathology Section Head & 
Veterinary Pathologist '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

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 

American Journey Salmon and Sweet Potato 

Sender information 

I B6 I 
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Owner information 
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,._.To view this_PFR Event, __ please dickthe _linkb~low: 
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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 
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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 io nl __________________________ B 6 -·-·-·-·-·-·-·-·j -·-·-·-·-· 

Sent: 2/27/2019 7:00:50 PM 

Subject: CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY 
DOG FOOD: Lisa Freeman - EON-381040 

Attachments: 2063286-report.pdf; 2063286-attachments.zip 

A PFR Report has been received and PFR Event [EON-381040] has been created in the EON System. 

A "PDF" report by name "2063286-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 "2063286-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-381040 
ICSR #: 2063286 
EON Title: PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA 
DRY DOG FOOD; 2063286 

AE Date 02/25/2019 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age ! 86 ~ears 
i ____________ i 

District Involved PFR-New England DO 

Number Fed/Exposed _:, 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2063286 
Product Group: Pet Food 
Product Name: CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG FOOD 
Description: DCM 

1·-·-·-·-·-·-·-·-·1 
and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household will be screened. 

Will change diet on! B6 !and reassess in 3 months. Just being discharged today. Taurine and troponin pending 
Submission Type: friifrar-·; 
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: 3 
Number of Animals Reacted With Product: 1 

; B6 

Product Name 
Lot Number or 
ID 

Best By 
Date 

CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE 
FORMULA DRY DOG FOOD 

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

Owner information 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
i ! 

i ! 
i ! 
i ! ! 
i ! 

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

iusA 

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

i 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 
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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: 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: 2/15/2019 4:51 :30 PM 
Subject: Posting on Tuesday, 2/19: DCM Update 
Attachments: CVMU_DCM_Feb2019.docx; DCM Plan_Feb2019.docx; DCM_Feb2019_Update.docx; 

DCM_ VetLIRN_Feb2019.docx; WebQA_DCM_Feb2019.docx 

Good morning, 

CVM's public update on the investigation into diet and canine dilated cardiomyopathy is now scheduled for 
Tuesday (2/19) morning. 

The final, fully cleared documents are attached. The CVM Update, web page, Vet-LI RN update, and updated 

web QA wi 11 post at 1 0: 00 am ,L_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B5 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· l At 
11 :00 am, we'll promote the update to email subscribers and through social media. 

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

; BS ; 

Please let me know if you have any questions or concerns. When the links are live on Tuesday, we'll be sure to 
share. 

Thanks, 
Anne 

Anne Norris 
Strategic Initiatives 

Office of the Director 
Center for Veterinary Medicine 
U.S. Food & Drug Administration 
0: 240-402-0132 

M: L_ _________ B6 ·-·-·-·-· ! 
Anne. Norris@fda.hhs.gov 

D 
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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: Carey, Lauren; Rotstein, David; Peloquin, Sarah 
Sent: 7/12/20191:42:25 PM 
Subject: RE: Fish & Taurine 

Article on Cobia and also other fish. 
https://reader. elsevier. com/reader/sd/pii 
/S0044848607005601?token=F145C6C9CDFD137 4 7 4AA20B39DA5F05536438CC 14F3EE1 D768C 1 E32A09F56 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4754659/pdf/srep21231.pdf 

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

From: Jones, Jennifer L 
Sent: Thursday, July 11, 2019 6:16 AM 
To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, 
Sarah <Sarah. Peloquin@fda.hhs.gov> 
Subject: RE: Fish & Taurine 

Excellent! Thank you :) 

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

From: Carey, Lauren 
Sent: Wednesday, July 10, 2019 2:53 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, 
Sarah <Sarah. Peloguin@fda.hhs.gov> 
Subject: RE: Fish & Taurine 

Yup, pretty interesting. It's a Dr. Fascetti article so I think it must have made the rounds, but just in case, 
especially since we wer~ B5 : 

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

From: Rotstein, David 
Sent: Wednesday, July 10, 2019 2:52 PM 
To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, 
Sarah <Sarah. Peloquin@fda.hhs.gov> 
Subject: RE: Fish & Taurine 

Sarah and Jen may have seen it---very interesting-and states in the very first sentence about the development 
on DCM on the rice-based diet. 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERRT 

FDA-CVM-FOIA-2019-1704-002800 



7519 Standish Place 
. ! 

L-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·__! 

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 daviid . .ro"ls"leiin@fda..hhs .. gov. 

From: Carey, Lauren 
Sent: Wednesday, July 10, 2019 2:48 PM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, 
Sarah <Sarah. Peloguin@fda.hhs.gov> 
Subject: RE: Fish & Taurine 

Good thoughts!! 85 !. Have we 
seen th Is one? '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· · 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4971673/ 

From: Rotstein, David 
Sent: Wednesday, July 10, 2019 2:44 PM 
To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, 
Sarah <Sarah. Peloguin@fda.hhs.gov> 
Subject: RE: Fish & Taurine 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! ; , i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

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

! __________________ B6 __________________ i 

D ~,, 111111111:11 

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 daviid . .ro"ls"leiin@fda..hhs .. gov. 

From: Carey, Lauren 
Sent: Wednesday, July 10, 2019 2:42 PM 

FDA-CVM-FOIA-2019-1704-002801 



To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; 
Rotstein, David <David.Rotstein@fda.hhs.gov> 
Subject: Fish & Taurine 

r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•~ 

i ! 

! 

i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Thanks, 
Lauren 

Lauren DVM 
Veterinary Medical Officer I Division of Veterinary Product Safety HFV-242 

Center for Veterinary Medicine 
Office of Surveillance and Compliance 
U.S. Food and Drug Administration 
Tel: 240-402-5738 
Lauren. Carey@fda.hhs.gov 

1111111 

; B5 

FDA-CVM-FOIA-2019-1704-002802 



From: 
To: ' Darcy Adi n · ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
CC: Lisa Freeman; jstern@ucdavis.edu; rfries@illinois.edui B6 ~ones, Jennifer L 

4/18/2018 9:34:02 PM '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-Sent: 
Subject: Re: Diet DCM Call 

i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Hi Darcy, I can do 11 on Friday. I made plans at 3, but if others need to do it later, I can change them. 

i 86 isent from my iPhone 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

> On Apr 18, 2018, at 7:09 AM, Darcy Adin <dbadin@ncsu.edu> wrote: 
> 

> Hi All, 

,.:_we_bad . .n.daio.ally __ oronos.ect!. _____________________________________________________________________________________ ~_4_! _ _1~-~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.---·-·-·-·-·-·-·-J 

! B4, B5 i 
i.> ••-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

> I'm going to pick 11 am EST arbitrarily - 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 

FDA-CVM-FOIA-2019-1704-002837 



From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
To: Darcy Adi n ,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 
CC: Jones, Jennifer L; Joshua A Stern; Fries, Ryan C; i 86 r; Rotstein, David; 

Norris, Anne; Delancey, Siobhan; eerie, Olgica ' 
Sent: 4/30/2018 10:02:18 PM 
Subject: RE: DCM cases - proposed diet history 

Hi Darcy 
You're more than welcome to use it although John has already asked for a few tweaks and I'd love to hear from 
this group if there are any other edits that you think would be useful so that it could be widely used. 
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..pe"lfoodolloqy. orq 

From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Monday, April 30, 2018 10:13 AM 
To: Freeman, Lisa <Lisa.Freeman@tufts.edu> 
Cc: Jones, Jennifer L _<Jennifer.Jon_es@fda.hhs._g_ov>;_Joshua_A _Stern_ <jstern@_ucdavis.ed_u>; Fries, Ryan_C _____ . 
<rfries@illinois.edu>; i B6 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: 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: 

; 
H i everyone -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

; _ l_'m. attaching _a. proposed_ diet _history _form!._ ________________________________________________________________________ 

85 
~~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-___! ____ , 

i i 
i ;i i i 
i i 
i i 

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

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
Thanks 
Lisa 

 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 

FDA-CVM-FOIA-2019-1704-002859 



Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www..pe'lfoodollogy.. 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@u cda vis. ed u >; Fries, Ryan C < rf ri es@i 11 i no is. edu >; i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-s6-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-· B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .t 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 <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 ~ 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 ·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-t 
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 

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 

FDA-CVM-FOIA-2019-1704-002860 



From: Darcy Adin [mailto:dbadin@ncsu.edu] 
Sent: Thursday, April 19, 2018 11 :00 AM 
To: ~i::,~ Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C 

~ ~f ~~ ~~~; eld ~~ ~ 86 
n n if er.Jo nes@f da. hhs. q ov > ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i; 

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. 

Drsf-BG ___ i Freeman[~~~}ff~~~J, Fries and Stern - the call details are in the forwarded email below. 

Just a brief introduction for the FDA group: 

f---------------------------------------------------B6----------------------------------------------------! 

; 
, L Dr. __ Lisa __ F reeman __ is _a_ Professor of_ CI in ical _ N_utrition _ at Tufts_ 

86 
U_n iversity, _College __ of_ Vet_ Med·-·-·-·-·-·-··--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

i ; i 
i i 
i i 
i..•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•......-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-..-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-.,.•r•.,.•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-j 

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. --

Join WebEx meeting 
Meeting number (a9cess_ code):!. __________ B6 ________ _] 

Meeting password: [ _______ B6 ·-·-·: 

Join by phone 

· i B6 · iUS Toll 
i i 

l_ _________________________________ ___!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. 

FDA-CVM-FOIA-2019-1704-002861 



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 

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-2019-1704-002862 



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

To: Carey, Lauren; Jones, Jennifer L; Palmer, Lee Anne; Queen, Jackie L 
CC: eerie, Olgica; Reimschuessel, Renate; Nemser, Sarah 
Sent: 5/3/2018 4:33:53 PM 
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 <Jennifer.Jones@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Palmer, 
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, 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: RE: 800.267-EON-345858-DCM Cluster 

Hi Jen, 

I think testing some non-grain free samples would be an interesting comparison. 

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> 
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 

lpBS __ i_1wonderabout~ther 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! Though ts? B 5 
Dave previously sent an email about lentils being deficient in Cystine and Methionine. I 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 
(https:/ /academic.oup.com/jn/article-abstract/112/11 /2033/4554028?redirectedFrom=fulltext). 

In chickens (Sarwar article), a Cys/Met ratio of 0.2 : 1 in low pro,!~_lQ __ g.l~.!~.-~.?.~~-~.?_.!?.Y.Y.~L.?. __ yy_~_Y"'.'.~.l9.b!_g9_i_!l~Jc.?.?d 
intake, BUN, and taurine-conjugated bile acids in weanling rats.j 85 i 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-··--·-·-·-·-·I 
In pigs, there is absolute methionine and cystine values but also 

__ the . ratio_ is . between. 30-70% _but the . Qi ao . says __ 54. 15 % . __ I _ wonder.: _____________________________________________________ B 5 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
! B5 1-·-·----~ 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

t.b..e.me.L __ m.ettcv.s_ratLajs __ imo.ortanLEm.nin.s. ________________ , 

FDA-CVM-FOIA-2019-1704-002879 



' ' 

l-----------------------------------------------------------------------------------------------------------------~-~----------------------------------------------------------------------------------------------------------------.i 

A I so-This is an o I de r study in bea g I es, :,---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-· 85 -·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·····-·-·-·-·-·-·-·-·-·_i 

_(htt12s://academic. ou12. com/jn/article-abstract/111 /12/2117 /4 771254 ?redi rectedFrom=fulltext. [_ ______________________ 85 ·-·-·-·-·-·-·-·-·-·__J 

i 85 ! 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
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: ienniferJones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=CF7C8BD53B6C45A39318A596ACEA 7C53-
LPALMER> 

To: Jones, Jennifer L; Rotstein, David; Carey, Lauren; Pohl, Aurelie 
Sent: 8/15/2019 4:31 :06 PM 
Subject: Brief update on cardiomyocyte idea (and metabolomics) 
Attachments: Harikrishnan 2019 microbiome and heart failure.pdf; Nsbshomo and tang 2015.pdf; Yoshida et 

al. 2018 gut flora.pdf 

Hi all - just a brief update for you and then more info and meeting~ __ ab_ead_.w.h_ere._we __ alL.c.an_b~_.ioy_QI.Y..e.d_!__ ______________ ! 
Marilyn Martinez from ONADE approached me about 2 weeks agoi 85 i 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

; 
; 
; 
; 
; 
; 
; 
; 
; 
; 

85 
; 
i. .• 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Interesting things to consider: 

85 
' ' 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Thanks! 

Lee Anne 
Lee Anne M. VMD, MPH 
Acting Director. Division of Veterinary Product Safety 

Center for Veterinary Medicine 
Office of Surveillance and Compliance 
U.S. Food and Drug Administration 
Tel: 240-402-5767 
Leeanne. pa lmer@fda.hhs.gov 

D 

1111111 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. ; B5 ; 
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Journal of Cardiac Failure Vol. 21 No. 12 2015 

Review Articles 

Intersections Between Microbiome and Heart Failure: 
Revisiting the Gut Hypothesis 

YUJI NAGATOMO, MD, PhD,1 AND W. H. WILSON TANG, MD 1 2 
•

Cleveland, Ohio 

ABSTRACT 

Microbes play an important role in human health and disease. In the setting of heart failure (HF), substan
tial hemodynamic changes, such as hypoperfusion and congestion in the intestines, can alter gut 
morphology, permeability, function, and possibly the growth and composition of gut microbiota. These 
changes can disrupt the barrier function of the intestines and exacerbate systemic inflammation via micro
bial or endotoxin translocation into systemic circulation. Furthermore, cardiorenal alterations via metab
olites derived from gut microbiota can potentially mediate or modulate HF pathophysiology. Recently, 
trimethylamine N-oxide (TMAO) has emerged as a key mediator that provides a mechanistic link between 
gut microbiota and multiple cardiovascular diseases, including HF. Potential intervention strategies which 
may target this microbiota-driven pathology include dietary modification, prebiotics/probiotics, and selec
tive binders of microbial enzymes or molecules, but further investigations into their safety and efficacy are 
warranted. (J Cardiac Fail 2015;21:973-980) 
Key Words: Microbiome, TMAO, heart failure. 

B4 

973 
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97 4 Journal of Cardiac Failure Vol. 21 No. 12 December 2015 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

84 
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Microbiome and Heart Failure • Nagatomo and Tang 979 

84 
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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: i 86 ! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-' 

Sent: 9/14/2018 2:16:03 PM 
Subject: RE: FDA study 
Attachments: 800.267-Sample Testing Procedures-v11.doc 

Thank you,! 86 !This is helpful feedback. I've again, updated the procedures to reflect your comments. 

Have you submitted a report to the Safety Reporting portal? If so, please let me know the ICSR # (confirmation 
number). After we get the report, I'll send the box to collect the samples. 

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

j_·-·-·-·-·-·-·-·-·-j 

From: i B6 ~cvcavets.com> 
Sent: ~\7eanefsm:fy;-seplem15ef(·12;-·zo·1a 4:46 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: FDA study 

Hi Jennifer, 

I have collected all the samples from the first patient in the study and they are in the freezer. I have attached the 
submission form for the study. I understand you will now be sending us the container to send you the samples 
in. 

__ l __ also_ wanted_ to_ let_you __ know _that _the. directions_ for_ the! ________________________________________________________ 84, __ 85 ____________________________________________________ "C"J 
0 

I B4,B5 I 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j ' ' 

! i 

! ! 86 ; i 
! i 
( _________________________________________________ i 
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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_ ______________ B6 ·-·-·-·-·-·-·-· i 
CC: Andrea Fascetti 
Sent: 8/20/2019 6:06:11 PM 
Subject: RE: Question about results 

Great, thank you for the clarification. This helps tremendously. 

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

From : [_ _________________________________________ B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Sent: Tuesday, August 20, 2019 1 :53 PM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: Question about results 

Good Morning Dr. Jones, 

ND and NLD are the same meaning below detection limits (sorry for the inconsistency) . From our ________ _ 

c:::::::::::::::::::::::::J~r:::::::::::::::::::::::::J results usingl. _______ 8-~------,J our BLD results normally fall into a range froml_ B5_.i 
L_ ________ ss ______ ___i Statisticians may be able to give some meaningful suggestions about how to deal with this 
problem. 

___ Kind_ regards, 

[ _________ B6 _________ i 

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Sent: Tuesday, August 20, 2019 4:44 AM 
To:[_ _______________________________________ B6 _______________________________________ i 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Question about results 

Good morning Josh and Andrea, 

I h_ad_ two qui ck g en_era lg u esti ons. about. the[ --=--=--=--=--=--=--=--=--=--=--=--=--=--=--=--=--=-- B5 --=--=--=--=--=--=--=--=--=--=--=--=--=--=--=--=--=--=--J-, 

i 85 ! 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

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-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 

FDA-CVM-FOIA-2019-1704-002920 



e-mail: ienniferiones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

lJ,,S. IF'CH)ICI & DRUG 
ADMINl51fl:A'f10N 
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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: ! 86 ! 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

CC: Andrea Fascetti 
Sent: 5/29/2019 4:22:06 PM 
Subject: RE: Heads up: Vet-URN shipped 800.267-CO samples 

Great! Thank you. 

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

From : :_ _______________________________________ B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
Sent: Wednesday, May 29, 2019 12:11 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: Heads up: Vet-LIRN shipped 800.267-CO samples 

Dear Dr. Jones and Jake, 

I have added the WB taurine in. Please find the updated results in attachment. The# 10 WB & PL 
taurine results seem off. We will check them as soon as we can. 

Thanks, 
l _______ B6 -·-·-· j 

From: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Sent: Wednesday, May 29, 2019 4:49 AM 
To: Jones, Jennifer L; l_ _______________ B6 _____________ ___1 

Subject: RE: Heads up: Vet-LI RN shipped 800.267-CO samples 

Hi, 
I asked l_ ____ B6 ___ ___:and replied with some results. He will add WB results. 

Jake 

From: Jones, Jennifer L 
Sent: Wednesday, May 29, 2019 6:54 AM 
To: Gu ag, Jake <Jake.Gu aq@f da. hh s. gov>; [-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-s"ii-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Subject: RE: Heads up: Vet-LI RN shipped 800.267-CO samples 

Good morning fss-·1 
I wanted to check-in on the samples and see if you had any results. 
Thanks so much and hope you had a nice vacation, 
Jen 

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

FDA-CVM-FOIA-2019-1704-002923 



IJ.,S. f(JOD & DRUG 
Atlll',lll~I SUA1' ((Ht 

From: Guag, Jake 
Sent: Thursday, May 16, 2019 10:15 AM 

To: l_ _______________________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: RE: Heads up: Vet-LI RN shipped 800.267-CO samples 

Hi l_ _____ B6 ___ ___: 
Both boxes are arrived in your location yesterday. Could you please check package and sample condition and 
provide the sample inventory forms? 

Thanks 
Jake 

From : !__ _______________________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
Sent: Tuesday, May 14, 2019 2:38 PM 
To: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Re: Heads up: Vet-LIRN shipped 800.267-CO samples 

Hi Jake, 

Thanks for the update. Will let you know when they arrive. 

,.J5j.o_g __ rng_? rd s, 
! B6 ! 
i.·-·-·-·-·-·-·-·-·-·-·-j 

From: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Sent: Tuesday, May 14, 2019 6:57 AM 

To:!__ ______________ B6 ·-·-·-·-·-·-·___: 
Cc: Jones, Jennifer L 
Subject: Heads up: Vet-LIRN shipped 800.267-CO samples 

Hi [ ______ B6 ·-·-· : 
We shipped 800.267-CO samples on dry ice to you this morning. Box #1 has urine samples and Box #2 has 
whole blood and plasma samples. 
Both boxes will be your location tomorrow (May 15, 2019), and their tracking numbers are 
1ZA4420T0198935852 (Box#1) and 1ZA4420T0195716460 (Box#2) with UPS. 
Inside box, you will find an inventory form. Please check and provide us (Fax or Scan) 

Note: 
Please charge the urine sample testing under AA contract, and submit invoice for whole bold and plasma 
sample testing. 
For each CO case, we shipped 1 tube blood and plasma tube and 2 tubes for urine samples except CO-08 and 
CO-10 (only 1 tube available) 

Thank you, 
Jake 

Jake Guag, MPH, CPH 
Biologist (FDA/CVM/OR/Vet-LIRN) 
8401 Muirkirk Road 
Laurel, Maryland 20708 
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Email: jake.guag@fda.hhs.gov 
Tel: 240-402-0917 
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Taurine deficiency in dogs 
with dilated cardiomyopathy: 

12 cases (1997-2001) 

Andrea J. Fascetti, VMD, PhD, DACVN, DACVIM; John R. Reed, DVM, MS, DACVIM; 

Quinton R. Rogers, PhD, DACVN; Robert C. Backus, DVM, PhD 

s: 
Cf) 

)> 
mr 
>< r 
0 --,Z )> 

0~ 

-
)> 
r 
Cf) 

Objective-To determine signalment, history, clinical 
signs, blood and plasma taurine concentrations, elec
trocardiographic and echocardiographic findings, 
treatment, and outcome of dogs with low blood or 
plasma taurine concentrations and dilated cardiomy
opathy (DCM) 

Design-Retrospective study. 

Animals-12 client-owned dogs with low blood or 
plasma taurine concentrations and DCM 

Procedure-Medical records were reviewed, and 
clinical data were obtained. 

Results-All 12 dogs were being fed a commercial 
dry diet containing lamb meal, rice, or both as prima
ry ingredients Cardiac function and plasma taurine 
concentration improved with treatment and taurine 
supplementation Seven of the 12 dogs that were still 
alive at the time of the study were receiving no car
diac medications except taurine. 

Conclusions and Clinical Relevance-Results sug
gest that consumption of certain commercial diets may 
be associated with low blood or plasma taurine con
centrations and DCM in dogs Taurine supplementation 
may result in prolonged survival times in these dogs, 
which is not typical for dogs with DCM Samples should 
be submitted for measurement of blood and plasma 
taurine concentrations in dogs with DCM, and taurine 
supplementation is recommended while results of 
these analyses are pending. (J Am Vet Med Assoc 
2003;2231137-1141) 

84 

84 
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From: Andrea Fascetti <ajfascetti@ucdavis.edu> 
To: Jones, Jennifer L 
Sent: 7/9/2018 3:42:06 PM 
Subject: Paper and link to Pet Food Industry Magazine 
Attachments: torres paper.pdf 

Hi Jen - Thank you again for taking my call. I have attached the paper by Dr. Torres on cyst( e )ine and its 
stability ( or lack thereof) in plasma. 

It also occurred to me that you may be already subscribed to Pet Food Industry Magazine, but if not you may 
wish to consider. It is free to receive. They do have some good articles by folks such as Dave Dzanis and Greg 
Aldrich on pet food production. In fact the issue I just got has an article on legumes. I have attached the latest 
version (which just landed in my in box) below. 

Take care - Andrea 

Begin forwarded message: 

Petfood Industry - July 2018 
If you are having trouble viewing this e-mail, open the online version. 

Petfoodlndustry.com I Magazines I Newsletters I Webinars I Top Petfood Companies I Videos 

Follow Us 
In the July issue: 

Blue Dog Bakery: mass market premium treat success 

New cat food, treat products reflect pet ownership 

The importance of transparency in the pet food industry 

Brazil, Mexico lead Latin America in pet food 
consumption 

Experts address Chinese pet food market, new 
regulations 

High-protein pet food: popular ingredient has 
challenges 
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Petfood Industry 
July 2018 

Human vs. pet food labeling: How do they differ? 

Legume see oligosaccharides: How much is just right 
in dog and cat diets? 

How shifting pet ownership economics impact pet food 

See the full Table of Contents 

If you think a colleague might be interested in 
this publication please feel free to share this e-mail with 
them. 

Sincerely, 

Debbie Phillips
Donaldson 
Editor-in-chief, Petfood 
Industry 
dphillips@wattglobal.com 

You are receiving this industry information because you are a subscriber to Petfood Industry or because you have asked to 
receive this information from us. If you do not wish to receive mailings on this subject, please click on the links provided 
below and you will be removed by the next mailing. 

Petfood Industry was sent to you by: WATT Global Media 
401 East State Street, 3rd Floor I Rockford I IL 61104 I USA 

One-Click Unsubscribe Report Abuse Privacy Policy I I 
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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: 'Andrea Fascetti' 
Sent: 7/9/2018 3:37:27 PM 
Subject: Link to Article I mentioned 

Hi Andrea, 
Thanks again for the call. Here's a link to the free article I mentioned. 
https://academic.oup.com/jn/article/131/2/276/4687012 

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: iennife(iones@fda.hhs.gov 
Web: http://www. fda .gov/ Anima IVeterinary/ScienceResearch/ucm247334.htm 

U.S. fOOll & DRUG 
ADMINl5TlltAT!O"' 

, .... ;_t ... , .,,.,,,-,,,.. "'11,.·--.... _.
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From: Andrea Fascetti <ajfascetti@ucdavis.edu> 
To: Jones, Jennifer L 
Sent: 7/9/2018 3:46:48 PM 
Subject: Re: Link to Article I mentioned 

Thanks! I should have guessed George Fahey was involved. He is a nutrition rock star! He has officially retired 

but is still active last I heard. He is a great resource and has d.9_1!~--~-_t.9-IJ_<?.f_t:~.~-~~!.~_h 

l _______________________________________________ 
__ QQ_fi~-~!:(Q!_g_e._s._t_i~_iJjt:,y __________ _ 

/bi oavailabili ty off eed ingredients in canine and feline diets. B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J who 
has continued some of his work but seems to have more of an emphasis on the microbiome these days. 

Best regards -

Andrea 

On Jul 9, 2018, at 8:37 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

Hi Andrea, 
Thanks again for the call. Here's a link to the free article I mentioned. 
https:/ /academic. oup.com/jn/article/131/2/276/4687012 

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> <image004.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 
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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 

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 lusA 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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

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

, To_ view_ the_ PFR Event Report,pl_ease_ click the_ link below:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
! ! i l 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

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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Cummings 
Veterinary Medic~I Center 
AT TUFTS UNll/lrnSITY 

Foster Hospital for Small Animals 
55 Willard Street 

North Grafton, MA 01536 
(508) 839-5395 

All Medical Records 

Client: 

Address 

! i 

! 
! i 
! i 
! i 
! i 
! i 

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

B6 ; Patient: 86 ] 
L--·-·-·-·. 

Breed: Pit Bull 

DOB: t~~~~~~B6-~~J 
Species: Canine 
Sex: Female 

(Spayed) 

Home Phone: i B6 ] 
Work Phone: (_) _-__ · 
Cell Phone: ( _) _-__ 

Referring Information 

i 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

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

86 

Initial Complaint: 
Emergency 

Subjective 
NEW VISIT (ER) 

Doctor: l_ _____ B6 _____ _] 

Student:!__ ____________ B 6 ·-·-·-·-·-·-· ! V' 2 0 
Presenting complaint: CHF 

Referral visit? integrative animal health in bolton 

Diagnostics completed prior to visit: rads 
Chest x-rays (at rDVM) - in ER email 

HISTORY: 

Signalment: Syo FS Pitbull 

Current history: 

Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little product

labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny. 

Prior medical history: allergies 

Current medications: none 
Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food) 

Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick 

ive, 
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Client: 
Patient:

i 86 i 
,l ................. ,---·-·-·-·-·• 

 i 86 i 
·-·-·-·-·-' 

Travel history: none 

EXAM: 

B6 

ASSESSMENT: 
Al: Congestive heart failue r/o secondary to DCM vs other 

PLAN: 
Diagnostics: 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

86 
- Chest x-rays (at rDVM) - in ER email 

- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left 
mainstem bronchi compression and trachea is dorsally deviated. 

Treatments/ m on i tor i_n g_: -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

B6 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
- Diet: HA or ZD only 

Client communication: 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ! i 

! B6 ;! i 
! i 
! i 

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

 

Deposit & estimate status! 86 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

i 
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Client: 

Patient: 

i B6 : 
_J..,..,..,..,.. ·-·-·-·-·-·-· 

L. 86 _.: 

Resuscitation code (if admitting to ICU): yellow 

SOAP approved (DVM to sign):t _______________ BG ______________ ! DVM 

DUPLICATE. IGNORE. 

SOAP Text ["-·-·-·-Bi-·-·-·-1 10:25AM -[:.·:.·:.·:.·:~f-:.·:.·:.·J 

i 86 i 
L---·-·-·-·-·-·-·-·-' 

Signalment: Syo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of 
hospitalization 

Presenting history: 
Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little productive, 
labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner. 
Prior medical history: allergies 
Current medications: none 
Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food)- brought in samples to 

fill out forms for the diet study she is enrolled in. 
Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick 
Travel history: none 

EXAM: 

86 

ASSESSMENT: 
Al: Congestive heart failue r/o secondary to DCM vs other 
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Client: 
Patient:

i 86 : 
 ['-B6r·-·-·-·-·-·" 

Di a g_ no st_i cs .Perform e dL_ B 6 _j·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

86 
-"Ch esf X-rays "( at r DV M). - ·1 n""fR em a Ir·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left 

mainstem bronchi compression and trachea is dorsally deviated. 

, Di agnostics_ performed L __ 86 __ ~ -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
! 86 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

PLAN: 

Treatments/monitoring: 

l--------------------------------------~-~--------------------------------------I 
,. -_Di et_: . HA_ or_ ZD _only··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
! 86 ! 
'· -recheck Echo tor d1ef"stuay·-·-·-·-·-·-·-

-recheck chemistry 

-continue in diet study 

·-·-·-·-·-·-·-·-·' 

Deposit & estimate statut _____________ !=!_~---·-·-·-·-·-·-j 

Resuscitation code (if admitting to ICU): yellow 

SOAP approved (DVM to sign): i 86 :DVM 
.-•-·-·-·-·-·-·-·-·-·-·-·1 L--·-·-·-.. ......... ..._. ____________________ ~ 

SOAP Text 11 :55AM !._ _______ ~-~---·-.--1 -L_ __________ !=!_~---·-·-·-___i 
Signalment: Syo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of 

hospitalization 

Presenting history: 

Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little productive, 

labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner. 

Prior medical history: allergies 

Current medications: none 
Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food)- brought in samples to 

fill out forms for the diet study she is enrolled in. 

Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick 

Travel history: none 

Overnight update: 

Very bright, RR 24-36, eating well and passing urine frequently. 

Subjective 
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Client: 
Patient:

r·-·-·-·-·-·-·-·-·-·-·-·1 

L_ _____ ~~---·-___j 
 B6 

'-·-·-·-·-) 
i i 

EXAM, GENERAL 

86 

ASSESSMENT: 
Al: Dilated Cardiomyopathy 

Diagnostics performedi _______ BG ______ j 

86 
- Chest x-rays (at rDVM) - in ER email 

- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left 

mainstem bronchi compression and trachea is dorsally deviated. 

r·-·-·-·-·-·-·-·-·1 

Diagnostics performed! _____ B6 __ j 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

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

; 86 ; 
Plan: 

-NOVA 

-TGH 
-Recheckk with cardio in one week. 

SOAP completed by:L_ _____ BG ____ ___i BVSc 

Initial Co~plaint: ·--~ 

Recheck -[ _______ B6 ·-·-·: - DCM Study 
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Client: 

Patient: 

i B6 : L--·-·-·-·-·-·-·-..,,...-._·. 

l__~-~--j 

SOAP Text i-·-·-·-·-86-·-·-·-·1 1:53PM -i 86 j 
•·-·-·-·-·-·-·-·-·-·-·-·• L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.: 

Disposition/Recommendations 
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Client: 
Patient:

i 86 i ................ ·-·-·-·-·-·-·· 
 l. B6 _! 
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Client: 

Patient:

[. ________ 86 _______ ] 

 i B6 i 
'-·-·-·-·-) 

Cummings 
Veterinary M1e~ica I Center 
AT TUFTS UNIVERSITY 

-·-·-·-·-·-·-·-·-·-·-·-·-

Foster Hospital for Small Animals 
55 Willard Street 

North Grafton, MA O 1536 

(508) 839-5395 

Client: _______ _.! 

Veterinarian: 

Patient ID: l_ ____ B6 ____ j 

Visit ID: 

L. ______ ss Patient: lssl 
Species: ;Carrin~ 
Breed: Pit Bull 

Sex: Female (Spayed) 

Age: 86 Vears Old 
!Lab Results Report 

Nova Full Panel-ICU B6 i 9:28:25 AM Accession ID: 
i
l 86 
--·-·-·-·-·-·-·-· ~ 

! 
._l'1_·e_st ___________ JResults _____________ _.!_R_et_'e_re_n_ce_R_a_n_g_e _ __._! ___ __. u_n_i_ts  

SO2% 94 - 100 % 

HCT (POC) 38 - 48 % 

HB (POC) 12.6 - 16 g/dL 

NA (POC) 140 - 154 mmol/L 

K (POC) 3.6 - 4.8 mmol/L 

CL(POC) 109 - 120 mmol/L 

CA (ionized) 117 -1.38 mmol/L 

MG (POC) 0.1 - 0.4 mmol/L 

GLUCOSE (POC) 80 - 120 mg/dL 

LACTATE 0-2 mmol/L 

BUN(POC) 12 - 28 mg/dL 

CREAT (POC) 0.2 - 2.1 mg/dL 

TCO2 (POC) 0-0 mmol/L 

nCA 0-0 mmol/L 

nMG 0-0 mmol/L 

GAP 0-0 mmol/L 

CA/MG 0-0 mol/mol 

BEecf 0-0 mmol/L 

BEb 0-0 mmol/L 

A 0-0 mmHg 

NOVA SAMPLE 0-0 

86 

8/46 ! B6 i j_ ___________ • 
! 86 ! 
i·-·-·-·-·-·-·-·- i 

Printed Sunday, February 24, 2019 
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Fi02 

PCO2 

PO2 

PH 

PCO2 

P02 

HC03 

bor
·-·-·-·-·-·-·-·1 

86 

n air) 0-0 

36 - 44 

80 - 100 

7.337 - 7.467 

36 - 44 

80 - 100 

18 - 24 

% 

mmHg 

mmHg 

mmHg 

mmHg 

mmol/L 
----~·-·-·-·-·-·-·-··.-----

ova Full Panel-ICU 
------ ----

86 i9:36:03 
~ 
 AM 

-•-•-•-•-•-•-•-•-•-• 
Accession ID:i

I 
 86 [

_, __ .,___,___,___, __ .,__ I 
 

..IT_e_st .. __________ ~f~_e_s~u_lt_s ________ _._f R_e_fe_r_en_c_e_R_an_g_e _ __.f_u_n_its ___ __. 
Blood Glucose (Glucometer) - FHSA [_~~-: 0 - 0 mg/dl 

ova Full Panel-ICU L._._.86 -·-·-· ~:56:38 AM Accession ID: i·-·-·~·~-·_J 
.... IT_e_st __________ -----!JRes,_ul_ts ________ ~f~R_e:B_e_re_n_ce_R_a_n_g_e_~f U_n_i_ts ___ ~ 
TS (FHSA) 0 - 0 g/dl 

PCV **  O - 0 % 

TS (FHSA) 0 - 0 g/dl 

! 
' ; 

i 86 i
i i 

! ! 
i., _______ j 

ova Full Panel-ICU 
r- ·-··-· 
j 86 
t ,.-.• -.•.-.,.- •.-.• -.•.-.,.- •.-.•

il0:12:18 AM
 I 

 Accession ID: ! 86 i 
\,,_,_ •-•-•- ,I 

~IT_e_st ___________J.Result~s  _________fR_e_fe_r_en_c_e_R_an_g_e  __ ___ ~ f_u_n_its  
GLUCOSE 67 - 135 mg/dL 

UREA 8 - 30 mg/dL 

CREATININE 0.6 - 2 mg/dL 

PHOSPHORUS 2.6 - 7.2 mg/dL 

CALCIUM2 9.4 - 11.3 mg/dL 

T. PROTEIN 5.5 - 7.8 g/dL 

ALBUMIN 2.8 - 4 g/dL 

GLOBULINS 2.3 - 4.2 g/dL 

A/G RATIO 0.7 - 1.6 

SODIUM 140 - 150 mEq/L 

CHLORIDE 106 - 116 mEq/L 

POTASSIUM 3.7 - 5.4 mEq/L 

NAIK 29 -40 

T BILIRUBIN O 1 - 0.3 mg/dL 

ALK PHOS 12 - 127 U/L 

ALT 14-86 U/L 

AST 9 - 54 U/L 

CHOLESTEROL 82 - 355 mg/dL 

OSMOLALITY (CALCULATED) 291 - 315 mmol/L 

86 

ova Full Panel-ICU [_ -·-·~~-·-·- -~= 19:25 AM Accession ID: L._.~.~-·-· [ 
~IT_e_st ___________,Results.  _________ _e_:B_er_e_nc_e_R_a_n_ge fR __ ~U_n_it_s f ___ ~ 
S02% B 6 94 - 100 % 

HCT (POC) 38 - 48 % 

! ! 
L.-·-·-·-·-·-.! 

9/46 l__B6_! l._.ss_.i 
Printed Sunday, February 24, 2019 

Page 9/46 

FDA-CVM-FOIA-2019-1704-002958 

~ 

stringsoft 



Client: 
Patient: 

l_ ________ 8-.~---·-·-·J 
i._l~~-j 

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

86 

m air) 

--------------------
HB (POC) 

NA (POC) 

K (POC) 

CL(POC) 

CA (ionized) 

MG (POC) 

GLUCOSE (POC) 

LACTATE 

BUN (POC) 

CREAT (POC) 

TCO2 (POC) 

nCA 

nMG 

GAP 

CA/MG 

BEecf 

BEb 

A 

NOVA SAMPLE 

Fi02 

PCO2 

P02 

PH 

PCO2 

PO2 

HC03 

12.6 - 16 

140 - 154 

3.6 - 4.8 

109 - 120 

117 -1.38 

0.1 - 04 

80 - 120 

0-2 

12 - 28 

0.2 - 2.1 

0-0 

0-0 

0-0 

0-0 

0-0 

0-0 

0-0 

0-0 

0-0 

0-0 

36 - 44 

80 - 100 

7.337 - 7.467 

36 - 44 

80 - 100 

18 - 24 

g/dL 

mmol/L 

mmol/L 

mmol/L 

mmol/L 

mmol/L 

mg/dL 

mmol/L 

mg/dL 

mg/dL 

mmol/L 

mmol/L 

mmol/L 

mmol/L 

mol/mol 

mmol/L 

mmol/L 

mmHg 

% 

mmHg 

mmHg 

mmHg 

mmHg 

mmol/L 

Nova Full Panel-ICU ] 86 
C-

[9:27:23 AM Accession ID:  B6 i ! 
!.... IT_e_st ___________ ___,fRes,,_ul_ts _________ ...._ Reference __ _ Range !Units 

TS (FHSA) 0-0 g/dl  
PCV** 0-0 % 

TS (FHSA) 

~ 

stringsoft 

0-0 g/dl 

! !
!BG! 
' ' i i 

l_ ___ ___i 

10/46 

 

. ·-·-·-·-·. 
l_86_! i B6 i 

L--·-·-·-·-·-' 

Printed Sunday, February 24, 2019 

Vitals Results 

B 6 
9:09:11 AM Weight (kg) 

9:09:38AM Notes 

9: 10:28 AM Lasix treatment note

9:45:06AM Lasix treatment note 

10:45:S0AM Lasix treatment note 
B6 
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Client: 
Patient: 

i--·-·---~~----·_J 
l_ B6_ ! 

Vitals Results 

B6

ll:21:04AM Fi02 (%) 

11:21:11 AM Respiratory Rate 

11:21:41 AM Nursing note 

12:19:43 PM Nursing note 

12:37:05 PM Quantify IV Fluids (CRI) in mls

12:37:06 PM Catheter Assessment 

12:37:44 PM Fi02 (%) 

12:38:25 PM Respiratory Rate 

12:39:49 PM Heart Rate (/min) 

1:47:10 PM Eliminations 

l:48:12PM Fi02 (%) 

2:0l:58PM FiO2 (%) 
 

2:02:58PM Heart Rate (/min) 

2:06:40PM Respiratory Rate 

2:07:31 PM Quantify IV Fluids (CRI) in mls 

2:07:32PM Catheter Assessment 
 

2:11:44 PM Lasix treatment note 

,
;

i
; 

!
; 

!
; 

i
;

1; 

 !3:19:35PM Nursing note 
; 
; 
; 

i32012PM . . Respiratory Rate 

 3:20:33 PM FiO2 (%) 
 

3:20:55 PM Quantify IV Fluids (CRI) in mls 

3:45:02PM Quantify IV Fluids (CRI) in mls 

3:45:03 PM Catheter Assessment 

4:07:19 PM Fi02 (%) 

4:07:46PM Respiratory Rate 

4:09:20PM Eliminations 

4:18:29PM Heart Rate (/min) 

 
4:18:40PM Quantify IV Fluids (CRI) in mls 

4:18:41 PM Catheter Assessment 

i5:12:04PM Respiratory Rate 

5:12:14PM Fi02 (%) 

5·13:48PM . . Eliminations 

5:17:48PM Amount eaten 

5:19:29PM Heart Rate (/min) 

5:19:47PM FiO2 (%) 

5:26:16PM Lasix treatment note 

Respiratory Rate 5: 4 7: 3 2 PM 

' 
; 

1;
;

!
; 

i
; 

1
; 

i
; 

!
; 

!
; 

i
; 

!
;

i
; 

; 

!
; 

i' 
; 

1; 
; 

!
; 

i
; 

!
; 

·-·-·-·-·-·-·-·___i 

 

86 
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Vitals Results 

B 6

1; 5:47:46 PM Quantify IV Fluids (CRI) in mls 

i' 5:47:47PM . . Catheter Assessment 
; 

!6:01:17 PM Eliminations 
; 

!6:54:17 PM Fi02 (%) 
; 

i' 6·54·24 . . PM Respiratory Rate 
; 

 7:ll:55PM Heart Rate (/min) 

7:12:08PM Temperature (F) 
 

7:44:34 PM (%) Fi02 
 

7:44:43 PM Quantify IV Fluids (CRI) in mls
 

 

7:44:44 PM Catheter Assessment 
 

7:45:08 PM Respiratory Rate 
 

9:03:32PM FiO2 (%) 
 

9:03:41 PM Respiratory Rate 
 

9:17:37PM Weight (kg ) 

9: 18:17 PM Heart Rate (/min) 
 

9:19:05 PM Quantify IV Fluids (CRI) in mls 
 

9:19:06PM Catheter Assessment 
 

 9·19:42PM . . Eliminations 
 

 9:21:04PM Lasix treatment note 

9:45:41 PM Respiratory Rate 

9:45:54 PM Fi02 (%) 

10:49:36 PM Respiratory Rate 
 

l0:50:01 PM Fi02 (%) 
 

11  : 31: 31 PM Quantify IV Fluids (CRI) in mls 
 

ll:31:32PM Catheter Assessment 
 

l 1 :32:09 PM Heart Rate (/min) 
 

 
11 :46:46 PM Respiratory Rate 

l 1 :47:01 PM FiO2 (%) 
 

l2:46:34 AM FiO2 (%) 
 

12:46:44 AM Respiratory Rate 
 

l:07:50AM Eliminations 
 

 1:38:01 AM Quantify IV Fluids (CRI) in mls 

l:38:02AM Catheter Assessment 
 

l:39:26AM Heart Rate (/min) 
 

l:56:06AM Fi02 (%) 
 

l:56:16 AM Respiratory Rate 
 

3:06:11 AM Fi02 (%) 
 

3:06:25AM Respiratory Rate 
 

3:12:19AM Lasix treatment note 
 

3:12:37 AM 
 Quantify IV Fluids (CRI) in mls 

1;

i
;

i
;

!
;

i
;

!
;

!
;

i
;

i
;

i
;

!
;

!
;

i'
;

i;

i

 !
!
;

i
;

i
;

!
;

i
;

1
;

i
;

i
;

!
;

i
;

1;

i
;

i
;

!
;

i
;

!
;

!
;

i
;

!
;

-·-·-·-·-·-·-·-___ Catheter Assessment i3: 12:38 AM 

86
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~~~~:~t: :LB6._i86 _____ ___: 

Vitals Results 

86

-·-·-·-·-·-·-·-
4:06:40AM Respiratory Rate 

4:07:00AM Fi02 (%) 

4:07:08AM Heart Rate (/min) 

4:49:25 AM Fi02 (%) 

4:49:37 AM Respiratory Rate 

4:52:42AM Eliminations 

4:59:34AM Amount eaten 

5:24:06AM Nursing note 

5:24:SSAM Heart Rate (/min) 

5:45:41 AM Respiratory Rate 

5:45:53 AM FiO2 (%) 

6:44:05 AM FiO2 (%) 

6:44:44AM Respiratory Rate 

7:57:lOAM Respiratory Rate 

7:57:26AM Fi02 (%) 

7:59:14 AM Nursing note 

8:02:34AM Heart Rate (/min) 

8:05:21 AM Temperature (F) 

8:08:24AM Lasix treatment not

8:14:38AM Weight (kg) 

8:16:lOAM Eliminations 

9:02:29AM Fi02 (%) 

9:03:17 AM Respiratory Rate 

10:02:20AM Fi02 (%) 

10:04:29 AM Heart Rate (/min) 

10:08:31 AM Respiratory Rate 

10:59:22AM Fi02 (%) 

10:59:52AM Respiratory Rate 

11:47:25 AM FiO2 (%) 

11:47:53 AM Respiratory Rate 

e 

 

11:53:lOAM Heart Rate (/min) 

11 :53:48 AM Eliminations 

12:59:52 PM Fi02 (%) 

1:00:37 PM Respiratory Rate 

2:17:38PM Respiratory Rate 

2:17:51 PM Heart Rate (/min) 

2:22:20PM Lasix treatment note 

2:59:31 PM Respiratory Rate 

3:30:08PM Heart Rate (/min) 

3:52:22PM Respiratory Rate 

4:58:59PM Respiratory Rate 

B6 

L--·-·-·-·-·-·-·-·-· 
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Client: 
Patient: 

i 86 i 
~--·-·-·- .-·-·-·-·-·-·-·· 
i B6 ! 
'-·-·-·-·· 

Vitals Results 

·-·-·-·-·-·-·-·-·-

86 

5:16:42PM Amount eaten 

5:17:09PM Eliminations 

5:28:18PM Heart Rate (/min) 

6:03:04 PM Respiratory Rate 

6:54:20PM Respiratory Rate 

6:56:33 PM Weight (kg) 

7:20:10 PM Temperature (F) 

7:20:22 PM Heart Rate (/min) 

7:56:01 PM Respiratory Rate 

8:17:54PM Eliminations 

9:00:37 PM Respiratory Rate 

9:15:46PM Heart Rate (/min) 

9:41:52 PM Respiratory Rate 

9:43:34 PM Lasix treatment note 

10:40:52 PM Respiratory Rate 

11 :31:23 PM Heart Rate (/min) 

11 :31:28 PM Respiratory Rate 

12:28:12AM Respiratory Rate 

1:05:10 AM Eliminations 

l:12:38AM Heart Rate (/min) 

1:12:45 AM Respiratory Rate 

2:47:00AM Respiratory Rate 

3:16:57 AM Heart Rate (/min) 

3:37:24AM Respiratory Rate 

4:23:24AM Respiratory Rate 

5:36:11 AM Amount eaten 

5:36:20AM Heart Rate (/min) 

5:36:27 AM Respiratory Rate 

5:40:28AM Lasix treatment note 

5:59:29AM Eliminations 

6:21:11 AM Eliminations 

6:51:01 AM Respiratory Rate 

7:42:21 AM Weight (kg) 

8:08:18 AM Temperature (F) 

 

8:08:28AM Respiratory Rate 

8:08:42AM Heart Rate (/min) 

9:06:23 AM Eliminations 

9:07:04AM Respiratory Rate 
·-·-·-·-·-·-·-·-·-

86
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Client: 
Patient: 

i B 6 i 
:_ _____________________ ] 

Vitals Results 

-·-·-·-·-·-·-·-·-·

86

'-·-·-·-·-·-·-·-·-·

 ! 9: 20: 15 AM Catheter Assessment

10:02:30AM Heart Rate (/min) 

10:02:36AM Respiratory Rate 

10:02:52AM Eliminations 

ll:09:18AM Respiratory Rate 

12:17:30 PM Respiratory Rate 

12:17:40 PM Heart Rate (/min) 

12:17:48 PM Eliminations 

1:05:31 PM Respiratory Rate 

1:36:34 PM Catheter Assessment 

l:36:42PM Respiratory Rate 

1:36:58 PM Heart Rate (/min) 

1:25:45 PM Weight (kg) 

Lasix treatment note 1 : 5 3: 4 5 PM 

 

-

B6 

Patient History 

B6

·-·-·-·-·-·-·-·-·-

:09:09AM Vitals 

!09:09 AM Vitals 

09:09 AM Purchase 

i09:10 AM Purchase 

; 09:10 AM Purchase 

 09:10 AM Vitals 
09:28AM Purchase  

09:36AM 
 

Labwork 
109:45 AM Vitals 
; 

09:55 AM Treatment 
 

!

1

1;
1
;

1
;

1
;
; 
; 

I09·56 . AM Labwork 

09:57 AM Treatment 

10:04AM Prescription 

l0:08 AM Prescription 

10:45 AM Vitals 

lo·55 . AM Treatment  
11-21AM . Treatment 

11:21 AM Vitals 
11:21 AM Treatment 
11:21 AM 

 
Vitals 

11:21 AM Vitals 

; 

i !
i
; 
; 
; 

1
; 
; 
; 

i'
l; 
; 
; 
; 

1; 
1
; 

1
;

1
; 
; 
; 

ill·23AM  . Purchase 
11•23AM Purchase 
 . 

'
l

·-i

 

B6
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Patient History 

!

8610

 11:42 AM UserForm 
 1I-54AM Treatment . 

 

 11:56 AM Purchase 
 11:56 AM Purchase 
 12:19 PM Vitals 

12:37 PM Treatment 
12:37 PM Vitals 
12:37 PM Vitals 

12:37 PM Vitals 

 12:37 PM Treatment 

 12:37 PM Vitals 

 12:38 PM Treatment 
 12:38 PM Vitals 
 12:39 PM Treatment 
 12:39 PM Vitals 

01:47PM Treatment 
01:47PM Vitals 

Ol:48PM Treatment 

48PM Vitals 
02:01 PM Treatment 

i' ; 
; 
;

j
[
i

1
; 
; 

!
; 
; 
; 

j

!
[
[
[

j
i
; 
; 
; 

!
; 
; 

l:
[
; 
; 

!02:01 PM Vitals 
02:02PM Treatment 

02:02PM Vitals 
02:06PM Treatment 
02:06PM Treatment 
02:06PM Vitals 
02:06PM Treatment 

02:07 PM Treatment 
02:07 PM Vitals 

02:07 PM Vitals 

02:11 PM Vitals 

02:ll PM Treatment 
03:19 PM Vitals 

03:20PM Treatment 
03:20PM Vitals 
03:20PM Treatment 

Vitals 03: 20 PM 

!
; 
; 
; 

j
j
[
[
j
j
i
; 
; 
; 

!
; 
; 
; 

[
; 
; 
; 

i
!
; 
; 
; 

j
j
j
; 
; 
; 
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Client: 
Patient: 

j ! 
:_ _____________________ ; 

8 6 

Patient History 
--------------------------------------------------------------------

-·-·-·-·-·-·-·-·-· 
03:20PM Vitals 

03:22PM Treatment 
03:23 PM Treatment 
03:45 PM Treatment 
03:45 PM Vitals 

03:45 PM Vitals 

04:07 PM Treatment 

04:07 PM Vitals 
04:07 PM Treatment 
04:07 PM Vitals 
04:09PM Vitals 
04:18 PM Treatment 
04:18 PM Vitals 
04:18 PM Treatment 
04:18 PM Vitals 

04:18 PM Vitals 

04:38 PM Purchase 
04:39 PM Purchase 

86 05:12 PM Treatment 
05:12 PM Vitals 
05:12 PM Treatment 

05:12 PM Vitals 
05:12 PM Treatment 
05:13 PM Treatment 
05:13 PM Vitals 
05:17 PM Treatment 

05:17 PM Treatment 

05:17 PM Vitals 
05:18 PM Treatment 

05:19 PM Treatment 
05:19 PM Vitals 
05:19 PM Treatment 

05:19 PM Vitals 
05:26 PM Vitals 
05:27 PM Treatment 
05:47 PM Treatment 
05:47 PM Vitals 
05:47 PM Treatment 
05:47 PM Vitals L--·-·-·-·-·-·-·-·-· 

86 
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1

Patient History 

B6

05:47 PM Vitals 
; 
; 
; 

i06"01 PM Vitals ' . 

1; 06-54 . PM Treatment 
 ;

; 
; 

106:54 PM Vitals ; 

106:54 PM Treatment 
; 

106:54 PM Vitals 
; 

107:11 PM Treatment 
; 

107:11 PM Vitals 
; 

107:12 PM Treatment 
; 

07:12 PM Vitals 1
; 

07:44PM Treatment 1
; 
; 
; 

i07:44PM Vitals 

i07:44PM Treatment 

07:44PM Vitals 

07:44PM Vitals 

 07-45 . PM Treatment 

07:45 PM Vitals 

09:03 PM Treatment 

i
; 
; 
; 

1
; 
; 
; 

1;
i

i
; 
; 
; 

 
!09:03PM Vitals 

09:03 PM Treatment 

09:03 PM Vitals 

09:04PM Treatment 

09:17 PM Treatment 

09:17 PM Vitals 

09:18 PM Treatment 

09:18 PM Vitals 

09:19 PM Treatment 

09:19 PM Vitals 

1
; 

1
; 

1
; 

1

i

i

i

i

i
; 
; 
; 

i09:19 PM Vitals 

09:19 PM Treatment 

09:19 PM Vitals 

09:21 PM Vitals 

09:21 PM Treatment 

09:45 PM Treatment 
09-45 PM Vitals . 

09-45 . PM Treatment 

09:45 PM Vitals 

10:49 PM Treatment 

10:49 PM Vitals 

10:50 PM Treatment 

10: 50 PM Vitals 

; 
; 

i

i

i

i

i
!' 
1; 
; 
; 
; 

1

·-·-·-·-·-·-·-·-·-·-· 
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Patient History 

-·-·-·-·-, 
·-·-·-·-·-·-·-·-·-

B6 

11:07 PM Purchase 
11:31 PM Treatment 
11:31 PM Vitals 

11:31 PM Vitals 

11:32 PM Treatment 
11:32 PM Vitals 
11:46 PM Treatment 
11:46 PM Vitals 
11:47 PM Treatment 

11:47 PM Vitals 
12:46AM Treatment 

12:46AM Vitals 
12:46AM Treatment 
12:46AM Vitals 
0l:04AM Treatment 
01:07 AM Treatment 
01:07 AM Vitals 
0l:08AM Treatment 

01:38 AM Treatment 
01:38 AM Vitals 

01:38 AM Vitals 

01:39 AM Treatment 
01:39 AM Vitals 
Ol:56AM Treatment 

01:56 AM Vitals 
01:56 AM Treatment 
Ol:56AM Vitals 
03:06 AM Treatment 

03:06 AM Vitals 
03:06 AM Treatment 
03:06 AM Vitals 
03:12AM Vitals 
03:12AM Treatment 
03:12AM Treatment 
03:12AM Vitals 

03:12AM Vitals 

04:06AM Treatment 
04:06AM Vitals 
04:07 AM Treatment 

B6 

L--·-·-·-·-·-·-·-·-·-
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Client: 
Patient: 

i I
[_ _____________________ i

B 6  
 

Patient History 

i

B6

04:07 AM Vitals 

04:07 AM Treatment 

04:07 AM Vitals 

04:49 AM Treatment 

i

i

!
; 
; 
; 

104:49AM Vitals 

04:49 AM Treatment 

04:49 AM Vitals 

04:52AM Treatment 

04:52AM Vitals 

04:53 AM Treatment 

04:59 AM Treatment 

; 

1

i

i

i

i

i
; 
; 
; 

i04:59 AM Vitals 

05:00AM Treatment !
; 
; 

i05:24AM Vitals 

05:24AM Treatment 

05:24AM Vitals 

05:45 AM Treatment 
05-45 . AM Vitals 
05-45AM . Treatment 

i

i

i
!' 
1; 
; 
; 
; 

1; 05:45 AM Vitals 

Treatment 06:44AM  !

i06:44AM Vitals 

06:44AM Treatment 
06-44 AM  . Vitals 

 07-57 . AM Treatment 

07:57 AM Vitals 

07:57 AM Treatment 
 

i
i'
1;
i

i
;
; 
; 

107:57 AM Vitals 

07:59AM Vitals 

08:02AM Treatment 

08:02AM Vitals 

08:05 AM Treatment 

08:05 AM Vitals 

08:08AM Vitals 

08:08AM Treatment 

08:14AM Treatment 

08:14AM Vitals 

08:16AM Vitals 
09·02AM Treatment . 

; 

1
; 

1
; 

1
; 

1
; 

1

i

i

i

i

i
i' ; 
; 
; 

I09:02AM Vitals 

09:03 AM Treatment 
09:03 AM Vitals 

Treatment 09: 10 AM 

; 

1; 
1
; 

'-·-·-·-·-·-·-·-·-·-· 1
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Client: 
Patient:

i i 

I I 
[_ __________________ ___! 

8 6 
 

Patient History 

0

B6

9:10 AM Treatment 

t 09:14AM Treatmen

il0:02AM Treatment 

10:02 AM Vitals 
 

10:04AM Treatment 

10:04AM Vitals 

l0:08AM Treatment 

l0:08AM Vitals 

10:12AM Purchase 

l0:13 AM Treatment 

; 
; 
; 

; 
; 
; 

!
;

1
; 

1

i

i

i

i
; 
; 
; 

!10:59 AM Treatment 

10:59AM Vitals 

l0:59 AM Treatment 

l0:59 AM Vitals 

 1:05 AM Purchase 

 1:05 AM Purchase 

 1:30 AM Purchase 

; 
; 
; 

1

i

i

il

il

il
i11-45 AM . Deleted Reason 
  ';

; 
; 
; 
;  !

i

Treatment 11:47 AM 

l 1:47 AM Vitals 
1
; 

1;

11:47 AM Treatment 

 11:47 AM Vitals 
1
; 

1
; 

1
; 

1
;
; 
; 

l;
p

p

p

p
; 
; 
; 

!

11:53 AM Treatment 

11:53 AM Vitals 

11:53 AM Vitals 

12:59 PM Treatment 
 

 12•59PM . Vitals 

l:00 PM Treatment 

l:00 PM Vitals 

l:01 PM Treatment 

2:13 PM Treatment 

02:17 PM Treatment 

02:17 PM Vitals 
 

02:17 PM Treatment 

02:17 PM Vitals 

2:22PM Vitals 

2:22PM Treatment 

2:59PM Treatment 

2:59PM Vitals 

p3:30 PM Treatment 

Vitals b3: 30 PM 

; 

!
;

!
; 

!

0

0

0

0

-·-·-·-·-·-·-·-·-·-·-·-
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Client: 
Patient::

j j 
 _______________________ ) 

8 6 
_

Patient History 

!

B6

03-52PM . Treatment 

03:52PM Vitals 

04:58 PM Treatment 

04:58 PM Vitals 

05:02 PM Treatment 

; 

i
i
i

!
!05:03 PM UserForm 

!05:16 PM Treatment 
; 
; 
; 

!
; 
; 
; 

!
; 
; 
; 

!
; 
; 
; 

!

05:16 PM Vitals 

05:17 PM Treatment 

05:17 PM Treatment 

05-17 PM  . Treatment 

 05-17 . PM Vitals 

 05·28 . PM Treatment 

05:28 PM Vitals 

06:03 PM Treatment 

i06:03 PM Vitals 

06:54 PM Treatment 

06:54 PM Vitals 

06:56 PM Treatment 

i06:56 PM Vitals 

i07:20PM Treatment 

 07:20PM Vitals 
!07:20PM 
; Treatment 
!07:20PM Vitals 
 

07:56 PM Treatment 
 

07:56 PM Vitals 
 

08:17 PM Treatment 
 

 
08:17 PM Vitals 
09:00PM Treatment 

09:00PM Vitals 
09:00PM Treatment 
09:15 PM Treatment 
09:15 PM Vitals 

09:41 PM Treatment 
09"41 PM Vitals  . 

 
 09-43 . PM Vitals 

'
!;
!;
!
i

i
!
!

 !;

;

!
;

!
;

!
;

!
;

!

i
i
i
i

i
i'
!;
;
; 
; 

109:43 PM 
 Treatment 
10:40PM Treatment  

 

I 1:31 PM Treatment 
 

10:40PM Vitals 
l 1:07 PM Purchase 
 

11:31 PM Vitals 
 

11:31 PM Treatment 
l 1:31 PM Vitals 
l2:28 AM Treatment 
 

;

!
;

!
;

!
;

!
;

!
;

!
i
i

·-·-·-·-·-·-·-·-·-·-·i
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Patient History 

i

86

l2:28AM Vitals 

0l:05 AM Treatment 

0l:05 AM Vitals 

 01:05 AM Treatment 

 01:06AM Treatment 

!

!
1;
1;
; 
; 

iOl:09 AM Treatment 

Ol:12 AM Treatment 

Ol:12 AM Vitals 
01-12 AM  . Treatment 

 01-12 . AM Vitals 

02:47 AM Treatment 

02:47 AM Vitals 

03:16AM Treatment 

03:16AM Vitals 

03:37 AM Treatment 

03:37 AM Vitals 

04:23 AM Treatment 

04:23 AM Vitals 

 05:33 AM Treatment 
 

i

i
!'
1;
i

i

i

i

!

!

!

!
1;
;
; 

!05:33 AM Treatment 

05:36AM Treatment 
 
i
;
; 
; 

 i05:36AM Vitals 

05:36AM Treatment 

05:36AM Vitals 

 05:36AM Treatment 
05:36AM 

 Vitals 

05:40AM 
 Vitals 

05:40AM Treatment 
 

05:59 AM Treatment 
 

05:59 AM Vitals 
 

06:21 AM Vitals 
 

06:51 AM Treatment 
06:51 AM Vitals 
07:42 AM Treatment 

07:42 AM Vitals 

!

!
1;
1
;

1
;

1
;

1
;

1
;

1
;

1

i

i

i

i08:08AM Treatment 

i08:08AM Vitals 
os·osAM Treatment  . 

;l os-osAM . Vitals 

 os·osAM . Treatment 

os:osAM Vitals 

09:06AM Treatment 

09:06AM Vitals 

i09:07 AM Treatment 

09:07 AM Vitals 

09:16AM Treatment 
09:19 AM Purchase 

i'

i;
!

i

i

!

!
!

··-·-·-·-·-·-·-·-·-·-) 
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Client: 
Patient: 

I I 
i i '-·-·-·-·-·-·-·-·-·-·-·-' 

86 

Patient History 

:

B6

09:20 AM Treatment 
; 
; 
; 

109:20 AM Treatment 

09:20 AM Vitals 
o9:27 AM Labwork 

10:02AM Treatment 

10:02AM Vitals 

10:02AM Treatment 

10:02AM Vitals 

10:02AM Vitals 

11:05 AM Purchase 

11:05 AM Purchase 

11:09 AM Treatment 

11:09 AM Vitals 

11:29 AM Appointment 

; 

1
i

; 

12:17 PM Treatment 

12:17 PM Vitals 

12:17 PM Treatment 

12:17 PM Vitals 

12:17 PM Treatment 

12:17 PM Vitals 
01:05 PM Treatment 

01:05PM Vitals 

01:07 PM Treatment 

01:27 PM Deleted Reason
 
i
1
; 

1
; 
; 
; 
; 
; 
; 
; 
; 

iOl:27 PM Purchase 
; 
; 
; 

!Ol:32 PM Prescription 

0l:36 PM Prescription 

0l:36 PM Treatment 
01:36 PM Vitals 
01:36 PM Treatment 
01:36 PM Vitals 

01:36 PM Treatment 
01:36 PM Vitals 

02:35 PM Email 
12:59 PM UserForm 
01:22 PM Treatment 
01:23 PM UserForm 

!

!
1; 
1; 
1
; 

1
; 

1
; 

1
; 

1
; 

1
; 

1
; 
; 
; 

i01:25PM Vitals 

iOl:37 PM Purchase 

iOl:38 PM Purchase 

!
; 
; 
; 

1

Ol:53 PM Vitals 

02:20PM Prescription 
·-·-·-·-·-·-·-·-·-·-·i 
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Patient History 

i 
' '

i

! 86
i i 
i i 

i 
··-·-·-·-·-·-·-·-·-·-) 

 

 !
1

02:22PM Purchase 
Appointment 03:19PM 

03:21 PM Email 
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Cummings 
Veterinary Medical Cent1er 
AT TUFTS UNl1VERSIIT¥ 

Fosk:rllo5pilal furSmall ltnmals 
55WillilldSb"eet 
Ncrlh Graft:an,. MA 01536 
Telephone (SOHi ~ 
F.- (SOlll laJ--1951 

hUJr/~ 

Discharge lnstrud:iun:s 

Palienl: 

Name: L~-~l 
Si~ B6 ~e;n Old ~FemiE (Spayal)Pit U 

'-·-·-·-·-) 

OWl8" 
Name: 
AM-ess: 

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

i ! 
! i ! 

i ! 
i ! 
i ! 

; B6 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Palienlm: 
rmergmcyanitiill ~-------·-·si5·-·-·-·-·-!DVM (Hem-swJ.L~~~~~~~~~~~~~~~~~~~~~1111Sc [lte!iilh"A-~and OiliGII care) 
Com6igCminl: 

~n 

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

)_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

86 ; 

Aclnit ~--·-·-·, B6 ___ 8:55:09 AM 
OEdl OUI DiAe:L_ _____ 86 ·-·-·-· i 

Diagrms:: 
L Cooge!!itiwe I--IBtFaae:: diliml canliJmyopathy 

case Smnmav:!. BG~ to the ER n ~ le§lllramry lime§:§. Shew lliaf,lo!ied '111th heattaue and 
retJSftl hmpitli§atianm an CJXWPlmmel.nigmeffliM!IIOll§~ (fiammwle. pmiobmdan.and 
nimpruwde) 1n mntml her breathmg. Em~(heat!iran) w,~ tla: fl! had a dM:ed heat,, a mlllilion 
~dialed~ 

ran-now 
B6 :1i1!i le§lll~-~ to treatmmt alll !ilOOII !itarted brea:lwigwel ootweofoxw,n 

Sheha!i done wel today aid go IDne.-!_~~-iffiU!il le(a,e al her medEatiom n onler 1n manage her heart 
mnditicJn. It i:!i d!io waynpor1antthati:!i fed the pre;~ hypoalwgellil:food ON....Y. 

Mcnittrir,.; al: mne: 
o We~ lib! you 1n monimr yum dog'!i bma1IWlig rah! aid dfort at home,, idealyd..-ng~ or ata tmeof 

re;t The do!ie!ii of chg!i _. be adjurted ba5ed oo HE bma1IWlig rah! aid dfurt. 
o In getieral,, mmt: dog§ with hmrtfam"ethati:!i wel oontml!tl have abreathmgraeatre;tof le!i!i thin 35 tn CJ 

bream per11n.11e. n adlltion, the br"ea:hmglffnrt. noted by the 311DDtofldy"wal motion medfmeildl 
breath, i:!i mnmlill ifhmrtfaime i:!i mntmled. 

o An nnme m bma1IWlig rah! or effort will mualy mean that you mouW ,;we an extra do!ie offum:!!imwle (LanJ 
f liffilDlybrea:lwigi:!i notmiproved bywitl.-. 30-60 IIWlUle!i aler"gnwigextraft.-mmwle thenwereoJIIWIIIHI 
tla: .. rwled.~ be !ideluled .nd/ortla: yum dog be~ byan enuRft-.ymlil:. 

o There ..-e n!ilruciion!i fnrmonitnmgbrea:lwigand afnnn to help~ bad. of bmattWlig rah! aid migdo!ie§, 
on HE Tuft!i HeertSmart web !iile (httpt /¥8:.bft..edll}beaBnat/at-home-momnmg/). 

o We al!io wart you to 'Mltdlfm weane!i!i m ~!ieo aredudion m appe1ib!,, wcne11imgooudt, mlli!ilmtion of 
HEbely-3:!ithe!iemmlff!i mlicatetla: we41cud do a mdlet:l.exanmation. 

o f you ~ aiymDIBffl,, ple3!ie calorhaveJOIIdog~ bya MemilrialL 0..- enegeii-.y mlil:i:!i open 
24houvda,. 

Reamme11d!d Metlc:alcns:: 

86 
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B6 
. Diel sume:ficns:: 
: B6 i:'!ilKud oonmue to be fed Plmal-l\ lky. She:'!ilHOed to lite thatfood 
. 

..-em hmpitj. ' L--·-·-·. 

Dog§ 11111:h heatfahe a:anuate 111CJ1e1ud m thei'" bodyif theJeatlage illDCUrt:'!i of :'!iCDl.lm(:'!i.jlj. Somanc..-. befumd 
m alfuom,, but !iDlllefood:'!i ae b-.r m :'!iCDl.lffl thin otheH. Malypet trem,, peopll!food:'!i, and :'!i~ med to p 
p~ often hate 111CJ1e :'!i-..-. thin i!i de!!ir.lble-a :'!iheet that ha:'!i :'!ill~l:'!i fur low :'!iCDl.lffl beat§ c..-. befumd on the 
l-le3rt:Smat web gte (http;//vet.~~ 

YCU" dog\ muall diet 1Di1f ako have 111CJ1e :'!iCDl.lffl thin reoommmded -we wait )"()II dog toCOldna! to eat 11a ...mall 
dietfur thefnt 7to 14 daf-i m we can IDim! :'!ii.Ire theyae tnleratngmedration:'!i ~ Mta that1:mlP,, m! wodd 
remmmmd ~mtrodumlgoneofthe lower :'!iCDl.lmdrt:'!i on the Hear1Smartirt{25% ofthellBIII diet and75911i old~ 
fur 2-3 day§, then 50:50,, etc.). Yoo can md a dl!t on the irt that )"()II dog liile:'!i to eat Altwnatively, if yw ae a1adel to 
the mRmt diet yw can le:'!ie3rdi the amcurt of :'!iCDl.lm m the diet 1D emu~ that the :'!iCDl.lffl oontmt i!i ~ to thme on 
thelli!it. 

o ~ FDAi!i m...-ently~an -.,piS"ffltil:'!i:'!iOIJat ~ diet and a• ofheertllli!iea:'!ie~ dialed 
c..-domyopahy. ~exalt rame i!i ml1a1dear", butit;appea:'!i to bea:'!i:'!iOlialed with boolilfledetli end thme 
mnranngexotil: mr,eaie11L orae r,am-flee.. lherdo~ we are IHJaltlr 1e1:o11me .. igthatdog:'!i do not mt 
the:'!ietype!i of~ 

o We :'!i~_B6_1to mlllllHDill dietmadebya ~ed compaiythat i!i notgr.m-fieeend 
doe!!i not oont.m anyemtil: nr,edmt:§. wdl a:'!i lalpno. dud. Ian>. wemon,, lentt!;, pe3§,, hmm,, b....,_ 
~ioca,, baiey", ..-id didpem. 

remmme11_. 

o ~Fll\i!i:'!illedamomentll!ft3Rlngthii!ii!i:'!ille 
(htlps 1.(www.fda..gov/~~330S.h1m) and a ream ..-tide 
puhli!ihed by i:.. Li!ia Frerman on the c~ Sdiool":'!i Petfuodologf"blog c..-. fmher e,qtil the:'!iefnmg!i 
(htlp;//Yemubilion.~RMl--heart-ml-of-he.-1:-dii!i~~ 
xotil:~/). 

o OU'" 1111lril:ulim hate Wlllpied a irt of dogfuod:'!i tha:: are good opt:iom fur dog:'!i with heart cl:'!iea!ie.. 

lfyolI dog ha:'!i ~ nutritic.alilll need!; or requff:'!i a homemokn:I di!t. we yw :'!idiedije an appomtmmt with 
OlI nutriliolmt:'!i (5CJ8-ffl7~ 

remmmei_. 

ha"tise lleamnM dalil:n!ii: 
For the&:'!it 7 to 10 daf-i .-ta'" :'!itlrmg~l!ifur heatfaime;, we lel:OlllllleDd wrynted aciiwily.1..ea!ih ~ 

o..,- i!i ideal,, and :'!ihort ~ _to :'!it.rt Once the heart famei!i better mntroled, then :'!iliglltly longer wiA:'!i are ao:eptable.. 
l-lowewr, if ywmd thaJ B6 ii!i aagg.ig bd.-.d or need!; to :'!itnp on a..._ then tm wa!ii too long a ..a. end :'!ihorLer ~ 
are alvi:'!ied m the fut..-e. Rlt)mtive or :'!ilrmUOO!!ii h~ a:tivitil!!!i (repetmve bal daiMig, rtn1mgfa!it off-lea!il1,, eb:.) 
are Retlieraly not advi:'!ied a: thi!i :'!itage of heertfal..-e.. 

~ 
Aredaed.eJlillll ha:'!i hem :'!idietMedfur 
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Cum • nos 
Veterinary Medical Center 
AT TUFTS llJ N IVE RSITY 

ea-diolcf:y Liaf>CII: 508-887-4.96 

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

P.11:ient n :_ ___ ~_s _____ l 
E~ Cilnme 

:._ B6. i'rears Old Femae (~d) Pit Bull 
Br"oMIJ\Yhite BW:: Weiglat(kd 19.00 

cardiologyConsultatian 
ENROL1£D IN IXM STUDY 

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

Date:! __________ 86 ________ __! 

Weicht: Weight (kg} 19.00 
Peq,e-slinemni - a:i B6 tern -SAM} 

~ Cm-c&alaeist ______________________________________________________________________________________ ' 

i ~! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 

86  
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

a.nialacw'. Resident: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

I B6 I 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

"'lhma:i::::ii:::: ....,._ a, i M1!b-review? 

· Yes - in ER email 

CJ Yes - in PACS 

CJ No 

Palie:.11: lamtian: ER 

; B6 ; 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

Pn!si!!!illilc H mml impmbmt ami::::mrent clseasl!li: Dyspnea mn:ai 

•STOP - r-emaimer- of form to be Ii I led out by Canfiol~ 

... ysiii::::al Examimllian 
i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

; B6 
Muscle cordrtion: 

Normal 
' Mild muscle loss 

Moderate cai::IExia 
Maked cachexia 

Olnlca,aca-Physic:alExmn 
Munn..- Grade: 

□ None 
D I/VI 

IV/VI 
V/VI 
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~. II/VI 

Ill/VI 
□ VI/VI 

M..-m..- location/de!ilTiption: left apical systo lie (anmal panting. difficult au5Cl.lltation} 

Jugular- vein: 
· Dottcwn 1/3ofth:!rECk 

CJ Middle 1/3 ofth:! nedt. 
Q T op 2/3 of th:! nedt. 
□ 1/2 way 141 th:! nedt. 

Artertal pulses: 
' Weak.vs. 
' Fair- at rTKJsl:: 

' Good 

□ strong 

Bound"ng 

Pulsedefcits 
Pulsus par-adoxus 

□ 0th:!..- (describe}: 

Anhythmia: 
· None 

D Sinus arrhythmia 
Premaure beats 

Dradyl;ardia 
Ta::hyrardia 

Gallop: 
Q ves 
Iii No 
CJ lntermittort 

Q Pronounced

0th:!..-: 

Pumonary ~ents: 
. E141neic 

0 Mild dr-flllea 
. Makeddr-f,nea 
□ No..-mal BV sounds 

Pu monary Craddes 
VVheezes 

□ Upper- airway strido..-
Oth:!..- ausaaltatory findings: 

Abdcwnnal exan: 
' No..-mal 
. Hepatomegaly 

Abdominal distmson 
Mild ascites 

Edmm:c&acrmn. finclncs; 

 

□ 

Cil!ll~-0 •bmefemm aspatifflt got mo,e dyspneic dlNing emm• 
LV walls..-e no..-mal inthicknessaad LV mntractile f..-action ismakedlydec..-eased with severe lA 
enlargement_ MV is thickened_ RH is maked ly dilated .. lV isthickened and aate..-io..- leaflet looks longer
than the posterior- one_ lV annulus is not 4'I ical displaced. T ra::e pe..-icardial effusion_ PA is b igge..- than 
the aorta.Tried to get an RVOf view,. aJUld not as P got \¥0r5e.. Cou Id not see no..- evidmce of PDA,. PS,. 
neith:!..-~ a mntinuJus mu..-m..-_ 

finclncs: 

Dappla-finc&np: 
3+ TR.. PG 71mmHg.. witmut RA pre2D'"e; 

2+ MR,. jet centrally directed_ 

liWtmlnlow~not~ 
0: Smnuet 
□ Nmmal 

□ Jl!illlhumal 
□ Re5b'id:~ 
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::J Delir;ut relaxation 

llload Prema1! (mmlllJtl: recomnended 

Raclapapl-= finl&nrt,;: 
Diffuse inter-stitial pattern bilaterally .. pulmonay ve2iels not easily visible.. Sever-e cardiomegaly with left 
maiinstem bn:Iich i COTipression and tradHI is dorsally deviated. 

Assa:anentmKI~; 

B6 

T1e&b11E.111: plma: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B6 
lirml Diapmis: DCM with LOI F; Pl--fTN 

Heat Faa..11!: Clmsiliadian Scan!:: 
ISA.Q-IC Classification: 

bl. la 
lb 
II 

Illa 
lllb 

ACVIM CHF dassifa:at:ion: 

□ A 
D ot 
□ 02 

- C 
D o 
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B6 

·-·-·-·-·-·-·-· 

M--Mode 
IVSd 
LVIDd 
LVPWd 
IVSs 
LVIDs 
LVPWs 
EDV(Teich} 
ESV(Teim} 
EF{Teich} 
%FS 

SV(Teim} 
/lo Dian 
lA [J'lilllJ 

lA/flo 
MaxlA 
Tme 
HR 
ro(Teich} 
O(Teim} 
/lo Dian 
lA [J'lilllJ 

lA/flo 
EPSS 

on 
on 
on 
on 
on 
on 
ml 
ml 

" " ml 
on 
on 

on 
ms 
8PM 
Vmin 
Vmnm 
on 
on 

on 

M--Mode Normatized 

86 

IVSdN 
LVIDdN 
LVPWdN 
IVSsN 
LVIDsN 
LVPWsN 

(0..290 - CJ.520} 
(1350 - 1..730} I 
(0..330 - CJ.530} 
(0-430 - 0.710} 
(0_790 - 1..140} I 
(0.530 - 0.780) I 

-·-·-·-·-·-·-·-· 

86 

·-·-·-·-·-·-·-· 

2D 

SAlA 
/lo Dian 
SA lA/ flo Dian 
IVSd 
LVIDd 
LVPWd 
EDV(Teich} 
IVSs 
LVIDs 
LVPWs 
ESV{feim} 
EF{Teich} 
%FS 

SV{feim} 
LVMaj:n· 

on 
on 

on 
on 
on 
ml 
on 
on 
on 
ml 

" " ml 
on 
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·-·-·-·-·-·-·-·-·-

B6 

·-·-·-·-·-·-·-·-·-·-· 

LV Mn::n· 

Spher-icity Index 
LVl.d lAX 
LVAd LAX 
LVEIJU' A-l LAX 

LVEIJU' MOD LAX 

LVl.s LAX 
LVAsLAX 
LVESV A-L LAX 
LVESV MOD lAX 
HR 

EF A-L LAX 

LVEF MOD LAX 

SVA-L lAX 
SVMOOLAX 
UJA-LLAX 

rn MOD LAX 
RVIDD 

RVIDS 

on 

on 
on 
ml 

ml 

on 
on 
ml 
ml 
RPM 

" " ml 
ml 

Vmin 

Vmin 
on 
on 

Doppler-
MRVmax 
MRmaxPG 
MVEVel 

MVDecT 

MV Dec SIOJN:! 
MVAVel 

MVE/ARatio 
F 
E/F 
A' 

S' 
IVRT 
AVVmax 
AVmaxPG 

PVVmax 
PVmaxPG 

TRVmax 

TRmaxPG 

B6 

-·-·-·-·-·-·-·-

rn/s 
mmHg 

rn/s 
ms 

rn/s 
rn/s 

rn/s 

rn/s 
rn/s 
ms 

rn/s 
mmHg 

rn/s 
mmHg 

rn/s 
mmHg 
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Cum 1nos 
■ 

Veten'narv Medical Center 
AT TUFTS UNIVERSITY 

Fostel" Hospital fut- Small Annals 
55 Willanl Sbeet 
North Gr.lftnn,. MA. 01536 
Telephone (S(m) 839-5395 
F.-: (S(m) 839-7951. 

hllp://we1med..1uls.edu/ 

Discharge mtructians 

Palell 
Mlmel, __ 86. j 
Speciei;:: Call"Je 

~-~-~_(Spr;w) PitBull 
llirUdali:. [ ________ ~~----·-· i 

OWIH" 
~--·-·-·--~-6 ___ • _____ i 

Mlres:L ______________ ~~----------------I 
Palell.D:439571 

AIIHdre a.t5rti l!i';t: ___________________________________________________________________________ , 
! i 

--~~----------------------__1 l----------------------C)idiJltw.it.~-----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
C lll!VTedmidao: ____________________________________________ . 
' ' 
i i 
i i 
i i 
i i 
i i 
i i 

; 86 ; 
!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

~ B6 !Vl9 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

ldrit ~---·-·- !3-.~----·-__!_µ_~7:33 FM 
D&la-ze BIEL_ ______ BG _______ j 

Dilpmes:: Dilaletcanimr;qah/ (DCM} withaqe;tn.eheartfaiue 

Diacnasfict151:resubandllhllp: 
o l.abwml.&-.=The labworlc:re.utsarep:nmig. 'M!wi11 call youwithihe!ie R!!iUl:s. 
0 ECXi:TheECGdid notstu,,, atyanhylhmasOI ecarrntilrl1Dlly. 

case~ ,·-·-·-·-. 
Thiri:yo.ab~~j_B6 jnb-eralmt:icnbytheTuftscadoogy~btHli b-le' 1HH1U,-dagru;edheart: d!iea§e. 

o. eiram1nmfJ._1?.~.!\1113Smvit atdakrt Yw nprtthtt!ihl! I!. dlng~J~_!nneand te re,pl'alury raemsbeal 
tietv.Bl18--24-v.ihm !tleis~~ ECli dd mt !hMan,arrhJthnia§j 86 "'3St.mlh~ slffll:t{h.nh"afta"he"ecam 
so !tie was givel 01edmeofU05UTlide. 'M!are1Jl~1oko:p h:roth::!r-anmt:neklt:imregm::natdatianNF. 
mibito"(BBlap-.1)1o ruh:e1hewoldoad onhE,- hiDt 

~athmE 
o We'IMJUd llle)U.11o o:ni~~[ __ B6 __ and elbt at tune. ilhllly ~~U'"ata~ 

dre.t. Thedmei: dmJg> wi11 h:!qistedtmed otthet.mlh~rab:!andelbt. 
!h'ealhng~ 

o n gmi:n. nu.t:dogswithheartfaiuethtt I!. 'M:!11 mmolledtmea h'ealhng~atn5td m1hiln30-34-
badh;; JH" ITWll.ti!. nalitilDl, theb'ealh~ e1bt. mtedby1hearunt: cl" h:!llywall rmtim 16:!db-mdl 

hollh, I!. Jany mnmal if heat fai"be I!. arimlled. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
o An naeme n heahng~ .. elbt: wi11 U!illilllymea-.1htt )UJ !hddg~~-~-~cij _______________ ~~---·-·-·-·-·-·j If 

dlf"wllybrmtlq I!. not ~ bv within 30-fiO m.uesafta" g~ elll(_ ________ ~~----·-·-JhEn weruutwr&ld 
1hat a redledi:exam ti:! sdmJled .....V0,-1htt yo.-dog ti:! eralwletbyanHTDgmcydnic. 
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o lleeaen.lru:tm5 b-~t.eal.-.g.andabmtot.$~tramcft.ealingratealdd't« chies,o-. 
the Tuftsl--leert5nat \IIIH)site (lttpf/Vf!!..1tbi..~ 

o WealsoWiri )U.11owabh b-'MBlrll5SD"oollapse. a ndu:tion n iffHite. ~COIV\ ca d!iteitioncl1he 
tEllyas 1heselni~ miratethatwesh:Jud doa nmedc8CillTIHlt:D1. 

o lfyo.1ha.re.nyan:am, plemecall D"hiw:!'V'JITd:Jg evalLBle:t bf a~ OI.-RTegeq"dniclsqe-.14-

~ 

lte:.taa.&oiled U---r:&#iw=: 

B6 

~ lte:.taa.&.datita.s:: 
F..-1he&st: 7to 10 alle"start:qi: mm:aticni:fD"hRlrt faiue\lllerm:wt1teldVRY lmletactillity.. l.BHI ~Olly 
Is idea~ andst..-t walfs;tostart.. On:ethehmrtfaiue Is betla"mrtmlleat ttHlsligttly ~waifs are~ 
l-lollllewe"", if )U.I mdttui B6 :Is lamqi: lelndD"news1D stq,ona wak111B11hiswas11D ~ a wakand!llme'-~ 

··-·-·-·-·-· 
areui!ielj n1he~ lqJIEtiweD"sbelu:ushffl01eEYadMt:ies~mueball ma.qi:,~ fast off..lm!II, m:.) 
aregaeallynot advriied a:1hls~ofhmrt: faiue. 

mr-;:  

lle::le::k"Vi!iils: 
AHDIID[hasbemsdeUedb-

....... 11ay :n.. 2019 at :l:OIHlwilll_ ______________ B6 _______________ ] 

lhri: yo.I us 111eme~ lll'"cadiology 11a15onat(508}-887-4696 D"Bllilil U!ta: 
~bsdmllqi: aldmn--eregmt:q'U3l:Dl5 D"lllllHl1§. 

..-ovu.mg with:-·-ss-·1care. 

PlemevisitOU""HeatSmilrt\llefiib:!brrue l'6JmBtim 
http;//M . .-h~~ 

Aau.,,._-.. ~r. 
FDrthe ~ty uml ~ing ef DUI" pdient:5, -,,,urpet mmt ~ had an enn;iinalivn byme r,/ wr~ wilhin the fD!il 
,rw-inDffkrlDoblai,Jp,r~m~ 

OnlniJg Food: 
Please mrdrw;,b ~ prina,y~ ID p,mar lhe rer:Dlllmrnded frl(5J. 1/~wilh ID ,-,r:bmr ~Jmdfrom m, 
~ mll 7-10,/ay5 in advu-=e c;tJB-IJB7-4629} ID ensu,r the /r,ad n: in 5fDd:. Altemafnr,t",. ~dim an be Dlflen!d /mm 
onlin-e nmih5 MIit a ~1Mna,yfffJlf7,ld_ 
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c-mrl Triik-
Oiniml tnak a,r .mnies inwm:hour~dor:IDl5-':wilh ,-,and ,,,_.-pet IDinw:mgulF a~~ ~s.s ora 
pmmising_. ff,,51 orfn,,alment Phlse ser ou,--'asilf,: lll'f_flllk,~ 

Ca;e:l__B6_i 0•111!1·::._ _______ B6 ·-·-·-· i Disdage~cns 
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Cummings 
Vetierinarv Medical Center 
AT TUFTS UNIIVERSITV 

c..-diok,r;y l.iaf>CII: 508-887--,4696 

! ' ! i 

! 
! i 
! i 
! i 
! i 
! i 
! i 

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

86; 

(~r~-~!i _ ___l 

l_ 86 _ _:Ye.-sOld Female ilSpared) Pil:Bull 
ero-}White 

c.anf"mlag Appamment Rl!part 
-Patient erralled n the DCM sllldy-

Dab!: 2/n.flJJ'J!J 

A~c_ Cai .... L _·-·-
i ! 

! 

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

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· _ ; 86 
Cm-clnlcll!}f 11!!:sicmd:: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

i 86 i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

~ T a:::hni --__ _F
i 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
i 

! 
i i 
i i 
i i 
i i 
i i 

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

 

86 ' 
!ltucmd: 86 ~ V'J!J 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Pn!:....ntilc Contd - ■L 

DCM 

General Mer& I 1mtmv: ,·-·-·-·-·-·-·-·-·-·-, 
Presented to ER for-d~~---·-· B6 _______ iOn exam.. wade IINI murm..-. Imo ~wed deaeased oontractility. 
m..-ked RH dilation, thi::kened MV and lV, 2+ MR. 
O reports dong 'lllllell at home snce disdlage 

Diet and~: 
PresaiptilII p..-na cardiac diet, eat:ng 'lllllell 
ax::onJt o ii to give medicat:ilII 

Cai-clai,a,:a- t&may. 
Pri..- CHF diagrusis? N 
Pr..-heertm1nn..-? Y 
Prio..-ATE? N 
Pru-arrhythmia? N 
MIIlitO"ng ~irat:ory rate and efhrt at hO'TM:!? Ye5, once a da,, a1Jlmd 1&-24 
Cough? CoudJed a few tines last nirtit,. ot~5e n1 DJUW1, sune ~ng 
Shortness of breath ..- diflicultymeat:hng? No 

SynD1pe o..- collapse? No 

FDA-CVM-FOIA-2019-1704-002989 



Sudden onset lanereiS? No 
Exercise into lerau:e? No 

a.rent Ml!di __ r::t'am _Pa_ liiibil: 1D CV_Systan: -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

B6 

Musc:le mnd"rtion: 
Nmmal 
MildrnR:leloS!. 

MDIH"ale radJexia 
□ Manet cad1exia 

Canlmra,:ah ~ml Ewn: 
M..-m..-Grade: 

Nine 

I/VI 
II/VI 
Ill/VI 

rv/VI 
V/VI 
VI/VI 

M..-m..- location/description: left .;p ical systolic 

Jugular- ...ein: 
Boton 1/3 mthend: 
Miltile 1/3 mtherwrlc: 

1/J. v.,ay 1411herwrlc: 
Top 1/3 mtherwrlc: 

Arter-'ial pulses: 
0 1MB: 
□ Fa..

.Go:xt 

~ 

□Homdng 
~d:!ficits 

□ ~paatnus 
CJt:te-: 

~~ 
□ Sn.fiilffl¥ffl)ia 
Q ltanatuebeal5 

□~ 
Q Tatr;.:arda 
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Yes 
No 
nlamittHrt: 

J\uiullHt 
ot:he--: 

Pumonary ~ents: 
~~ 
~ Milddy!iprlea with ernRTHII: 
0. Malkedd,-;plsi 

NmmalBV!iD..t. 

□ ~mddes 
□ 1AhlHE5 
[;I l..lJIH" a~ !ilridlr 

Abdominal eJCal'TI: 

Nmmal 

□~1y 
□ Ahbnilal mbn.im 

IJ Milda!il:ites 
0 Maneta!il:ill5 

ftaHena~ 
DCM-CHF 

DilL:n::ntial ---""a: 
Diet-induced DCM vs. pr-imay DCM 

Di die: .... : 'fJEdua....,an 
Oemtrypolie 
E<li 

lmalpmlile 
D elood~ 

[:;I Dialysis pmlile 
lluacicr.dofRh. 
NT-pdlNJI 

Tmp:Ilril 
□ ot:he--te§ts: 

Emfincinp: 
Heat rae: 128bpm 
P wave: CJ..06s- suggestive of LA enla-gement 
PR ..-tenal: 0.13s 

QRi: O.OSS- :511fmP'51:ive of ventricular- enla-gement 
R WiM:!: 4.5mV - suggestive of LV enlar-gement 
R-R intenal: O.ABs 

QT interval: D..2.0s 
car: D.24s 

ST segment: depres!im --0.2mV 
T wawe: negative (---0.AmV} 
MEA: +90 degrees 
Interpretation: sa1us rhytt.n with suggestion of LA aid LV enla-gemmt. No ventriw lar- DI'" atrial ~ 
lBlt:sobserved. 

AsseslilDBII: ... reaJllllllt!!llmlians: 

Patient impr-oved sin:::e discharge.. nDl'"fflal ..f)p!lite,. good energy level ..-ad re!f).-at:ory rate is '1.8--2.0brpn. 
ACE inhbitor" was started today (lClmg SID for- 3--4 days) and then increase to lClmg in the morning and 
5mg in the evening. unless patient does not tolerate this dose or- bloodwc.-k. ~ today reveals ar-ay 
kidney char-age that may need dose adjustments. Patient will IN:! on hym-olyzed d"l:!t (HA) until !h!"s 
through with wrrent bag ..-ad then will try the PmPlan SBJsit:ive Skin ..-ad Stomach. If !h! develops 
di~ on this diet, chent is instru:::ted to go back to HA. Recheck ~uled for- 3 months,. or- SOJner- in 
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case patient develops chni::al silJIS ronsistent with Mlrsening of~ disease.. 

Final Diacnmis: 
DCM - rlo primay vs. d"l'!t--indm:ei. 

Heat Faa.m! dassiliadian Scan!: 
ISA.0-IC Classification: 

□ 1a 
id. lb 

II 

[;i 111a 
[;;I 111b 

ACVIM Classification: 
A 

□ 01 
□ 112. 

C 
D o 
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Cumm·ngs 
Veterinary Medical Center 
AT TUFTS UNIVIERSITV 

Fosb!r Hospital fur Small 1,nimals: 
~ Wili..-d Sheet 
North Graftcn,. UA 01536 
Telepliaiae (S(m) ~ 
fill (S(m) 839,-7951 

hUp:/fvebnedbds.edu/ 
Rerenni:VetDirect LDe 508-887-49118 

~-tia! rl Pal:iad.Mnit: 

Da1E:L_ _____ ~!5 _____ _j 8:iJ5.;09._l\M _______________ ; 
Rael■" Dml:Dr.: ! 86 ag -----~-·----------·-·-·-·-·-·-·-' ! 
~■.-e: ! B6 i 
rilfi:at:■.-e: l __ 86 __ i ' 

ICase ■ D~ B6 ! 
'·-·-·-·-·-·-·-·-·i 

r·-·-·-·-·-·-·-·-·1 

Yoor-pill:Ent preello:I to ou- Emeryeiq 5el'lice. Please IDill:e nom of too fulowmg DlllllliDIII to fudLlle 
OOIIIIDlrimtion wilh our-tmm. 

-..e ~ dodDr is:[ _____________ 86 -·-·-·-·-·-·-: 
-..e reasaafaraillllmsii::a ID Ille FHSAis: DOI.-RIT~ OIF 

ff you hiNe aiy qlleSliollS reganmg tis pilll:imil'" case, please cal 508-887-4988 to rnilm too ECC Ser'lil:e. 
Irlurndion isupdilled dillr'~ by noon. 

Thin;: you fur-you.- refenilll to OU" Emeryeiq Sera:e. 
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Cummings 
Vieterinarv Medical Center 
AT TUFTS UNIVERSITY 

Fosb!!r lb;pitill fur SmillllAnmals;
~ Willilnl SIRd 
NorthGlalcn,.MA01S36 
Te lepluiae (SCB) 839-5395 
F..i: (SCB) 839-7951 

Wp:/fvelmed.tufts.edu/ 

I s6 I 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

! ______ ~~----·J 
MT-·1 

Female (Spayed) 

Pl: eu II BmwnJWhk 

~ 

i B6 i 
·-·-·-·-·-·-·-·-·-·-·-·-· 

·-·-·-·-·-·-·-·-·. 

Dea'L_ ____________ 86 ·-·-·-·-·-·-· l 

ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 

lh..-.t you.. 

j _______________ B6 ____________ j>VM (Reooent - a.diology) 
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Cummings 
Vieterinarv Medical Center 
AT TUFTS UNIVERSITY 

Fosb!!r lb;pitill fur SmillllAnmals; 
~ Willilnl SIRd 

NorthGlalcn,.MA01S36 
Te lepluiae (SCB) 839-5395 
F..i: (SCB) 839-7951 

Wp:/fvelmed.tufts.edu/ 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' ' ; 86 ; i i 
i i 
i i 
i i 
i i 
i i 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

!-·---~-~----] Female (Spayed) 
~-~-,Pl: Bu II BmwnjWhk: 
L ___ B6 __ ._i 

[_ _____ B6 ____ ___! 

Deai B6 i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

lhiDk }UI f..- rdarng~~~~~~~jff ~~~JMII ti.- pet1_ B6_ i 
i-·86--i~to1he Tuft5 m m[~---~!3-i(J signilirant r!M)l"alury dstre&. ~wa. ~-~i,IQhmd-______ , 

'-~ibe_!iH:OMhy 1D _dlalm ~(IXM).L!3~~~]Nas slah1i!ied withDtffl811mapf, L.-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-l 
(_ _______________ ~~----·-·-·-·-·-·-·-·}iws mmlled no a re5Hlldl pojed: with otS" caniology 5B'vice iwe.tffiti"ig ..-. a550ciation 

l__belwen_lXM and dogs.~rn_~ liet5.. She ms-~ v.ell end wa. lhtaeaJ ot·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-_] 

n 

rnI]msa nmed: .....-mnmtsdeUed wilh[~~~~~~~~~~~~i3-~~~~~~~~~~~~~] Re!iilhlt .. Clldologf, m1/n/J!J. 

ff)UI hiwe iDY ipetilms_. ..- mmnns.- plea!E mnlid us at S08-BH7-4981L 

lhiDkyou.. 

L_ __________ ~~---·-·-·-·j BVSc (Reidmt - Emergmcy & Oiiml Cise) 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

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

To: Cleary, Michael*; HQ Pet Food Report Notification: B6 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Sent: 2/25/2019 12:17:08 AM 

Subject: Earthborn Coastal Catch dry: Lisa Freeman - EON-380720 

Attachments: 2063120-report.pdf; 2063120-attachments.zip 

A PFR Report has been received and PFR Event [EON-380720] has been created in the EON System. 

A "PDF" report by name "2063120-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 "2063120-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-380720 
ICSR #: 2063120 
EON Title: PFR Event created for Earthborn Coastal Catch dry; 2063120 

AE Date 02/01/2019 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age i B6~ears 
·-·-·-·-·-·. 

District Involved PFR-New England DO 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2063120 
Product Group: Pet Food 
Product Name: Earthborn Coastal Catch dry 
Description: Annual RDVM visit identified murmur. Echo done by mobile ultrasonographer showed DCM. We 
evaluated as part of study 2/1/19 - has DCM Eating BEG diet Changed to Pro Plan Weight management dry and 
we will recheck in 3 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 

FDA-CVM-FOIA-2019-1704-002996 



Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Earthborn Coastal Catch dry 

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

Owner information 

86 
; 

! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i US A 

_To view this.PPR Event, __ please_click_the_link_below: 
: 86 1 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

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

!·•==·•·~~-----------·--y-•------------------------------------------------------------------------------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: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat ion;[_ _____________________86 ·-·-·-·-·-·-·-·-·-·-·___ -___i 

Sent: 2/24/2019 10:36:57 PM 

Subject: Fromm Large Breed Adult dry: Lisa Freeman - EON-380709 

Attachments: 2063117-report.pdf; 2063117-attachments.zip 

A PFR Report has been received and PFR Event [EON-380709] has been created in the EON System. 

A "PDF" report by name "2063117-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 "2063117-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-380709 
ICSR #: 2063117 
EON Title: PFR Event created for Fromm Large Breed Adult dry; 2063117 

AE Date 01/29/2019 

Best By Date 

Animal Species Dog 

Breed Poodle - Standard 

Age 16 Years 

District Involved PFR-New England DO 

,., 
Number Fed/Exposed .) 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2063117 
Product Group: Pet Food 
Product Name: Fromm Large Breed Adult dry 
Description: Murmur and arrhythmia ausculted by RDVM. Echoed by another cardiologist who referred to us 
for study. Eating Fromm Lg Breed Adult (not grain free) so unclear if diet related. Screened other 2 standard 
poodles in household eating same diet and their hearts were fine. Owners have changed diet for all 3 dogs to 
Iams Mini Chunks and we will recheck in 3 months 
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: 3 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Fromm Large Breed Adult dry 

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

Owner information 

l --·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-, ·-·-·-·-·-·-·-·-·-·-·-·-·~ -·-·-·-·-· 

l _____________________ B 6 ·-·-·-·-·-·-·-·-·-.J us A 

To view this PFR Event, please click the link below:
! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

-·-
 
·-·-· 

__ To_ view_ the_ PFR_ Event_ Report, gl ease_ click_ the_ link_ below:_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--

! 86 I
i ! 
t--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

 

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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Cummings 
Veterinary Medic~I Center 
AT TUFTS UNll/lrnSITY 

Foster Hospital for Small Animals 
55 Willard Street 

North Grafton, MA 01536 
(508) 839-5395 

All Medical Records 

Client: 

Address

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

! 
! i 
! i 
! i 
! i 
! i 

 
B6 ; 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Patient: [ ____ 86 ___ : 

Breed: Poodle 

DOB: :.__ ____ 86 ___ ___: 
Species: Canine 
Sex: Male 

(Neutered) 

Home Phonei B 6 ! 
Work Phone: i '-•,-•-·-·-,-·-·-·-·-·-·-·-·-·-·· i 
Cell Phone: ( _) _-__ 

Referring Information 

86 
Client: 
Patient:

:__ _________ 86 ·-·-·-·-·-j 
 l_ __ 86 _ ___: 

Initial Complaint: 
Scanned Record 

Initial Complaint: 
Cardiology New - per Dr. Freeman 

SOAP Text i B6 ! 9:52AM - Rush, John 
L---·-·-·-·-·-·-·-·-•-•-" 

Initial Complaint: 
:__ ____________ 86 _____________ ~ Blood draw and ECG for DCM study 

Page 1/24 
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Client: 
Patient:

r•-•-•-•-•-•-•-•-•-•-•-•-•-•,. 

i i ; 86 ; i i 
i i 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-j  

Disposition/Recommendations 

Page 2/24 
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Client: 
Patient: 

: B 6 j 
l_ ________________________ j 

Page 3/24 
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Client: 
Patient:. 

i ! ! i 
! i :._ _________________________ ! 

8 6 
 

Cummings 
Veterinary M1e~ica I Center 
AT TUF TS U NIVERSITY 

Foster Hospital for Small Animals 
55 Willard Street 

North Grafton, MA 0 1536 

(508) 839-5395 

Client: i B6 
L--·-·-·-·-·-·-·-·-·-·-·-·. 

! 

Veterinarian: 

Patient ID: i_ ___ B6 _ ___: 

Visit ID: 

Patient: 
 
___ B6 _ _k  

Species: Canine 

Breed: Poodle 

Sex: Male (Neutered) 

Age: L_B6 __ !Years Old 
!Lab Results Report 

Accession ID: 

!Results 

stringsoft 

;
!

!Reference Range 

4/24 !._ ____ B6 ·-·-· i L_ __ B6 ___ ! 

Printed Sunday, February 24, 2019 

Vitals Results 

l_ ____ B6 _____ :49:26 PM Weight (kg) 24.0000 h 

Patient History 

·-·-·-·-·-·-·-·-·-· 

B6 

-·-·-·-·-·-·-·-·-·-·-

12:06 PM Appointment 

08:30AM UserForm 

08:30AM UserForm 

08:38AM UserForm 

09:06AM Purchase 

01:49 PM Vitals 

05:45 PM UserForm 

04:01 PM Appointment 

86 
Page 4/24 
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Patient History 

il 1:34 AM Appointment 
 
 
 
 
 

 
 

 
 
 
 
 
 

.

;
;
;
;
;

i09:24AM Purchase 

!09:25 AM Purchase 

 
!09:25AM Purchase 

!I0:31 AM UserForm 
;
;

i05:20 PM Appointment 
;
;
;
;
;
;

!05:47 PM Email 

!04:30 PM Purchase 

B6

·-·-·-·-·-·-·-·-·-__

B6 

Page 5/24 
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Cum 1ngs 
■ 

Ve1erin1arv Medical Center 
AT TUFTS UNIIVEASITY 

' ' i i 

i i 
i i 
i i 
i i 
i i 
i i 

L~,~a·aJCY·-·-·-·-·-·-·-j 

; 86 ; 

! j_ ___ 

:1rsr"f 
..,. _________________ 86 _! !Male(~.........-·~ ~ 

STANDARD CONSENT FORM 

I illlltheOll!llw, o- illfPd:b1heOll!llw, ofthealnreil3il' letanmal indhwethe aulhoily1o ecelleOiriifl'IL I 
teeiJJcuh:Jrize1he~Slhml ofvelHl"afMedimleat:T~unille!iity(teenalbr~SdDJ~to 
~ h! b trtYlTart of said illliTBI aann:tqi: 1D 1he .. llmvngtmns ind onltil::n.. 

Cmnwtg. Sdool and rt5olfi:R5, agmt5 indm.-~ wi1I ~s.m wmnryrrelcal GH!as"lheJdBrl 
rBil501able and .......... iate mde"the ~ 

Cmnwtg. Sdool and rt5olfi:R5, agmt5, and~ wi1I u.eall remonable mren1hetnm"Tartuf1he~ 
mn:uted illliTB~ bu: wi1I nrt: be liable b" aty loss IX acci:lsil 1hrt: ITBJOOCU'" o-q dwt5e1hrt: rmy ~ as a 
re;ult of the ca1'! an:I trt:11btart ~ 

I u-mslaidthrt:thealnre ilht:ilie:tanmalfflilf be1rHr1HtbJCillmngsSduJISUH15 U"m tl~~i:Jncnt 
.m:istn:eof~Sdrn !itllfrrenhn. 

n ee:1.tqi:1h15hm, 1 h:nbyeape.sly~1hatmcs, hRlelit5 andattenat~bmi: oftrt4rtartha.e 
h:H'-.eiplanld1o ITE. I mdesland !iaid~D\, ind I Oiriifl'IL to1HBlmmt. ~ .nyadit:imal lrt:11lnets1J" 
dagru.tic5~reqwed~theamruedcareof myanmal, I u-mslaidthrt: I wi1I begn,u-.1he(ff)D'hnly1o 
dswS!i ind aRimL 1o 1h5e addtiol 111 pu:ebei. I mdesland 1hrt: bther-OI'" addt:imill 1rt:ftl1 art may beretJ.-.:d 
wilhmt:an(ffD1uliLyb"d'DMi:JnandlDll'iidRirt:mby~ ntheG111eofthe~ of q I~
HTftUB"IIY ~1he Oill.n.et mreof my illliTBI and I eap~ an.mt:to all !iUdl l1HiUlilbletrslart as 
'8'Ji"ed. I realin::!and mdesland1hat H5Ulscanot: be~ar1b:Hi 

 

If any~ 15 left wilh1heanima~ it: wi1I beam=ped withthe~thatCltr1t~Sdlool M"iU'Tle'i:no 
re;pom1,mty uany 1o2. oJDf.lPTHIL1hrt:rmy oau-. 

I ~ pidl: 141the anmal whm rotffied 1hrt: it: 15 read/ relmse. u 

n1he euert:theillliTBI 15 mt: pidlet141, and iftm (10) hweeapl"edsn:earegl!iteed kt1H"was!iilrt1o1he 
artte.s give'I ~ mt:ifyng me1D call utile illliTB~ 1he illliTBI fflilJ be !iDld o-ohBwi§p tf,p::Ket mn a tunarie 
rmrner-and ~P'lJIH:ffl.3RJlied1D 1he marge. Dlllm n ~ andtrmtqi: 1he anmal. Failu-e1D ~ !iaiit 
illliTBI wi1I not: and d:Je§: nrt: miew:! rre lun mligation u1he mst5 ofsmril:e. radnd 

di¥-

I hedlylJanl1o1heCUTwnqi:sSmool ofvelHl"ay MeimeaLTulls Uniulnit:y, itsollicer5and~ 
(oolledimy nferedtoteenas ~SdEOI). and its agan andassign5(theGrar1te5) lhe irauablervlt51D 
~/~theqe-aliond'"pnl(DUe1o beJUbnet, ~ ........... aeandolhewi!ie u;e!itrll 
~ and magesb", and n anlll:Li:nwilh, a~ neica~ sderltific. edu:atimal, ind~icily 
JUIDif5, by.nyllHlrl§;, mi:ttot;;and rreia (pnrt:and ele:tn:Jnq mwlnmwlo-, n1hefw.e. ~that1he 
Gr.lnll!E!d:Hn!. iflll'l41riate(polided1hat !iUlh ~ and magesrmymt:beUied nu-polillD"f1tetials, 
..-.k!.sstrll IDTWTHlials ae pJblicimgedu:atimal JllOIJ3IT1!- at Cmnwtg. SdDJI). Asrrelcal ind!Ugical1nm'Tlml 
ne:e!'ltilali51heramval oft~ cells, lluidso-botf paru:ofmyanmal, I ~1he6rane51Drfopl!ieof o-me 
11113etiwJE5, cells, lluidsDl'"bot/ pam:fo-!iDEl'ltilicanrl Edraioml JUJH1f5-
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I .. dsstaidthrt:a RNANCE OIARGE Wl11 bean,lied1o all aa:ons UlplitallH-30 mys. The FINANCEOWKE i5 
a:np.mt cna mrtNy ~ofl.33%pR"nuth, 'M1idl i5 .n .nrual J)EID:rtaeerae ci"1.6%an,lied1othe.r.uaee 
daily bae 1:e oul5tlnd~ with a mninlnl ft of$.50.. 

I do htte" at,eethd: !hJuld .nypi¥THlt. o-1he full 31TDH ci"the!iUTI statet ~ be:mE 1Mm1.Enue1hiln 10 
days nmthe~ 1.p:111t11Eci"pi¥THII: o- pril)ITIRlls, thelrtire baa.:eshall bemrril:h-et llli!taljt .nd 
~ dJeand pay.t,le. I ulher"..,-eelD be~firanyc.-~ ........_■ .igmcy-awJ/o, allla■■ey fa5 
Rl'Ce'iSarYIDa:Ad:thefull......._ 

I dohtte" at,ee1DID'Tpy wilhhor. ci"vl!iilat:im i1 ~imwilh(ll'"l-l:rptll's pilqr. 

I hiNeread, ..,ds!itaid, .nd at,ee1o 1hetems and mnltims teen 31DtJ1: 

Clwrlin mmed B6 ] 
L--·-·-·-·-·-·-·-·-·-·-·-·. 

Da1P: [ _____ B6 __ j 

___ OMIB"s_ ~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·_j 

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

i i 
i i 
i i 
i i 
i i 
i i 

!._ ______ lpll!____ z -·----------------"i 
; B6 ; 

•u.e~ .... .u..;thea-■al ii~ alher-tl■antl■elEpUIWIB'". 

p&Se~thepmtim■ ldM:: 

The DIIIIIIR" of1he .nma( __________ B6 _________ ( ha!. IJ3ffld ITI:! adtuity1D d:Jta.-. ITHl"ral treatmmt: and 1o bot 1hi5 DWIIB'" 

1D pay~wete'i"&y'nmiral sevim5 polidedatcm-m~SdDJI ~to1he1mm.ndo:ndtil:nidE5atet 
ah::a,e 

ldh:Jrized.Agat:- JJll:me Fti1I: llgtrt"s Sptue 

stnEtldiess 
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Cum 1nos 
■ 

Veten'narv Medical Center 
AT TUFTS UNIVERSITY 

Fostel" Hospital fut- Small Annals 
55 Willanl Sbeet 
North Gr.lftnn,. MA. 01536 
Telephone (S(m) 839-5395 
F.-: (S(m) 839-7951. 

hllp://we1med..1uls.edu/ 

Discharge mtructians 

Palell: 
--.e:i ______ B6 __ ___: 
Specieii:: c.nne 
Bf¥Male(Nlllned) Fmde 

llirUdale:: ~---·-·-· B6 ·-·-·-· ! 

Ownw 

Namli ___________ ~-~---·-·-·-·-i 

Alllres: ! _________________ B 6 -·-·-·-·-·-·-·-· I 

Palell:md B6 ] 
L--·-·-·-·-·-·-·. 

Atludr,gcadrt! 

.---·-·-·-·-·-Jom E. RuihmM, MS"-DAOIIM (Qlniokffit ~
r: 

 

! 86 ! 
i ! 

~- -c-·• .. -'IC-......;...:·-·-·•=-::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::::: i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

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

r-Te6 1 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Almveteirey Nwitmi!it Li!la Fl1Hmn 

S1mml:: [_ _________ B6 -·-·-·-·-· ~ 
o--. 

ldril:DillP.:i B6 !102728AM 
lliK:halJle DIE t_ ___ B6·_·-·-1 

~ Dilatet cant~ (DCM) with~n.eheertfaibe, Vfflliwlar-an'hylmjas(\'Hllrilllar"~ii\ 
~hU3Tinn,!h.-tnfl5cl"~.nt¥ffl)m 

Cl!ie ~ -·-·-·-·-·-·-·-
Thiri:yo.ablrtfl-.JL. __ ~~-JtoTultscantiokigySov~bevalwtimcl"hr. delet~(DCM). lhr.d!lm!ie r. 
m:irea::1Tn1Dn n ~and giant hn!dmgo;: aid r. lhar-..mLM:t hfthnl-.J cl"thew:alk of1heheat, mh:mcniac 
JUT.- lin:tiO\, aidRllartpnml: of1helfl)El'"damers cl"the hBar-t. Miny mg;: 'IMl:hlXM wi11 aim ~~iil:ant: 
anhyltmasv.t-.ih Cill lE I~ andalsorepenetiGll ~ If p1not~thll1 B6 i~ 
rater. fi151e"1h.-i rumal at tunewewill Wint:to hinledlE5l:Jr.1YS-t.mni B6 f al5Dhave!iOlle~-iliyil■-ili"as lhatare 

L---·-·-·-·-·-) 
lilcely'~tohr.heertdl!iiEmie.. Wewi11 lE ~hmm !i0llennii:at:imsto11y1n lmt:1heanhfthnia';;thrther. 
~ We 'MUd llle1n ~. ______ 86 ______ :dietand~povite:t~ dEtay lttll"fnemtil:ni lEbw. 

Diiou;ticte;tre;uh and liidics-
0 khxa-.... .-. ~lhe walk cl"the~ cl"hr.heert are1hDH"1h.-i nonnal and hehr. rmum 

lllilrad.ile lmction. lhe left 'IHllride aid left ariun are dlatHl 
o KXi~TheHli ~arrhJthniasthrtarermatly~n oignlut:thne.-ealm:sonelion1he 

~tHllldHTm..swelL 
o LIIMul ~Wewi11 call p1 'INhm ~harethe reil.1115 cl"hr. blo:dr.uk. Mmtofit~~badc 
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1orrorow, h.t !iUl1E or it wi1I tae a \IIIIH{ O""soto rebnL 

llmlillrmgat-..ie: 
o Wev.oud lile)U..1111 m:nilD")OITdlg's ~ rali:!antelfotathmP, ilhlly(bngsleq)O"atatm:!ofre!il:. 

lhedJsesof~wi1I h:!adp.tetbziedon1he~raeantelbt. 
o n gaea. nu.t:dogs withheertfailuethrt: r. v.ell anmlled tmea t.mlhqi: rab:!at re.tot~ 1hln35 tnHh. 

per-~ naddtiol-. the bmidhqi: e1bt. mletby1heanont:of"belly"Wall rmtilxlUiBt i:Jreadlt.mlh, r. 
&nyrnnmal ifheertfaibe r. mnmllei 

o An naeme il t.eahngrab:! Cl'" elbt wi1I U5Ui1llymea-.1tut ';U.I !hiudgilleanexlra d:l!ie of"bUiBta (lasiJc). If 
dlf"rullybrmthqi: r.nct ~l'I' wilhin30-fi0 mnieSgilleamlho-~ ant if afur~ 2dJsesol' 
bmenideth:n~re:onm:nlthrt:a rehrll:eiaT1 h:!!ideMedand/oihd:~d:Jgh:!ewudetlJl'an 
RTHgRq"dilic. 

o lleeae nmu:ticn u~ ~and a bmto~ ~tradl:of"ITIHhngrab:!aldd't« m;es. m 
theTuftsl-leartSnat Vtld,site(ltlp-//va~~ 

0 Wealsowant: )U..11Dwabh u'IIIIHlllnl5sCl'"oollapse. a ndu:tion il iffHite. ~COIV\ 0- dste'u:.1of"1he 
belly as "lhese&d-.,. miratethatwem:ud doa rnfledc:ecamnat:01. 

o lfyo.1harea.yan:om, plemecall Cl'"m\e)OITd:Jg evalwleJ lJl'a ~ 0..-RTegeq"dilicr.qei14-

~ 

86 

llEI" sa,.---tii:ms:: 
Dogswithheert&ibeaaimuatenuelud ilthei'"body iftheymt ~aTDlrt5of !iDIDYl(sat). Sohnc.nh:!bnt 
il all i:nt;;, bu: sonefom are I°"""" il !illduntt...-. olhn. ~ JH1IEH5, JHl)leb:d., ant~ Uiedto gille 
p11s dtmhin.enuemun1hln r. d5iilhle- ashe:!l:ttBt:IR'-"il~nlorl"il:dun1HH5 ranh:!hntmthe 
Hmr1Smart Vtld, sile(http-/~Mm:/det-J) 
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YID" dog's '6.lill det:mayal!iD harerTKie !i0dun1ha-1 hlll"f1tellht v.1ewanthllitu1Da:n:~ea:m,\e-runul 
det: lrthelnt: 71D 14-dly!;;sov.,e can ~st.ehe IS~ netiratims we~ tut:altff1hrt:~v.,e~ 
rHD11teid slor.ily mrotu:qi: me of1he ln-M!r-mun des mthe ~ 11§1: (25%of1he w det: and 75%old det: 
b"2-3 dlys. 1hm 5050, eb:.). l-1:Jfdllly ~ cal md a dietm1heli§l:thrt "VDT doe lile.toeat. AIIHRltivey, if p.aae 
attafet 1D1hellllHll: det:yo.acan re;earm1heannmci" mun n1he det:to lnlle1ha:1hesoiun1Dm-t tssma
to1ho§eonthe li5t.. 

o lhe FDA IS curmt:ly nve;tilJllng illiilJfJill'Bll .m:ociatil:n bet.-MB-.dietand at'ffEofh151rtdis&l5emlleddlalet 
13dmT¥JPillhy. lhe ema: GU!ie IS !ih1 I wEleer:, tut it iflHll'S 1D be il2ilJCiaed with h:uilpediets and1ho§e 
antainng emtic ~ D" are~ Ueebe, v.,e are curmt:ly ~thrt mg. dJ mt ea: 
"lheie"lffES of~ !·-·-·-·-·-·-·-·-·, 

o Were:orWTHJdswildlq_ _____ B6 ____ jtoillRTllmill det: rmdebJ a veJ-e.tiblmeJ~ IS mtgran-he 
anddo:5not mnlan atyelllticilfJeiEn:s, !iudl a§; karpm, did. !arm, \Uli!DI, lmt:ils, p:g;;, IHn., tufalo, 
~ioca,, barieJ, and dwipeas, 

o lhe FDA mm astatnnmtn:w-migthis lwE 

(titps.//www.~~3305Jdrn) alda l'DHlt: a-tide 
pjllmedhJ~- l..i5aFrtHTlih mthE!Cmm~Sdool\ MliuiJlogyblogcalblhlrelf)lan1he5e~ 
(titpf/veJwrnm.~a-brdet--hBt-rM-OHelrt-dl!ilme ~~
d:ic~ 

 

o CU-nwitil:ni§ts hweamp1eda 11§1: ci"dog hld;;thrtareg:otqtuislrdog;;wilhhellt: ~ 

Illy Food 
Royal Cril Eatycardiac(vmrtay dB) 
JvnaJJlo Jllar-.WWeight:M.nagerimt 
Jvna JJ1o Jllar-.BrvrtMndlwltSrnall Dreet Fonua 
lam;;Clum; 

QJtims: 

canet Food QJtims: 
H~l"s Somo:!Diel:W 1-6 I-IR!lth/CU!.ne RDaslHt Chum, c:.ntI, and~naf-.Sler.l' 
Royaleril Matuea+ 

If 'V(ITdog hlsSJH]al nwit:DBI nlHisO"rEf1Jn5 a h:nlel:dcetdet, ~hlll"fl"TH.t~ !ilhEd.llean......-ilrtell"IRlitli 
cu-- ruritimi§l:s (508-387~ 

~ R&.uaaM½.dalim.s:: 
Wel'ODTWTHld lmlet a:t:ivily. l.lmhwalmgmly IS idea~ andsh:Jrt: wall5tostlrt. ~illeo-slrau:ushiJflmE!BJ 
activities (n:pmt:ille ball dBsng. IUTil"lgfifit off..lea!I\ eb:.} areOB1E13llynot.drl!iHt at"lhis SGV! ci"te.-t iliue. 

lte::he£k"Vi!iils: 
lhri: yo.a b"HTOll~-----~-~---·Jncu--d.-iical stud/- khlly._ ____ ~!> ____ _iv.ud ~anECG(D" ... Aile:o'~ !Hll:1ous) ... 
arorntv.o 'lllll:Bl5on:ehehlshad ~tinemtheant:Hnhflhnicneii:atiln. ttv.udal!iObelJBilt if pIJr:anmlan 
an AlilNDll"reamt!: ii__ ___ B6 ____ this an EplS()IE ci" mllape O"ah'umal h:hanl::I'-. 

An:rlledc: ci" liver"values, kme, values, and eledmlytes IS l'DllTWTHllht n 2-3 'lllll:Bl5 and1hm aln.t 1nu.-. ahr tlllit:, 
!ill v.,e cal ~anf¥!m1hel llle'"values, kmey values. aldpmm;un. lh1Sr:anbedmeat 'V(ITJlfflHYCille 'IHH'i'&ian. 

i ____ B6 ____ fF5'1~1Dhavea • ....-llaa41o"eatTuftsmalmll:3...ths..Wew~lpRfomanedo,EOiand 
bkxJdirlolc: atthistne 

lhri: It plea.u'e1o good 111erie 
aria:i cu--cardiology liaismat(508}-387-496 ocDnill1 U5at ~ lrsdlldulng and n:n-8'TDgBll: 
(J.IE5ti015 D" IIJHHU•. 

yo.a b"mru.mg us witht ______ B6 _____ icare! was a ID:H:yoJalltomyandhewas a,ey my. 

Pleme mil OU'" HeatSmart \IIHfiib:! b" rrue DDIITBlim 

http;//'11'3:.twls.~ 
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ftdLI.,_., ~Din::lJi.r. 
Fortbesafelyaml -11-being ef DW"pdienb, your pet mmtbai.Eo bad an -inalianbyme af aH"~ wilhin tlie past 
>HH""inon/erlDoldDinp,r:saiplionmeditmions.. 

Onlmarg~ 
Pleme me~ wilh ,vu--,,na,y~ ID pwmar lhe reammended fiet{s}_ I/ ,vu w&IJ ID ,-,,:hme ,vu--jwd from m, 
~ wll 7-lOda,5 in~ Ci(JB--BB7-4629J ID emu,r tlie Jood&; in~ Alletnmnr,t-, ~dim an Ir rJtdetR//,om 
onlin-e ~wilh a ~lffimltyfffJlfNIII_ 

c-mrlTrilE 
Cliniml tnak arr .mnies in whidt DW"~ da:IDts -,,I: willJ ,vu and ,vu--pet ID~ a~ li5ease ~s.s ora 
pmmisingnew~5lorft~menl. Pleme see o..-~~ IIR.full'5.~ 

IM:hagensnmois: 
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Cummings 
Veterinary Medical Ce1nter 
AT TUFTS UNIVERSITY 

.-•-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
i i 
i i 

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

; B6; 

I ss I Male(ll.lc. ............ 
'-·~-----~·-·-·-·-·· -~ ~ 
carwie~--~ 
JJatiEnt D:l_ ____ B6 __ ___: 

QJl5ide Presaiplim Log 

L DillE:i_ ___ B6 __ __: left De1ii1!Je m1 wicelmiil ill: 5:15pm 
~:JomRam 

. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Si 
.... -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .... -·-·-·--""·-·-·-·-·-·-·-·-·-·-·-·-·-·-n.----·-·-·-·-·--·-·-·-·-n.----·-·-·-

! 86 .... ·-·-·-"""·-·-·-·-·-·-n..----·-·· 
! ;i 
! ; 

 
! i 

C £1:~J.:r~:-:~~::::::::::~~::::~:~::::1------------J • 

Z. Dille: [ B6 mesmge ill: 8:56ilm 

~ 
.- ~-i.6iii·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B6 
. 

i 
I : 
; Philnnilcy sart ~: ___ __l _________ , Bli ________ J nooe l_ _________________________________ !3-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_] ; 

Con1)leled by: :_ ______ B6 ______ j 

Orign of request: 0MB" price ...... g 

:Mt 

3. Dille: 

~= 
Pleiuiplioo: 
Philnnilcy sent 1D: 
a.q.lelalby: 
Origm of rapiest: 

4. Dille: 

~= 
Pleiuiplioo: 
Phannilc:y sent 1D: 
a.q.lelalby: 
Origm of rapiest: 

5. Dille: 

~= 
Pleiuiplioo: 
Philnnilcy sent 1D: 
a.q.lelalby: 
Origm of rapiest: 

6. Dille: 

~= 
Pleiuiplioo: 
Philnnilcy sent1o: 
a.q.lelalby: 
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Origm of r&fleil:: 

7. Dale: 
~= 
Pleiuiplioo: 
Plwnw:y sent 1o: 
a.q.leledhy: 
Origm of r&fleil:: 

8. Dale: 

~= 
Pleiuiplioo: 
Phannacy sent 1o: 
a.q.leledhy: 
Origm of r&fleil:: 

9. Dale: 

~= 
Pleiuiplioo: 
Phannacy sent 1o: 
a.q.leledhy: 
Origm of r&fleil:: 

lO. Dale: 

~= 
~= 
Phannacy sent1o: 
a.q.leledhy: 
Origm of r&fleil:: 

FDA-CVM-FOIA-2019-1704-003097 



Cummings 
Vetierinarv Medical Center 
AT TUFTS UNIIVERSITV 

c..-diok,r;y l.iaf>CII: 508-887--,4696 

! ' ! i 

! 86; ! i 
! i 
! i 
! i 
! i 
! i 

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

(-::n=: nlc.!:.e--i 
l_ __ B6 _jre.115 Old Male (Neulered) Poodle 
Be~ 

c.anf"mlag Appamment Rl!part 
Enrolled in DCM Sludy 

Dab!{__ ____ B6 _____ J 

Mtadnc:OlnWacist: 
.---·--J~_IJ_~.R~~--OY..M ... M_S .... __ QACY.JM __ {~~l~--oo,cyECC (PRNARI) 
1 ~ ! I 
! i 
! i 
! i 
! i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

86 
~ ll!sicmlt:;.:::::::-·-·-·-·-·-·-·-·-·-·-·-·-·-·-  ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! B6 ! 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

~ Tshni __ -___ □- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
! i

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

 86 ;  
 
 
 
 
 
 
 

Pi'ballilc Contd - IL 
i ~--·-·-·-·-·-, - - -

DCM di¥I9~ 1/2!1/19 by B6 t, ___ B6 ___ !but asymptUT1at1c:). Eatng BEG diet x 3 years 
·-·-·-·-·-·-·-·-·-·-·-· 

I 86 I 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Canaamnt DisBlll!S: Artt.-itis 

Genenl Mr½ I lmtmy. Uver- enzyme elewation 

Diet ..I~; Fromm Large &-eed Adult my 

Olnimra,:a ... ~-= 
Pri..- CHF diagrusis? ni 

Praheart m..m..-? ¥5 
PraATE?no 
Prio..-arrhythmia? yes 
MIIlib.-ng re;pr.it:ory rate and effort at hDTie? ni 

Cough?~ 
Shortness of breath o..- diff a1lty breathing? ni 

Synmpe o..- coll4')se? no 
Sudden IIlsel: laneness? chrnn i:: lamerESSand VlleakrESSback legs 
Exercise into leralce? tim ited by .j,ove 

c..rent Melli st'rm Pu lilw..111: 1D CV Sysmn; 
.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
1 86 'i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
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.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 
i ! ; 86 ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

o.diai:: Physical Cwninmala: 

Genr-11 PE: Thin, WM,. pisterio..

wealcness 
MM Col..- and CRT: OK 
BCS {1-9}: 4 
RW(kg}: 24..0 

Heat rate: 150 

lespiratory rate: e141neic vsm ildly ~neic - 28 
Temp (if possible}: 

MU5Cle cond"rtic..-a: 
Nmmal 

□ MildrnR:lem 
MDH-ale radJexia 

O ManetmEXia 

a.nlawa'CI- Phpiml Exmn: 
M1.-m..-Grade: 

Nl:ne 

I/VI 
l!/VI 

□ Ill/VI 

rv/VI 
V/VI 

□ VI/VI 

M..-m..- locatic..-a/desaiptic..-a: left ~ i::al 

Jugular- '111:!in: 
Botton ci"thenedc 1/3 
Miltile 1/3 ci"therwrlc: 

1/.l. way 1411herwrlc: 
Top 1/3 ci"therwrlc: 

Arte..-ial pulses: 
D 1Mm 

Fa..-to 
6o:It 
SmqJ 

□ Domdng 
Jul!.e~ 
~p.r.D)IJ§ 
CJt:te-: 

~~ 
Q Sn.fiilffl¥ffl)ia 
~ Franatuebeat5 

□~ 
Q Tatr;.:ania 

GallOJ1: 
Yes 
No 
nl8mittffrt: 

J\-uu.nm 
CJt:te-: 

Pumo~ ~ents: 
~ 
Milddf-iplea 
Malkeddf-iplea 
NmmalBV!iD..t. 

D J\Jmmlill'ymddes 
□~ 

lJne"anla( !ilrilb-

Abdominal exam: minimal exan 
Nmmal 

Q~ly 
Q Mild ascites 
[;I Marlleta!il:ib5 
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::.i llhbnilal d5tmsim 

PmHems: 
Pri..- OCM,. anhytmiia, +/- coul#i/gag from la.-yngeal disease vsoth::!r-

Ci dic:pla: 'fiEdrn.tflvan 
lil: ChlmstrypoHe 
l:J E<Xi 
Id. Imai profile 
!:!. Blood~ 

Q Dialysi§ pmlile 

Cl lluacicr.dofRh. 
NT-pdlNP 
Tmp:Il.-il 
~115ts: IXM stud/test~ 

86 
AsseslilDBII: ... reaJllllllt!!llmtians: 

DCM with VPCs and APCs and SOTie runs of SVT and ventriru lar-tach\1(3'"dia. S~ed: ~ coul#i/gag is 
related to more chronic laryngeal disea5e., but the! dog is breathing with slightly more effort th..-. n:umal 
at rest. DCM may be related to d"~ ..- ma, be unrelated. Re::on~~-~inuing: B6 !{but maybe 
at 6.25 since maybe anhythmias more frequent now th~--~ B6 ~ vs day-trHlay-uiaiiiin ?}, give 
uosemide if dr-flrEa develops,. ideally start low do51J 86 !if to~-{p::rta2iium is a bit high on recent 
bloodwo.-k so wi II h~ to watch th is serially too). The.dog has enoudi .nhytmi ia that I V110U Id l'kely start 

an ..-.tianhytmiictoda,l_ ___________ '?._~----·-·-·-_j might beth:! choice, but the! dog has in~.liw.!t:.~zymes- if 
v..e st.-t th is then fo I low LEs closely. I am not sure if sotalo I would be toleratedi___ _______ B6 -·-·-·-· 6 Tl D aid 
might not get supraventricua~ ed:opy, but this might be an option if an iodarone is n:rt v..ell tolerated. 
Diet chaige +/- taw-ine is~me,)!Jed. AedB::k ECG and kidney values,. potassium, and liver" enzymes 

in .mout 2 weeks.. Di~ 86 ioption with owners.. 
i-·-·-·-·-·-·-·-·-·-·i 

Final Diacnmis: 
DCM cardiac anhythm ias with 

Heat Falm! dassifimtian Smn!: 
ISAQ-IC Classification: 

D ia 
Iii lb close to II 

II 

□ Illa 
lllb 

ACVIM Classification: 
A 

□ 01 
~ 82. close to C 

□ c 
□ o 
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M-Mooe 
IVSd 
LVIDd 
LVPWd 
IVSs 
LVIDs 
LVPWs 
EDV{feim} 
ESV{feim} 
EF{Teim} 
%FS 
SV(reich} 
hJ D"iarn 
lA D"iarn 

IA/hJ 
MaxlA 
TAPSEl 

an 
an 
an 
an 
an 
an 
ml 
ml 

" " ml 
an 
an 

an 
an 

·-·-·-·-·-·-·-·-

B6 

L--·-·-·-·-·-·-·-· 

M-Mlme Normalized
IVSdN 
LVIDdN 
LVPWdN 
IVSsN 
LVIDsN 
LVPWsN 
hJ D"iarn N 
lA D"iarn N 

 
(D..290 - CJ.520} 
(L350 - L730} ! 
(0330 - CJ.530} 
(D..430 - 0.710} 
(0.790 - Ll40} ! 
(CJ.530 - 0.780} ! 
(D.680 - CJ..890} 
(D.640 - D..900} ! 

86 

·-·-·-·-·-·-·-· 

20 
SAlA 
hJ D"iarn 
SA lA/ hJ Diam 
IVSd 
LVIDd 
LVPWd 
EDV{feim} 
IVSs 
LVIDs 
LVPWs 
ESV{feim} 
EF{Teim} 
%FS 
SV(reich} 
LVMajo" 
LVMn..-
S~icity Index 
LVLd LAX 

an 
an 

an 
an 
an 
ml 
an 
an 
an 
ml 

" " ml 
an 
an 

an 

-·-·-·-·-·-·-·-

86 

·-·-·-·-·-·-·-· 
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LVAd LAX 
LVEDV A-L LAX 
LVEDV MOD LAX 
LVl.s lAX 
LVAs LAX 
LVESV A-L lAX 
LVESV MOO LAX 
HR 
EFA-L lAX 
LVEF MOOIAX 
SVA-L LAX 
SVMODLAX 
COA-LLAX 
COMOOIAX 
R-R 
HR 
COA-LLAX 
COMOOIAX 

an 
ml 
ml 
an 
an 
ml 
ml 
8PM 

" " ml 
ml 
I/min 
I/min 
ms 
8PM 
I/min 
I/min 

·-·-·-·-·-·-·-·-, 

86 

L---·-·-·-·-·-·-·-

Doppler-
MRVmax 
MRmaxPG 
MV EVel 
MV DecT 
MVDecSI~ 
MVAVel 
MV f/ARatio 
F 
f/F 
A' 
s· 
AVVmax 
AVmaxPG 
PVVmax 
PVmaxPG 
TRVmax 
TRmaxPG 

m/s 
mmHg 
m/s 
ms 

m/s 
m/s 

m/s 

m/s 
m/s 
m/s 
mmHg 
m/s 
mmHg 

m/s 
mmHg 

-·-·-·-·-·-·1 ; 
; 
; 
; 
; 
; 
; 
; 
; 

~ 

86 
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Cummings 
Vet1erinary Medical Center 
AT T UF T S UNIVERSI TY 

fosb>,.- Hospital fu.- Small .ftnmals 
~ Wili..-d street 
Ncl1h G@flnn,. MA OlS'.16 

Telephone (S(lt) ~ 
F.- (S(lt) 839-7951 

hUp:/fvetmed..bfu.edu/ 

Disct.rge lnslruclians 

Cardiology Technician 
PalHtl 
--.d ______ !3_6 ___ ___j 

Species: anne 
~Male(NmBed} Foode 
lliddalE::: ~---·-·-86 ______ i 

CJliwlB"" 
Name:) B6 i 

L--·-·-·-·-·-·-·-·-·-·-·-·-' 

~ i B6 i ! 
i ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

r·-·-·-·-·-·-·-·1 

Palad:mj _____ ~~---·i 

A11Hme calLl.j;WI:: 
JomE._Ruih rnM, Mt, DM:VIM Janiologyt ~r-··  

I B6 I 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ ca~ L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·lresik!nl: __________________________________________________________________________________________________________________ , 

!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6 ______________________________________________________________________ ! 
~-T~ ·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ; ; B6 ; i i 

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

~--·-·-·-· 86 ·-·-·-·-j 
We!iaW, _____ 86 __ )tolb/ b-anECli and a denislry panel Weaemnr,to hmr"hei!.doqi; w.ell at~ allh::Uftlhems 
tm'la bitrnoredngyat night l"I 1he la!.t~ D'"Rtm !iaWa bit nne anl1ll1T1ii11Dd3/ OI hi!.Hli1han he'Mlld llceto 
!iilE.. l-l!i: ~kdredfi..~hr;; liue'"valu:5 aestill rro:ha:lyeevale:i ~'Mlld lille1oadd l"la lorid:isecl"a 

beta blod(e-- cal~----·-·-·-·B 6 ·-·-·-·-· i 

llefri:w.s:: 

B6 
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86 
lle:le::t. Wiiis: A redJedc: vl§it Is !dwdued Jo-

May 30th at 10:00am 

Thiri:yo.ab-~~---·-B6 ____ jn1o !i1EU.1DB/, he ls!itrlla ~ tqi! 

. _Kint~~ ·-·. 
i B6 i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

~uswitt\ 
.--·-·-·-·-·-·-·-·-. 

Thiri:yo.ab- _____ 86 _____ ir:are. Jllealeoriact: ID"Cniology liariorlat (508}-387-4696 ..-om~ u.at 
~ b-!DIEU.II~ indn::n-oregmt: qu31;:ims..- IDllHlfi. 

Pleirievi!.itUU--~WH:fi~ ..-~ l"hn11liu"1 

ttp://W!t:..Ml:s.~ h

iPidll,i:,liiu ... ~r. 
Farthe ~ly and -'I-being f# Dllfl"" palients,. 'JlfJIHpet mmt ~ had an enm;iilmian l,y mJr al--~ wilhin the p,st 
)HJl""inDlfierlDoolDinpre!iaiplian mf!dialliom. 

~,mrgF-1: 
Pleme medr•ilh JDU'"l'fflfHYmelimrlicn ID pwrlmr the rer;'Clfflmem/ed aetpJ_ 1/,uuwish ID ,-,r;llme JDU""Jmdfrom 115,. 

please a,ll 7-10du,i5 in adwJnt:e f;OB--BB7-4629} ID emuf'E' the food ii; in .md. ~we,k. ~dim ccm be Dffiered /mm 
anlinr~ wilha~lmnaiy~ 

~Tri,6;: 

Cliniml tna15 Df1c" .mides in •'-:hDUI""~~ -t-wilh ,uuand JDU'"pef ID if.I~ a~~ ~.Dara 
promising new- ~.5t arlreatment Pleme .set" DW wmsill'~ m.bdb.~ 

.-•-·-·-·-·-·-·-·-·-·-·-· .. 
o.nm-:L_ ________ 86 ·-·-·-·-.! DisdugenBlnimls 
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Cummings 
Vieterinarv Medical Center 
AT TUFTS UNIVERSITY 

Fosb!!r lb;pitill fur SmillllAnmals; 
~ Willilnl SIRd 
NorthGlalcn,.MA01S36 
Te lepluiae (SCB) 839-5395 
F..i: (SCB) 839-7951 

Wp:/fvelmed.tufts.edu/ 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
i i 

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

l·----~~----·j Mille (Neub!red) 
Cinne Poodle oe· 

L. -·-·-·-·-·-·-·· __ ~ 
86 ____ j 

i B6 i 
·-·-·-·-·-·-·-·-·-·-·-·· 

Oeill"! B6 ! 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

; 86 ; 

ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 

lh..-.t you.. 

John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 
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Cummings 
Vieterinarv Medical Center 
AT TUFTS UNIVERSITY 

Fosb!!r lb;pitill fur SmillllAnmals; 
~ Willilnl SIRd 

NorthGlalcn,.MA01S36 
Te lepluiae (SCB) 839-5395 
F..i: (SCB) 839-7951 

Wp:/fvelmed.tufts.edu/ 

I BG I 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

r-·-·-· ss 

~_§ ______ ! Mille (Neub!red) 
Cinne Poodle oe· 
c·-·-s·s-·-"J ~ 

·-·-·-! 
L--·-·-·-·-·-·-·-·-· . 

Dear-:._ ___________ B6 ·-·-·-·-·___: 

ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 

lh..-.t you.. 

John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 

l ______ 
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Cummings 
Vieterinarv Medical Center 
AT TUFTS UNIVERSITY 

Fosb!!r lb;pitill fur SmillllAnmals; 
~ Willilnl SIRd 

NorthGlalcn,.MA01S36 
Te lepluiae (SCB) 839-5395 
F..i: (SCB) 839-7951 

Wp:/fvelmed.tufts.edu/ 

i ! 

! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 

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

; B6 i 86 ! Mille 
t~r-toodle 

(Neub!red) 

Be~ 

r-·-·-·-· ss ·-·-·-·-! 
'-·-·-·-·-·-·-·-·-·-·-·-·. 

oea--L_ ____________ B6 ·-·-·-·-·-·-· j 

lh ... t..- ,daring 111..-
L--·-·-·-·-·-·-·-·-·-·-·-·-· L--·-·-·-·-·-·-·-· 

t.,... r·-------·-ss·---------~ pe1:r·-·-·s6-·-·1 

ff}UI have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 

lhia1k you.. 

John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 
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Cummings 
Vieterinarv Medical Center
AT TUFTS UNIVERSITY 

 

Fosb!!r lb;pitill fur SmillllAnmals; 
~ Willilnl SIRd 
NorthGlalcn,.MA01S36 
Te lepluiae (SCB) 839-5395 
F..i: (SCB) 839-7951 

Wp:/fvelmed.tufts.edu/ 

i---·-·s i 
'"·--·-·--·-·-·-·-·J Mille (Neub!red) 
Cinne Poodle oe· 

:·-·-·-s·s-·-·1 ~ 

l_ ______ B6 _______ 1 

DeaL_ ___________ B6 ·-·-·-·-·___] 

ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 

lh..-.t you.. 

John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 

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

To: Cleary, Michael *; HQ Pet Food Report Notification! 86 j 

i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Sent: 2/24/2019 9:32:37 PM 

Subject: Poulin Pro Form Lamb and Rice Adult Maintenance Dry: Lisa Freeman -
EON-380706 

Attachments: 2063113-report.pdf; 2063113-attachments.zip 

A PFR Report has been received and PFR Event [EON-380706] has been created in the EON System. 

A "PDF" report by name "2063113-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 "2063113-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-380706 
ICSR #: 2063113 
EON Title: PFR Event created for Poulin Pro Form Lamb and Rice Adult Maintenance Dry; 2063113 

AE Date 12/22/2018 

Best By Date 

Animal Species Dog 

Breed Irish Wolfhound 

Age 6 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: 2063113 
Product Group: Pet Food 
Product Name: Poulin Pro Form Lamb and Rice Adult Maintenance Dry 
Description: Had pneumonia in September 2018; re-presented in December 2018 when arrhythmias were noted. 
Cardiology consult identified arrhythmias and reduced contractile function (and eating BEG diet). Unclear 
whether this was primary problem or secondary to systemic illness. Rechecked by cardiology 2/5/19 and still had 
arrhythmia and reduced contractility. NT-proBNP and cTnl elevated. Owner already changed diet in January to 
Purina Pro Plan Chicken and Rice so will continue on this diet and will recheck in 3 months. 
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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 

Poulin Pro Form Lamb and Rice Adult Maintenance Dry 

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

Owner information 
. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! i 

! i 
! i ! ! i 

I ____________________________i US A 

B6 ; 
____________________________ 

,.To_view_this_PFR Event, __ please_cli_ck_the_link_below: 
! B6 ! 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

_. To_  view_ the_ PFR_ Event_ Report, pl ease_ click_ the_ link_ below:_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

I B6 t 
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 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Cummings 
Veterinary Medic~I Center 
AT TUFTS UNll/lrnSITY 

Foster Hospital for Small Animals 
55 Willard Street 

North Grafton, MA 01536 
(508) 839-5395 

All Medical Records 

Client: 

Address  B6 I 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ~ 

Patient: l_ __ B6 ___ i 
Breed: Doberman 
DOB: [ _____ B6 _ ___: 

I Species: Canine 
Sex: Male 

(Neutered) 
L

Home Phone: [ ___________ B6 _______ ___: 
WorkPhone: (__J -
Cell Phone: i B6 i 

'·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Referring Information 

! i 

! 
! i 
! i 
! i 
! i 
! i 
! i 

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

B6 ; 
Client: 

Patient:

:__ __________ B6 _________ j 
 i B6 i 

L--·-·-·-·-·-• 

Initial Complaint: 
Scanned Record 

Initial Complaint: 
New~ j __________ B6 i-• CHF 

Initial Comnlaint: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Chem 21 j'-·-·-·-·-·-·-·-·-·-·B6 ________________ ___: 

Disposition/Recommendations 

Page 1/3 
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Client: 
Patient: 

j 8 6 ! 
[___________ -·-·-·-·-· ! 

Page 2/3 
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Client: 

Patient: i I 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

ss 

Cummings 
Veterinary M1e~ica I Center
AT TUF TS U NIVERSITY 

 

Foster Hospital for Small Animals 
55 Willard Street 

North Grafton, MA 0 1536 

(508) 839-5395 

Client: B6 ! 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-•-·-' 

Veterinarian: 
i ·-·-B6 -·-· ! 

Patient ID: 
L--·-·-·-·-·-·-·. 

Visit ID: 

i Patient: 
·-·-·-·-·-· 
B6 ! 

-·-·-·-·-·-·i 

Species: Canine 

Breed: Doberman 

Sex: Male (Neutered) 

Age: . B6_: Years Old 
!Lab Results Report 

Accession ID: 

!Results 

stringsoft 

!Reference Range 

3/3 ! B6 ! j_ ___________ j 

. ·-·-·-·-·-·-·-·-·-·1 L _____ B6 ______ i 

Printed Sunday, February 24, 2019 

Vitals Results 

. ·-·-·-·-·-·-·-·-·1 
i: 

! B614:

! _________________ 

-----------------------~
 4:07:45 PM Weight (kg) 

4 Nursing nole 3:lOPM 

13: 12:02 PM Weight (kg) 

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

B6 

Page 3/3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! i86  
l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Sent: 2/24/2019 11 :56:39 PM 

Subject: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-380716 

Attachments: 2063119-report.pdf; 2063119-attachments.zip 

A PFR Report has been received and PFR Event [EON-380716] has been created in the EON System. 

A "PDF" report by name "2063119-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 "2063119-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-380716 
ICSR #: 2063119 
EON Title: PFR Event created for Solid Gold Mighty Mini Beef Sweet Potato and Apple grain free dry; 
2063119 

AE Date 01/02/2019 

Best By Date 

Animal Species Dog 

Breed Chihuahua 

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: 2063119 
Product Group: Pet Food 
Product Name: Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry 
Description: Has been regularly rechecked after PDA occlusion. Progressive reduction in left ventricular 
contractile function noted on most recent echo. Eating BEG diet. Owner changed to Royal Canin Early Cardiac 
diet and we will recheck in April 
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 

Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry 

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

Owner information 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 
i ! 

i ! 
i ! ! i ! 
i ! 

! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

iusA 
; B6 

. To. view. this .PFR Event,.please dick the link below: 
i 86 ! 
L--·-•-.L-•-·-·-·-·-·-·-·-·-·-·-·-·~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-•-' 

. To .view .the .PFR Event Report 2 please dick .the .link .below: ............................................................................................................ , 

I i 
i ! 
j_-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• 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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Report Details - EON-380716 
ICSR: 2063119 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-02-24 18:45:24 EST 

Reported Problem: Problem Description: Has been regularly rechecked after PDA occlusion. Progressive reduction in left 
ventricular contractile function noted on most recent echo. Eating BEG diet. 
Owner changed to Royal Ganin Early Cardiac diet and we will recheck in April 

Date Problem Started: 01/02/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: PDA- occluded 2016; overweight 

Outcome to Date: Stable 

Product Information: Product Name: Solid Gold Mighty Mini Beef, sweet Potato, and Apple grain free dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information:

Description: 1/4 cup kibble (divided into 2 meals) 1 tbsp cooked chicken 
BID Owner switched to Weight Control version of same diet 
(salmon, lentil, green bean) just a few days before visit 

 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: 
,·-·-·-·-·-·-· . 

Name: ! i,_, _____ B6 , ___ ,_. i 
Type Of Species: Dog 

Type Of Breed: Chihuahua 

Gender: Female 

Reproductive Status: Neutered 

Weight: 3. 72 Kilogram 

Age: 9 Years 

Assessment of Prior Good 
Health: 

Number of Animals 1 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: : 86 ] 
i.-·-·-·-·-·-·-·-·-·-·i 

Phone: I B6 ! 
L_ 
•·-·-·-·-·-·-·-·-·-·-·-·-···-·-·-·-·-·-

Email: ____________ B6 _______________ i 
Address: I 

l ___________________________ 6 
i 
1 

United States 

B 

Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

FOUO- For Official Use Only I 

FDA-CVM-FOIA-2019-1704-003125 



Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu l 
Address: 200 Westboro Rd 

North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: 

l Preferred Method Of Email 
Contact: 

Additional Documents: 

Attachment: T_26346.pdf 

I[ 
Description: Taurine - will send rest of records by email (too large) 

Type: Laboratory Report 

FOUO- For Official Use Only 2 
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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 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 5 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 7 

Number Reacted 2

Outcome to Date Stable 

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 
i 

86 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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Report Details - EON-380714 
ICSR: 2063118 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-02-24 18: 16:40 EST 

Reported Problem: Problem Description: BEG diet being fed tof~;·:dogs. We evaluated her other dogf1is-"], 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~Stal'.l'.'!ach 
Salmon and will recheck in 3 months other dogs we have not screened:L B6 : 
.~§9.J:s!QOr 5 years old [![~]Golq~!) __ ~JL~--years old[j{f}3olden 3 years ;id ___ _ 
i B6 Golden 3 years 5 months. B6 !3olden 3 years 9 months 
L---·-·-·-·-·• 1.--•-•-•-•-•-•-•' 

Date Problem Started: 01/14/2019 

Concurrent Medical No 
Problem: 

Outcome to Date: Stable 

Product Information: Product Name: Taste of the Wild Sierra Mountain Dry 

Product Type: Pet Food 

Lot Number: 

Package Type: BAG 

Product Use 
Information: 

Description: Please see diet history for additional information 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: ! j_ ___________ B6 ! j 

Type Of Species: Dog 

Type Of Breed: Retriever - Golden 

Gender: Female 

Reproductive Status: Neutered 

Weight: 25.8 Kilogram 

Age: 5 Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 7 
Given the Product: 

Number of Animals 2 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: L_ __________ B6 ________ _j 
Phone:L __________ B6 _______ ___! 

Email:!__ _____________ B6 ______________ : 

Address: i 1 
! i 
! ! i 
! i 
! i 
! i 
! i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
United States 

86; 

Healthcare Professional Practice Name: Tufts Cummings School of Veterinary Medicine 

FOUO- For Official Use Only I 
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Information: Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 l Email: lisa. freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact Yes 
Sender: L Preferred Method Of Email 

Contact: 

Additional Documents: 

Attachment: rpt_ med ical_record _preview. pdf 

I lit 
Description: Medical records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: _Carey,_Lauren_;_Cleary,_Michael *; HQ Pet Food Report Notification; 
! B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Sent: 3/20/2019 9:20:46 PM 

Subject: CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY 
DOG FOOD: Lisa Freeman - EON-382878 

Attachments: 2064335-report.pdf; 2064335-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-382878] has been created in the EON System. 

A "PDF" report by name "2064335-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 "2064335-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382878 
ICSR #: 2064335 
EON Title: Related PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE 
FORMULA DRY DOG FOOD; 2064335 

AE Date 02/25/2019 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age 86 (ears 
·-·-·-·-·-·-·-·-i 

District Involved PFR-New England DO 

Number Fed/Exposed .) 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2064335 
Product Group: Pet Food 
Product Name: CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG FOOD 
Description: DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household will be screened. 
Will change diet onL_ __ B6 _____ ! and reassess in 3 months. Just being discharged today. Taurine and troponin pending 
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: Stable 
Number of Animals Treated With Product: 3 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE 
FORMULA DRY DOG FOOD 

This report is linked to: 
Initial EON Event Key: EON-381040 
Initial ICSR: 2063286 

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

Owner information 
. . 
' ' 
i i 
i i 
i i 
i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

; B6 ; 

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

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 6·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 1 

To view the Related 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 Dmg 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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Report Details - EON-382878 
ICSR: 2064335 

Type Of Submission: Followup 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-03-20 17: 15: 18 EDT 

Initial Report Date: 02/27/2019 

Parent ICSR: 2063286 

Follow-up Report to Yes 
FDA Request: 

Reported Problem: Problem Description: DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household 
will be screened. Will change diet onl.___B6 ___ jand reassess in 3 months. Just being 
discharged today. Taurine and troponin pending 

Date Problem Started: 02/25/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Lick granulomas 

Outcome to Date: Stable 

Product Information: Product Name: CAN I DAE® ALL LI FE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG 
FOOD 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: Fed this diet most of his life 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: 
1·-·-·-·-·-·-· . 

Name: i B6 ! 
'--·-·-·-·-•-•-' 

Type Of Species: Dog 

Type Of Breed: Doberman Pinscher 

Gender: Male 

Reproductive Status: Intact 

Weight: 60 Kilogram 

Age: L__!=!~ _ _j'Years 

Assessment of Prior Excellent 
Health: 

Number of Animals 3 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: ! i 

Phone:i 86 i 
Email:! 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-'-·-· ,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 
i 

Address: 
i 6 ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
United States 

i B i 

FOUO- For Official Use Only I 
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Healthcare Professional 
Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu - Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

-
Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: 

Attachment: Taurine level 2-25-19.pdf 

Iii 
Description: UCDavis Taurine Panel 

Type: Laboratory Report 

Attachment: Chemistry 3-8-19.pdf 

111 
Description: Chemistry panel 

Type: Laboratory Report 
-

Attachment: Diet history 3-8-19.pdf 

llt 
Description: Diet history 3-8-19 

Type: Record 

Attachment: Troponin level 3-6-19.pdf 

Iii 
Description: Texas A and M Troponin 

Type: Laboratory Report 

Attachment: Diet history 2-26-19.pdf 

m 
Description: Diet history 2-26-19 

Type: Record 

FOUO- For Official Use Only 2 
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Chem profile 3/8/19 

Tufts Cnmmiugs School OfVeteriu:u·yMedicine 
100Wesl:boro Road 

Notih Grafton, ~-l'\. 01536 

DUPLICATE 

Name/DOB•· i 86 i (S/15/2015) 
Pa!J.ent ID: '"l:.m:cr.,---·-·-·-·-·-·-·-·-

P'bone number: 
Collection Date: 3/8/2019 1:35 PM 
Approval date: 3/8/2019 3:27 PM 

Sex: tl.f 
Age: 3 

Species.: Canine 
Bree-<L Doberman Pinscher 

Provider. L_ ________________ B6 ·-·-·-·-·-·-·-·-_: 
O!der Location: V320559: Inveotigation into 

Sample ID 1903080084 

Research Chemistry Profile - Small Animal (CobasJ 

TFRANK Ref. Ranqe/Malei ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Gluaose 67-135 mgldL 
Urea 8-30 mg/dL 
Crea~nine 0.6-2.0mgidL 
Phosphorus. 2.6-7.2mgldL 
Calcium 2 9.4-11.3 mgldL 
Magnesium2-'- L 1.8-3.0 rnEq/L 
Total Protein 5.5-7 .8 gldL 
Albumin 2.8-4.0 g/dL 
Globulins 2J-42g/dL 
A/GRalio 0.7-1-6 
Sodium 140-150 mEq/L 
Chloride L 106-116 mEq/L 
Potassium 3.7-5.4 mEq/L 
tC02(Bicatb) 14-28 mEq/L 
AGAP H 8.0-19.0 
NAIK. 29-40 
Total Bilirubin 0.10--0.30 mgldL 
Alkaline Phosphatase 12-127 U/L 
GGT 0-10 U/L 
ALT 14-86 U/L 
AST 9-54 U/L 
Crea1ine Kinase 22-422 UrL 
Cholesterol H 82-355 mg/dL 
Trig\ ycerides. 30-338 mg/dl 
Amyiase 409-1250 U/L 
Osmolality (calrulated) L 291-315 mmol/L 

·-·-·

B6 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sample ID: 19030800&4/1 
REPRINT: Orig. priming on 3/812019 (Final) 

Reviewed by: ___ _ 
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

To: 

Sent: 3/20/2019 9:44:4 7 PM 

Subject: CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY 
DOG FOOD: Lisa Freeman - EON-382884 

Attachments: 2064340-report.pdf; 2064340-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-382884] has been created in the EON System. 

A "PDF" report by name "2064340-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 "2064340-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382884 
ICSR #: 2064340 
EON Title: Related PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE 
FORMULA DRY DOG FOOD; 2064340 

AE Date 02/25/2019 Number Fed/Exposed .) 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Doberman Pinscher 

i 
i ! 

Age 86 ~ears 
! ·-·-·-·-·-·-·-· i 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2064340 
Product Group: Pet Food 
Product Name: CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG FOOD 
Description: DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household will be screened. 
Will change diet on[ _____ 86 ____ :and reassess in 3 months. Just being discharged today. Taurine and troponin pending 
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: Stable 
Number of Animals Treated With Product: 3 
Number of Animals Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE 
FORMULA DRY DOG FOOD 

This report is linked to: 
Initial EON Event Key: EON-381040 
Initial ICSR: 2063286 

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

; 
Owner information 

i i 
i 86 ; i 

i i 

i 
i 

iusA 
i 

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

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

!__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B6 _________________________________________________ j 

To view the Related PFR Event Report, please click the link below: 
1-·-----------------------------------------------------------------------------------------------------------------·-·s 6 --------------------------------------------------------------------------------------------------------------------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 Dmg 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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Report Details - EON-382884 
ICSR: 2064340 

Type Of Submission: Followup 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-03-20 17:37:37 EDT 

Initial Report Date: 02/27/2019 

Parent ICSR: 2063286 

Follow-up Report to Yes 
FDA Request: 

Reported Problem: Problem Description: DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household 
will be screened. Will change diet on i B6 t and reassess in 3 months. Just being 
discharged today. Taurine and troponTn'pe-nding 

Date Problem Started: 02/25/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Lick granulomas 

Outcome to Date: Stable 

Product Information: Product Name: CAN I DAE® ALL LI FE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG 
FOOD 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: Fed this diet most of his life 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: 
r·-·-·-·-·-·-·-·-·• 

Name: ! B6 ! 
i..--·-·-·-·-·-·-·-j 

Type Of Species: Dog 

Type Of Breed: Doberman Pinscher 

Gender: Male 

Reproductive Status: Intact 

Weight: 60 Kilogram 

Age:! B6 (ears 
L--·-·-·-·-• 

Assessment of Prior Excellent 
Health: 

Number of Animals 3 
Given the Product: 

Number of Animals 1 
Reacted: 

Owner Information: Owner Yes 
Information 

provided: 

Contact: Name: i i 
Phone:! 86 ! 
Email:! ! 

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

Address: j 

6 
j 

i i 
i i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
United States 

B 

FOUO- For Official Use Only I 
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Healthcare Professional 
Information:

Practice Name: Tufts Cummings School of Veterinary Medicine 
 

Contact: Name: Lisa Freeman 

Phone: (508) 887-4523 

Email: lisa. freeman@tufts.edu - Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

-
Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Reported to Other None 
Parties: 

Additional Documents: ---
Attachment: Cardio reports 3-8-19.pdf 

Iii 
Description: Cardiology Appointment Report 3-8-19 

Type: Medical Records 

Attachment: ECG 3-8-19.pdf 

111 
Description: ECG 3-8-19 

Type: Medical Records 
-

Attachment: BG jBNP 2-25-19 pdf 

Description: [. _________ :NT-pro BNP 2-25-19 

i 

llt Type: Laboratory Report 

FOUO- For Official Use Only 2 
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Cummings 
Veterinary Medical Center 
AT TUFTS UNIVERSITY 

B6 
Discharge nslnlctians 

Palienl 
Name;i ______ ss ______ : 

Spedes:Caine 
Blad. Mite [l)bennan ~mer 
llirlhdale; 86 : 

t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

OWner 

::=L.---·-·-·-·-·-B6 _______________ : ______ _ 

ess:i B6 i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 

Patient m: 438113 

Affelmigcanlialagisl:: 
John.L_Hush_CNM..MS •. D.MYIM.lcacdilml..IW:.VEOC. ____________ , 

! 86 I ! 
~ Residenl: ·-·-·-·-·-·

. 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i L_ 86 _j 

: 86 i 
i,•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Ca-.5alagyTedriaan:: 

l_ = ------------~~-----------------1 
Sluli!nl: f-·-·-·-·-·-·-·-·- B6 ·-·-·-·-·-·-·-·-·; 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

.Allnit Dale: 3/8/Z!Jl.91:IB:15 PM 
l>ismarge Da!E3/8/20J!J 

l>iaJPJ5es: 
~ Caniomyopahywith f.ongestive 1--tBt Fah-e 

C3seSmnmay: 

,. lh.-_JC;lll fiI ~-----~~ __ jn -.rowed the T~ caniologrSIHice fix" aredledof lli!i heat li§ea§e.. Weare happy to hear 
! _____ B_6 ___ }1PPmh! ha§ recently at home. although he~ dce!i not enjoy Iii§ new diet. 

Today we performed an elet:l::roc..-diogram (ECG) 1D monilm hii!i heart rae aid rhythm. He ha§ a norma1 rhythm and thwe 
Wa!ii no evidmiceof ai arhytl..-.ia(abnormal rhythm). We ;;j§o lookal qmdlr"athii!i dleSl:and heart with HE ~ound and 
there Wa!ii no evidence of free .. id m lli!i mest,, wlwt. l!ii ~ 

A§ dl!iim:§'liied, L_ ____ ss ____ _:talnle leliel§ were normal, wlwta lDBilll'!ii he doe§ not reqmehl!ii talnle 'li1Wlmlmtatio1L f he iii 
tamghii!i 'lillpplementation readily", you mayoonmuethe 'lillpplementa::ion fdewed. 

We abo toot a blood Sillllple 1D monilm Iii§ ~ and her va1ue'!i.. We will cal you with the'!ie re!Dl'li whm they reblm, 
either later tnday CI 1DIDDITDW, aid reoolllllll!IINI any needed change!; 1D hi!!ii rneticalion'li. We hope t:hatj 8 6 1nm1ue'li to 
naprove at home! L ________________ J 

Mxlilming al Home: i-·-·-·-·-·-·-·-·7 

We would Ile you to momoj B 6 i bmalhmgrate and ~at home. idealy ..._ ~ CI ata mne of re'lit.. The do'!ie'li 
of drug'!i will be adju'lited ba'!i:e.i-oo-fli! breathmg rae aid effnrt. m gmeral, mid .__-1111 IHlrtfailme thal iswel 
arlrdled hoe a brealtir.:; r.11e al rest d le!l.tl&I 35to40 brealh. per-mnll!. m adlitiol1, HE breathmg~rt, 
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noted by the amotmt of bely wal motioo med fur" eadi breath,, i!i fany nwwnall if heart faillre i!i mntmled. An maea!ie m 
breathing rate c.-~ _. uglillymean that you w,ml give an extra do!ie ~ B6 : f diffimtybrmtt..g ii'!i 
not improved will.-. 30-60 

0

lllftl'le!!ii ater gwngextrafiimemide thm ~ rem1111De11NI that aredted. exam be ~lml 
and/or that L. ___ B6 ___ _!be evaiated byan emergeHcy mw:. lhete are mtru1fiJ11:'!i fur" monilnring brealhmg. ad a funn to 
help keep trad. afbrmtt..g rate and mugdme!ii, on theTlfu HeatSmartweb !iile 

(http.I/vet tuhew"8-bn1.at/at-home-monmm,J). 

llietSUJzeslian.: 
We '!imt you home with lmyal Cam Ealy Caniac today. Plea!ie '!ilowly na thi!i food m with hi!i old fuod to 1ran:'!iilion hi!i diet. 
We hope that he lill!'!i thi!i fuod. but plea'!ie mntact: U'!i if you wouU Ile to try another diet (below a1e other pm'!iibillie'!i). 

Dly Food Optioo'!i: 
Royal canm Early caniac (vetemay diet) 
Royal ean.. Boxer 

Purina Pro Pia Adul WeiflitMillaagernent 
Purina Pro Plan Bright ,.._d Adul 5mal ~ Fonnula 

Canned Food Optiom: 
Hl"!i Science Diet Adult Beef and BaleyEntree 
Hl"!i Science IM!Ad(jt:1--fi 1-611thyCUi'!iine Roa'!ited O.iml,, Cillrot. and spmadl Stew 
Royal cam Ma1IIe 31-

f your dogha'!i '!ipeaal nutrimnal need'!i orrelf)m a ho~ diet,, we 1em111111md you~• an appombnent with 
our nubitionii'!iBi (508-387-4696). 

berdse Recanmerdalkr.:.: . --·-·-·-·-·-·-; 
A'!ii-·-·-·-ss-·~--...._tfailureha'!imi-----' '!irarttiDI hnaonlon 

uwcu,, 
~ w.A!i.1-tJwewr if ufn:I that! '-·-·-·-·-·-·-·-·-~-=- ... 86 ~ you may g RB'" • yo ' ' 

lagplg behnl c.- need'!i to '!itop on a...._ then thi!i Wa'!i too bog a.._ ad '!ihDrtw wiA'!i areadvi'!ied m thefubl~---·-·-·-·-; 

Repetitiwe or '!itrenuou'!i higla energy aciiwilie'!i (repmtiwe bal dlil'!img. rummgfu'!it off--lea'!ih,, etr..) are Rell~ not advi'!ied 
at thi!i '!ilage of heat faire. 

B6 
llem:!dlV"ISits: 

[ _____ 86 ____ :will need a nmed. m 3 month'!i fc.- a emocadiofram and bloodworl. We may al'!iO rea'!i'!ie!ii'!i hi!i heart rhythn with 
an ECG at thi!i -.,pombnmtand a redled.edloGll"do,ran. 

lhri you fc.- entrmting m with:_ ___ B6 ___ ) care. Pleme oontact our Cardiology liili'!ion at (508)-387--4696 or miail m at 
~fur'!i~gand nCJO-ftllergent(fle!iitiom orconcem'!i. 

Sm~,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 
Dr.: 

i 
B6 : 

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

Plea!ie vi'!iit our HeatSmart web'!iite fur" more normation 
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http ;//vet. tu&.eduJheart:miaj/ 

~ lll1i/l Dildam■:.. 
fvrtlr x,frtyam/wel-being (#f11Npalienb, ,m,,-pet mmt ~ IJad an f2Dfflination byl1ffl:' r,/DW W!'lrrinariam wilJJinthe pmt 
)HJl'"in anlerlD obtdn pre~ion mem:mions. 

Ordl!,i,glaad: 
Please r:lrdcw~h 'JIDUf"pnmwyM:"lrrim,ianlo pun:lmse the f8DIHIRf!nded mf'l/s}. l/,-uuwi5hlo ,-,,:hme ,u,,-for,dfmm 115,. 

plear cdl 7-10da,i5 iJ ~ t,oB-BIU-4629} ID~ the for,d &; iJ md:. Alrfc'mdnrlY, M:'lrrinaty drb can Ir Dffkredfrom 
odinf' ,rmik,15 with a pre~ff1IV'!IE'll'rimFyflfJPlf7ID-

~ Tiriirk 
C1iJit3triah arE" stwies iJ whm f11N~~ -'rw~h ,ou ,-id ,u,,-petlD inll!'~ aspE"tific~ l'fJa!SS or-a 
pm,mising new lrst artred:menl.. Please SE"E' DU'" -biire: ll!'ttulke~ 

c~----· B6 ____ i ~ 86 ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

lk~nstnnms 
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Cummings 
Veterinary Medical Center 
AT TUFTS UNIVERSITY 

c..dialc,r;r Liiliimc 508-887--4696 

86 
Pill:ienl: ID: 4311113 
DedH" c:a.ne 

! B6 ~eaasold Male Dcbenn..-. Pnsdie.
'-·olacf 

Canf"IOlagy Appainb iii5d. Riepart 

Date:3/8/1019 

Mtadnc:Cmdnlc,cist: 
Jam E. Rush OU'M, MS, DACVI M {Cardiology}, DM.VECC 

.--·--··-··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

1-----------------------------------~-~----------------------------------I ~ Resiclenl:: -·-·-·-·-·-·-·-·-·
! 86 ! 
'"·-·-·· (pi ■wy,---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

~Teele& . -__ n- ·-·-·-·-·-·-·
! i 

! 

! i 
! i 
! i 
! i 
! i 
! i 
! i 

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

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, B6 ; 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Slumnl:~ B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 

Pn:..enline; Camplt&■L Recheck. 0CM with CHF 

Canaarenl: Diilemes: O.C..ic sk:in ~ 

GenaalM1!:diii::allmtmy: 
Hospitahzed from i 86 'fu.-cougt.ing and increased RR/RE- diagnmed with 0CM ..-ad OI F. Dong 
well SOE last h~ ~tried to switm hisfooo and adding in IEW fold., but ~ MJn't eat t~ IEW 

food.. spits out thise pieces.. Snee gettng tune his ~petite wasn't that great.. but over-t~ last 1-2 days 
his app:!tite ha5 finally gotten back to ncnnaL RR at rest is usually around 25 brpm. When sleepng and 
awake~ is shaking more than~ used to. His urine strean is mum slower- sin::e ~ ha5 been tune. 
U..-natng frequently {2-3 tmes overnight},. Activity is norma~ has always been •1ill:y" and ~, changed. 

Diet...l~: 
New fooo - Purina Sensitive Skn and Stonach 
Previous diet - Canidae 

Olnimra,:a .... t&sllJly: 

P..-io..- OIF diat,msis? Y 
P..-io..-~m~?N 
P..-io..-ATE? N 
P..-io..- amytJwnia? 
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MIIlitoring ~ramyrate aid effort at tune? y 
Cough? N 

ShortrESs of breath or d'iffiwlty breathilg? N 
Syn::ope ..- co ll~se? N 
Sudden onset lameness? N 

Exercise intolerance? N 

c..rent M1!Klimliam. l's liaae..t ta 0/ ~: -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B6 

o.diai::: Phtsii::al Examir.atilJn~ 

General PE: wtaneous sores III feet 
from ct.-onic li:k:ing 

MM Col..-and CRT: pink., CRT <2 sec 
BC5 (1-9}:6/9 
ow (kg}: 54..4 kg 

Heart rate: 120 bpm 

~ramy rate: 16 brpm to parting 
Temp fif posslt le}: 

Muscle aind'rtilII: 
Normal 
Mid ID.Jgje loll 

Moderate cadleaa 
MarmlcadleJia 

0lnlmra,:a.._ Phpii::al Exmn: 
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M..-mur Grade: 
None 
I/VI 
IVVI 
Ill/VI 

IV/VI 
V/VI 
VVVI 

M..-mur loratiln/descrption: Rwrt apical, systoli:: 

Jugular- ...ein: 
Dottom 1/3 of tlN! ned. 
Mdde 1/3 of tlN! ned. 

1/1. way~* ned. 
Top 1/3 of tlN! ned. 

Arter-ial pulses: 
Wea 
Fa 
Good 
St:mng 

Bcuumg 
Pme~ 
Pul:'!iiu:'!ii paramll:'!ii 
01:IN!r: 

~: 
Silm arhyt:lwnia 
Prematurebeahi 

Bradycan&a 
Tachycania 

Gal 
Ye!ii 
No 
lntennittent 

Pronoonced 
01:IN!r: 

Pu man~ ~ents: 
E-.neic 
Mlddf.-.ea 
Marlal df§pnea 
Nolfflal 11V :'!iiOOIU!i 

Pmnonaryoadde!i 
Wh~ 
Upper-an,ay:'!iibidc.-

Abdoninal exam: 
Normal 
Hepatomegalr 
Abdomilal dill8moo 

Milda!itite!i 
Maned a!iitile!ii 

Pmlmns: 
OCMwithCHF 
History of Atrial fim llation 
Gr-ade 111/VI Right sided systoli:: heat mgmur 

Dil&:n:ntia' • rmes:::: 
M..-mur - r /o tri~ id regurgitation (second~ to OCM vs valvular- disease} vs pu moni:: sterusis 

Di l'lil:pllm: 
~oraniowam 

Chenmby prolle 
ECG 

Renalprdle 
Dlmd pre!ii:'!iillle 

Dialymprolle 
lhoralicrallo~ 
NT-prol3M) 

TropOIWI I 
OHN!r1e:'!iil::'!ii: 
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Eclm~Finclnp: 
Genaal/.l-D fincincs: ••fluid c&ec~• 
No evidence of plewal effusion. 

ECCfincinp: 
Normal sinus rhytt.n with ni evideoce of atrial th-illation tooay. 

AsseSlilllll!nl: wl recmnmenlatians: 
~ patient has~ dong well at sioce tlE last appoint~ aid tlE O'Wl'B'" estimates that~ is 
85% bac:k to his nirmal sell ~tried switmng hiTI tot~ Pt.-na sensitive skin aid stoma::k but ~ 
didn\ l'ket~ food and is ba::k to his previous food. His RR and RE have ~ within normal li'Tlits and the 
O'Wl'B'" do not have any i2illes givingt~ medications. Today-l._ ___ 86 _ _jo:ik.ed very good!~ was ni 
plewal effusion aid~ r-ernains in sinus rhytt.n. We submitted sone bloodv.urk to l"ea5Se5S his kid~ 
and hver- valW5tooay and decide if we need to adjust aiy of his anent cardiac medications. We also 
send him m~ with a bag of Royal Canin E..-ly ea--diac diet. Recheck echicanf"1:1.,.-am isreconmended in 
3 months..- sooner- if t~ patient develops chnical signs consistent with w..-sening heart disease. 

m~ 

Fina1Dii11£nmis: 
- OCM with history of active CH F 

Heat Fame Classifimtian Smn!: 
ISACHC dassif.::ation: 

la 
lb 
II 

Illa 
lllb 

ACVIM Classif.::ation: 
A 

81 
82 

C 
D 

FDA-CVM-FOIA-2019-1704-003155 



Client: 
Patient 

• i,

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

B 6 : 

ECG from Cardio 

3/8/2019 2:51:01 PM Page 1 of 2 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

86 

Page 13/15 
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Client: 
Patient:!

-·-i 

! 
 
L-

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- i B 6 ! 
i 

--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

ECG from Cardio 

i-·-·-·-·-·-·-·-·-B6 ·-·-·-·-·-·-·-·-i 3/8/2019 2:51:01 PM Page 2 of 2 
Tufts University 
Tufts 0.1Illillings School of \kt Med 
Cardiology 

B6 

Page 14/15 
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! 86 INP - 2/25/2019 
L--·-·-·-·-·-·-·-·-·-·-·. 

CIP-Rt : NA.TAUPSKY i_. _____ 86 ·-·---~ 

Species:

~!::~L ____ B_6 _______ i 
CANINE 

IJr,em: OOBER MAN_PINSCH 
Gender: M.ALE 
Ag"' JY 

Date: 0212512.019 
Req·misiti□ 11..,,..._ · .:1. .-1. . ______________ ~ 

Accl:$,o:n.'12 B6 i 
Ordered by~r·-~_s• ~~~~~!-·-·. 

ID.E XX Vet C:Onne::t l-llffi-433-s99U 

TUITSUNl:VERSITY 
200 WE51BO RO RD 
NORlli GR ArJDN, M.a.ssach1tSetrs 01536 
500-839-5395 

Account #61B33 

O\RDla>E T proBNP- O\NLNE 

B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
CARD IOPETproBNP : ' ' 

1 0-900pmal1L HIGH 
-CANINE ; ! 

I 86 I 
. ' 

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

Pleas e no~e: cornple~ e in~erp re~iv e c ommen~ s =or all concen~raciona o ~ c ardio~ e~ 
p ro3NP are av ailable i n t h e Gnli.n.e directory c= serv ice s . 8 e rlliII specimens re c eiv ed 
at room t Empe- ra:: 1.n.· e ma y ha\,"'=' d i:- crc-a. a ':' d NI - proBN"P c:::-ncen: ra:: icns . 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; i__ _________________________ ~~---·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 3/21/2019 12:20:27 PM 

Subject: FROMM Salmon Tunalin{ ________ EON-382921 ~-~---·-·-J 
Attachments: 206434 7-report.pdf 

A PFR Report has been received and PFR Event [EON-382921] has been created in the EON System. 

A "PDF" report by name "2064347-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-382921 
ICSR #: 2064347 
EON Title: PFR Event created for FROMM Salmon Tunalini; 2064347 

AE Date 03/04/2019 Number Fed/Exposed 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Unknown 

Breed Sheepdog - Shetland 

Age 6 Years 

District Involved PFR~ B6 :DO 
'-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Product information 
Individual Case Safety Report Number: 2064347 
Product Group: Pet Food 
Product Name: FROMM_ Salmon Tunalini 

' ' Description: HISTORY! 86 ~ 6 Yrs. 7 Mos., Spayed Female, Sheepdog, Shetland, was presented on 
3/4/2019 for cardiac evatffafioii~-'fhe owner reports that[ ____ 86 ___ : was diagnosed with a small paramembranous 
VSD in 2013- no cardiac chamber enlargement was noted at that time. The owner adopted her from the breeder 2 
years ago and has not had an echocardiogram rechecked. No coughing, no syncopy, and no other clinical signs 
are noted. The owner reports tha~ 86 iis in need of anesthesia and dental cleaning. No unusual coughing, 
sneezing, vomiting or diarrhea. No-poiy(1ria/polydypsia. Appetite and activity level normal. 1-·-·-ss-·-·1is fed Fromm 
salmon diet. She is current on vaccines and heartworm prevention. She has a history of DJD in her hip and a 
prior left coxofemoral joint injury thatL_ ________ B6 _________ !had previously evaluated and recommended medical 
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management. Current Medicationsl 86 l Previous 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1' 

Diagnostics:_ 1/23/2013 - Echocardiogram: Small indistinctly marginated approximately 2. 7 111111 defect in the 
upper portion of the interventricular septum, just below the mitral & tricuspid valves. Small jet of turbulent blood 
flow from left ventricle to right ventricle at site of defect. Velocity of turbulent jet measured 4.82 m/s, 
corresponding to a pressure gradient of 93.1111111 Hg. FS at that time was wnl at 31 %. No cardiac chamber 
enlargement was noted. A grade 3/6 heart murmur was also noted on exam. Physical Exam HR: 130; RR: 24 
Weight: 19.5 lb/8.86 kg Pertinent PE Findings: 111111 pink, CRT< 2 seconds, no jugular venous distention or 
abnormal jugular pulses, no murmur, no arrhythmias, lungs clear, pulses good. Skin normal. Musculoskeletal 
system normal. Normal peripheral lymph nodes Diagnostics ECG:_normal sinus rhythm on lead II ECG during 
echocardiogram _ Doppler Blood Pressure:_144 111111 Hg;# 3 cuffLF _ Echocardiogram:_ IVSd:_0.68_ cm 
LVIDd: 3.02 cm LVPWd: 0.69 cm IVSs: 0.80 cm LVDs: 2.56 cm LVPWs: 0.78 cm %FS: 15 % EPSS: 

- -
0.76 cm Ao: 1.5 cm LAD: 

-
1.6 

-
cm LA/Ao: 

-
1.08 AV Vmax: 0.92 

-
m/s PV Vmax: 0.77 m/s MV Evel: 0.56 

m/s MV Avel: 0.46 m/s MV E/A ratio: 1.21 E': 0.06 m/s Comments: _A small defect measuring 2 111111 was noted 
within the paramembranous interventricular septum with a small band of tissue visualized spanning the defect. 
No flow was noted crossing the defect with color flow Doppler. 2D/M-MODE:_ Left ventricle:_ - Chamber 
size: mildly increased end-diastolic dimensions; moderately increased end-systolic dimensions - Free wall 
thickness: normal - IVS thickness: normal - Shortening fraction: moderately to severely decreased - Global wall 
movement: hypokinetic - E point to septal separation: increased Left atrial size: normal Right ventricle: -
Chamber size: normal - Global wall movement: normal Right atrial size: normal Mitral valve leaflets: normal 
Tricuspid valve leaflets: normal Aortic valve leaflets: normal Pulmonic valve leaflets: normal Aortic root: normal 
Aortic root motion: normal Main pulmonary artery: normal No evidence of pericardia! or pleural effusion. 
CFD/PWD/CWD: - Mitral regurgitation: none - Mitral inflows: normal - Mitral annulus motion (TDI): normal -
Tricuspid regurgitation: none - LVOT: normal flow pattern and velocities. - Aortic insufficiency: none - RVOT: 
normal flow pattern and velocities. - Pulmonic insufficiency: none Diagnosis: Dilated cardiomyopathy - r/o 
diet-associated vs. idiopathic History of small paramembranous VSD- no flow noted across this defect on exam 
today Treatment/Medications We discussed performing a bubble study today, which the owner elected not to 
pursue at this time. We 'Y-9_1,!l_q__ljl<:e to rechecl~ 86 ~n 3 months to recheck her echocardiogram. I would 
recommend transitioning B6 !off of her Cl;rrenTcffet to either Royal Canin, Science Diet or Purina. Please start 
the following: Supplements (see handout for brand recommendations) Taurine 500 mg tablets: give 1 tablet by 
mouth every 12 hours. L-carnitine 500 mg tablets: give 1 tablet by mouth every 8 hours with food. 
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 Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

FROMM Salmon Tunalini 

; 
Sender information 

i i 
i B6 ; i 

i i 
i i 
i i 
i i 
i i 
i i 

l... USA-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.: 

To view this PFR Event, please click the link below: 
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i 86 i 
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 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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Report Details - EON-382921 
ICSR: 2064347 

Type Of Submission: Initial 

Report Version: FPSR.FDA.PETF.V.V1 

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

Reporting Type: Voluntary 

Report Submission Date: 2019-03-21 08: 13:45 EDT 

Reported Problem: Problem Description: HISTORY:i B6 i a 6 Yrs. 7 Mas., Spayed Female, Sheepdog, Shetland, was 
presented ori""3"/2172019 far cardiac evaluation. The owner reports thatf"-·s-s-·-·1was 
diagnosed with a small paramembranous VSD in 2013- no cardiac ch'amber 
enlargement was noted at that time. The owner adopted her from the breeder 2 
years ago and has not had an echacardiogram rechecked. Na coughing, no 
syncopy, and no other clinical signs are noted. The owner reports thatr·-·ss ___ !I: is in 

1

need of anesthesia and dental cleaning. No unusual coughing, sneezing_, vomiting 
or diarrhea. No polyuria/polydypsia. Appetite and activity level normal.! B6 ~ is 
fed Fromm salmon diet. She is current an vaccines and heartworm prevention. 
She has a history of DJD in her hip and a prior left coxofemoral joint injury that Dr. 
r--·-s·s·-·-·1,ad previously evaluated and recommended medical management. 
'current Medications: :-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B s-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
Previous Diagnostics~:.=:1723r2u,-3-::-Ecnocatdio1:fra1i''i:"Sma1rnrarstinct1y-mat1fihated 
approximately 2.7 mm defect in the upper portion of the interventricular septum, 
just below the mitral & tricuspid valves. Small jet of turbulent blood flow from left 
ventricle ta right ventricle at site of defect. Velocity of turbulent jet measured 4.82 
m/s, corresponding to a pressure gradient of 93.1 mm Hg. FS at that time was wnl 
at 31%. No cardiac chamber enlargement was noted. A grade 3/6 heart murmur 
was also noted on exam. Physical Exam HR: 130; RR: 24 Weight: 19.5 lb/8.86 kg 
Pertinent PE Findings: mm pink, CRT< 2 seconds, no jugular venous distention 
or abnormal jugular pulses, no murmur, no arrhythmias, lungs clear, pulses good. 
Skin normal. Musculoskeletal system normal. Normal peripheral lymph nodes 
Diagnostics ECG:_normal sinus rhythm an lead II ECG during echacardiogram _ 
Doppler Blood Pressure:_ 144 mm Hg;# 3 cuff LF _ Echocardiogram:_ IVSd:_0. 
68 cm LVIDd: 3.02 cm LVPWd: 0.69 cm IVSs: 0.80 cm LVDs: 2.56 cm 
LVPWs: 0.78 -cm o/;;-FS: 15 % EPSS:O.76 cm Ao: 1.5- cm LAD: 1.6 cm LA - - -- -- -
/Ao: 1 .08 AV Vmax: 0.92 mis PV Vmax: 0. 77 mis MV Evel: 0.56 m/s MV - - - - - -
Avel: 0.46 m/s MV E/A ratio: 1.21 E': 0.06 mis Comments: _A small defect 
measuring 2 mm was noted within the paramembranous interventricular septum 
with a small band of tissue visualized spanning the defect. Na flow was noted 
crossing the defect with color flow Doppler. 2D/M-MODE:_ Left ventricle:_ -
Chamber size: mildly increased end-diastolic dimensions; moderately increased 
end-systolic dimensions - Free wall thickness: normal - IVS thickness: normal -
Shortening fraction: moderately to severely decreased - Global wall movement: 
hypokinetic - E point to septal separation: increased Left atrial size: normal Right 
ventricle: - Chamber size: normal - Global wall movement: normal Right atrial 
size: normal Mitral valve leaflets: normal Tricuspid valve leaflets: normal Aortic 
valve leaflets: normal Pulmanic valve leaflets: normal Aortic root: normal Aortic 
root motion: normal Main pulmonary artery: normal No evidence of pericardia! or 
pleural effusion. CFD/PWD/CWD: - Mitral regurgitation: none - Mitral inflows: 
normal- Mitral annulus motion (TOI): normal - Tricuspid regurgitation: none -
LVOT: normal flaw pattern and velocities. -Aortic insufficiency: none - RVOT: 
normal flow pattern and velocities. - Pulmonic insufficiency: none Diagnosis: 
Dilated cardiamyopathy- r/o diet-associated vs. idiopathic History of small 
paramembranous VSD- no flow noted across this defect on exam today Treatment 
/Medications We discussed performing a bubble study today,_which the owner 
elected not to pursue at this time. We would like to recheck ____ BG ___ iin 3 months to 
recheck her echacardiogram. I would recommend transitioning i B6 pff of her 
current diet to either Royal Canin, Science Diet or Purina. Pleasifstafrthe 
following: Supplements (see handout for brand recommendations) Taurine 500 
mg tablets: give 1 tablet by mouth every 12 hours. L-carnitine 500 mg tablets: give 
1 tablet by mouth every 8 hours with food. 

Date Problem Started: 03/04/2019 

Concurrent Medical Yes 
Problem: 

Pre Existing Conditions: Pet had previously been diagnosed with a Ventricular Septal Defect in 2013 at 
about 5 months of age. 

Outcome to Date: Unknown 

FOUO- For Official Use Only I 
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Product Information: Product Name: FROMM Salmon Tunalini 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Animal Information: ··-·-·· ·-·-·-· ·-·-·-·-·-·-· ··-·-·-·· ·-·-·-·· ·-·-·-·-·-, 
Name: L_ ______________________ B6 ·-·-·-·-·-·-·-·-·-·-___i 

Type Of Species: Dog 

Type Of Breed: Sheepdog - Shetland 

Gender: Female 

Reproductive Status: Neutered 

Weight: 8.86 Kilogram 

Age: 6 Years 

Number of Animals 1 
Reacted: 

Owner Information: Owner No 
Information 

provided: 

Healthcare Professional 
Information: 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
Practice Name: ! B6 : ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·"' 

Contact: Name: i i 
Phone:! 

'•-•-•-• - • 

86 
- • - • -•-•-•-•- • - • - • -

i 
I 

Type of Primary/regular veterinarian 
Veterinarian: 

Practice Name: i B6 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Contact: i 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

 Name: i 
Phone: !_ ____________________________ i 

8 6 
Type of Primary/regular veterinarian 

Veterinarian: 

; B6. Sender Information: Name: ! ! 

' ' 
Address:! ! 

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

United States 

Contact: Phone: ; 
.·-·-·-·-·-·-·- . 
' 86 ; ' 

Email: i 
i,..,_,_,_,_,_, _______ ,_,_,_, _________ ,_,_,_,_,_,_,_j 

i 
Reporter Wants to No 

Remain Anonymous: 

Permission To Contact Yes 
Sender: 

Preferred Method Of Email 
Contact: 

Additional Documents: 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;: 86 1 
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 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Doberman Pinscher 

Age i 86 ~ears 
i_ ____________ ! 

District Involved PFR-New England DO 

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 taurine[_ B6( 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 

FDA-CVM-FOIA-2019-1704-003164 



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 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i 86 ! 

i ! 
i ! ! i ! 

! iusA 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B~ _______________________________________________ j 

To view the PFR Event Report, please click the link below: 
~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
! 
! B6 ; i 
! i 
! 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. 

FDA-CVM-FOIA-2019-1704-003165 



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

To: 

l ___________________________ 
Carey, Lauren; Cleary, Michael*; HQ Pet Food Report Notification; 

B 6 -·-·-·-·-·-·-·-·-·-·-·-·-· j 

Sent: 3/21/2019 3:41:24 PM 

Subject: Homecooked diet - see diet history in medical record: Lisa Freeman -
EON-382947 

Attachments: 2064359-report.pdf; 2064359-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-382947] has been created in the EON System. 

A "PDF" report by name "2064359-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 "2064359-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382947 
ICSR #: 2064359 
EON Title: Related PFR Event created for Homecook:ed diet - see diet history in medical record; 2064359 

AE Date 11/15/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Doberman Pinscher 

Age ! 86 rears 
I '-·-·-·-·-·-·-·• 

District Involved PFR-New England DO 

Product information 
Individual Case Safety Report Number: 2064359 
Product Group: Other 
Product Name: Homecook:ed 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 homecook:ed diet. WB taurin( __ B6.Jplasma not measured 
because owner had started taurine supplementation). Owner was recommended to change diet and we will 
recheck in 3 months 
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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: 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 

This report is linked to: 
Initial EON Event Key: EON-374789 
Initial ICSR: 2060600 

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

; 
Owner information 

.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' i 86 ; ' i 
i i 
i i 
i i 
i i 
i i 
i i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

To view this Related PFR Event, please click the link below: 
; ; 86 ; ' 
i i 
i i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

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

i i 86 i i i i 
i i 
i 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 
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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> 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

To: Cleary, Michael*; HQ Pet Food Report Notification;! 86 ! 
i i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 3/21/2019 4:08:56 PM 

Subject: Horizons pulsar grain free diet:: B6 : EON-382952 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

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 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Worse/Declining/Deteriorating 

Breed Mixed (Dog) 

Age 4 Years 

District Involved PFR-Baltimore DO 

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 
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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 

; 86 ; 
-·-·-·-·-·-·-·-·-·-·! 

 
Sender information 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

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: 

! ____________________________________________________________________________________________________________________ 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. 
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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: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification; l_ _________________________ !:3_6-_ _________________j 

!no 

r 

________ 

Sent: 3/20/2019 12:48:26 PM 

Subject: Nutrisource Large breed puppy Grain free: i 86 EON-382807 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Attachments: 2064306-report.pdf; 2064306-attachments.zip 

A PFR Report has been received and PFR Event [EON-382807] has been created in the EON System. 

A "PDF" report by name "2064306-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 "2064306-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382807 
ICSR #: 2064306 
EON Title: PFR Event created for Nutrisource Large breed puppy Grain free, Nutro Large breed puppy Farm 
raised chicken, Taste of the Wild Pacific Stream Puppy; 2064306 

AE Date 03/19/2019 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 7 Months 

District Involved PFRJ 
·-·-·-·-·-·-·-·-·-·-·-·-· 

86 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Not Applicable 

Product information 
Individual Case Safety Report Number: 2064306 
Product Group: Pet Food 
Product Name: Nutrisource Large breed puppy Grain free, Nutro Large breed puppy Farm raised chicken, Taste 
of the Wild Pacific Stream Puppy 
Description: On March 18, 2019 my dog had an ECG in pre-op for his neutering surgery. This was done because 
he has a heart murmur. There was an abnom1ality found and we were sent to a cardiologist. On March 19, 2019 
my dog was diagnosed with early stages of nutritionally mediated DCM at a board certified veternary 
cardiologist. The breeder had my dog on Nutrisource food after weening until we got him at 9 weeks. We then 
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put him on Nutro large breed puppy chicken formula. He was on this food until January where we switched him 
to Taste of the Wild Pacific Stream Puppy. 
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: 1 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Nutro Large breed puppy Farm raised chicken 

Taste of the Wild Pacific Stream Puppy 

Nutrisource Large breed puppy Grain free 

Sender information 

86 
. __To_ view this _PFR Event,_ please dick the _link below: 

i i ; 86 ;i i 
i i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

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

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

To: Cleary, Michael*; HQ Pet Food Report Notification; L.-·-·-·-·-·-·-·-·-·-·-·-·-·-~-~----·-·-·-·-·-·-·-·-·-·-·-·-·J 

Sent: 3/20/2019 4:36:36 PM 

Subject: Nutro MAX Adult Recipe With Farm Raised Chicken Mini Chunk Dry Dog Food: 
i B6 ~ EON-382838 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

Attachments: 2064311-report.pdf; 2064311-attachments.zip 

A PFR Report has been received and PFR Event [EON-382838] has been created in the EON System. 

A "PDF" report by name "2064311-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 "2064311-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-382838 
ICSR #: 2064311 
EON Title: PFR Event created for Nutro MAX Adult Recipe With Farm Raised Chicken Mini Chunk Dry Dog 
Food (1) 25 lbs; Rich in Nutrients and Full of Flavor, NUTRO MAX Senior Recipe With Farm Raised Chicken 
Dry Dog Food Whole Grain .. ; 2064311 

AE Date 05/21/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Died Naturally

Breed Portuguese Water Dog 

Age 11 Years 

District Involved PFRL__ _______ B6 ________ __J DO 

Product information 
Individual Case Safety Report Number: 2064311 
Product Group: Pet Food 
Product Name: Nutro MAX Adult Recipe With Farm Raised Chicken Mini Chunk Dry Dog Food, (1) 25 lbs; 
Rich in Nutrients and Full of Flavor, NUTRO MAX Senior Recipe With Farm Raised Chicken Dry Dog Food, 
Whole Grains for Nutritious Fiber, (1) 25-lb. bag; Rich in Nutrients and Full of Flavor, NUTRO MAX Large 
Breed Adult Recipe With Farm Raised Chicken Dry Dog Food, (1) 25-lb. bag; Rich in Nutrients and Full of 
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Flavor for Large Breed Dogs, Nutro MAX Adult Grain Free With Salmon Dry Dog Food, 25 lbs., Zignature 
TROUT & SALMON MEAL FORMULA, Zignature WHITEFISH FORMULA 
Description:! 86 istarted coughin in the last week ~f.M~Yd?rogressively lethargic since that time. Seen by 
primary vet. Siisp-ected Kennel Cough (misdiagnosis).i 86 fl given with no improvement after one week 
started onr-·-·-·-·-·8i·-·-·-·-·11oomg 2x daily. No improven{erit-se.eii". Syncope episode occurred about 2 weeks after, 

mouth to iiioiitff"i'esliscitation performed. Recovered after a few moments. No improvement seen with antibiotics,

worried owners rushedi 86 i specialty center of C:::::::::::::::::::::::::::~:f:::::::::::::::::::::::Jaround June 13, 
knowing cardiologist[·-·•·-·-·-·-·1is-·-·-·-·-·-·1woiilcf"be there that day. He had an appointment scheduled a few weeks from
that day but we realilea-·w·e-cciifd·-iitt wait. Gums were pale on arrival. Was in critical condition. He had to stay 
overnight in oxygen tank with high dosage of lasix and received echocardiogram. Prognosis was poor. We 
decided to try medical management vs. euthanization. He was prescribed various medications for his problem. 
Problems: Atrial and ventricular premature contractions, coughing and collapse, lethargy, stage C mitral and 
tricuspid valvular insufficiency with severe left side congestive heart failure and severe pulmonary hypertension. 
He lasted 2 months and passed away in late August. Respiratory rate was high during that time period, sometime
trouble getting comfortable. He had been fed NUTRO max (various kinds) 2017 and 2018. I don't have records 
of prior to then because i started buying it online through Chewy and Amazon in 2017. But my mom said that he 
and my older dog had always been on Nutro. Foods provided before diagnosis: Nutro Max Large Breed Adult 
Recipe with Farm-Raised Chicken Nutro MAX Adult Recipe With Farm Raised Chicken Mini Chunk Dry Dog 
Food, (1) 25 lbs; Rich in Nutrients and Full of Flavor NUTRO MAX Senior Recipe With Farm Raised Chicken 
Dry Dog Food, Whole Grains for Nutritious Fiber, ( 1) 25-lb. bag; Rich in Nutrients and Full of Flavor NUTRO 
MAX Large Breed Adult Recipe With Farm Raised Chicken Dry Dog Food, (1) 25-lb. bag; Rich in Nutrients and
Full of Flavor for Large Breed Dogs Nutro MAX Adult Grain Free With Salmon Dry Dog Food, 25 lbs. After his
diagnosis I was concerned about the food and a friend recommended Zignature, so i switched him for the last fe
months, he was on Zignature at time of death: Zignature - Whitefish (August) Zignature - Wild Trout (July) I am 
discovering there is a link to heart problems and dry kibble, since echocardiogram was performed, decided to 
submit case to FDA to help other dogs/owners. Thank you. 
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 

 

 

s 

 
 

w 

Product Name 

Zignature TROUT & SALMON MEAL FORMULA 

Nutro MAX Adult Grain Free With Salmon Dry Dog Food, 25 lbs. 

NUTRO MAX Senior Recipe With Farm Raised Chicken Dry Dog Food, Whole 
Grains for Nutritious Fiber, ( 1) 25-lb. bag; Rich in Nutrients and Full of Flavor 

Zignature WHITEFISH FORMULA 

Lot Number 
or ID 

Best By 
Date 

Sender information 
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USA 

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

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

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

i ! ; 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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All,.. 

Orders Buy Again Browsing History ..,.. Account & Lists..,.. 
Hell( ___ BG ____ j 

Prime..,.. 
6 

Cart 

_n_u_tr_o S.1rch Ordtt6 

Your Account > Your Orders > Search results 

Search results 
4 orders matching "nutro" 

Order details Ordered on April 26, 2018 (1 item) 

Nutro MAX Adult Recipe With Farm Raised Chicken Mini Chunk Dry Dog Food, (1) 25 lbs; Rich in Nutrients and Full of Flavor 

Nutro 

Sold by: Fat Happy Pets 

Order details Ordered on March 5, 2018 (1 item) 

NUTRO MAX Senior Recipe With Farm Raised Chicken Dry Dog Food, Whole Grains for Nutritious Fiber, (1) 25-lb. bag; Rich in 

Nutrients and Full of Flavor 

Nutro 

Sold by: Amazon.com Services, Inc. 

Order details Ordered on January 21, 2018 (1 item) 

NUTRO MAX Large Breed Adult Recipe With Farm Raised Chicken Dry Dog Food, (1) 25-lb. bag; Rich in Nutrients and Full of Flavor for 

Large Breed Dogs 

Nutro 

Sold by: Amazon.com Services, Inc. 

Order details Ordered on October 18, 2017 (1 item) 

Nutro MAX Adult Grain Free With Salmon Dry Dog Food, 25 lbs. 

Nutro 

Sold by: Amazon.com LLC 

Page 1 of9 

Your recently viewed items and featured recommendations 

Buy it again 

Schick Intuition 

Revitalizing Moisture Razor 

Blade Refills for Women, 6 

Count 

844 

$16.59 

Bonsai Jack Succulent and 

Cactus Soil Gritty Mix #111 

- (2 Quarts) - Fast Draining 

- Zero Root Rot - ... 

199 

$12.49 

( 

Cover Dot Acne Care (48 

Dots) Exposed Skin 

Blemish Treatment with 

Hydrocolloid I Clear, ... 

564 

$15.75 

Tinkle Eyebrow Razor Pack 

of6 

2,103 

$4.60 

Prime Video Stream movies & TV shows 

Recommendations & Popular Items Page 1 of 2 
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C,\CCn/~ 

PILL 
P0CKllTS .... .., 

Greenies Dog Pill Pockets 

Tablets 

283 

1,.ll 1 
~ . ~ J 

Merrick Power Bites Real 

Rabbit Dog Treats 

64 

Merrick Grain Free Gluten 

Free Power Bites Dog 

Treats, 6 oz 

C,tCCD/~ 
PILL 

P0CKETS 

Greenies Pill Pocket Soft 

Dog Treats - Peanut Butter 

1,911 

You 
viewed • • > View or edit 

your browsing 
history 

Back to top 

Get to Know Us Make Money with Us Amazon Payment Products Let Us Help You 

Careers Sel I on Amazon Amazon Rewards Visa Signature Cards Your Account 

Blog Sell Under Private Brands Amazon.com Store Card Your Orders 

About Amazon Sell on Amazon Handmade Amazon Business Card Shipping Rates & Policies 

Press Center Sell Your Services on Amazon Amazon.com Corporate Credit Line Amazon Prime 

Investor Relations Sell on Amazon Business Shop with Points Returns & Replacements 

Amazon Devices Sell Your Apps on Amazon Credit Card Marketplace Manage Your Content and Devices 

Become an Affiliate Reload Your Balance Amazon Assistant 

Advertise Your Products Amazon Currency Converter Help 

Self-Publish with Us 

> See all 

..__E_n_g_li_s_h __ ...,I . __ u_n_it_e_d_s_t_at_e_s 

Amazon Music 
Stream millions 
of songs 

Amazon Advertising 
Find, attract, and 
engage customers 

Amazon Drive 
Cloud storage 
from Amazon 

6pm 
Score deals 
on fashion brands 

AbeBooks 
Books, art 
& collectibles 

ACX 
Audiobook Publishing 
Made Easy 

Alexa 
Actionable Analytics 
for the Web 

Amazon Business 
Everything For 
Your Business 

AmazonFresh 
Groceries & More 
Right To Your Door 

AmazonGlobal 
Ship Orders 
Internationally 

Home Services 
Handpicked Pros 
Happiness Guarantee 

Amazon Inspire 
Digital Educational 
Resources 

Amazon Rapids 
Fun stories for 
kids on the go 

Amazon Restaurants 
Food delivery from 
local restaurants 

Amazon Web Services 
Scalable Cloud 
Computing Services 

Audible 
Download 
Audlobooks 

Book Depository 
Books With Free 
Delivery Worldwide 

Box Office Mojo 
Find Movie 
Box Office Data 

ComiXology 
Thousands of 
Digital Comics 

CreateSpace 
lndle Print Publishing 
Made Easy 

DPReview 
Digital 
Photography 

East Dane 
Designer Men's 
Fashion 

Fabric 
Sewing, Quilting 
& Knitting 

Goodreads 
Book reviews 
& recommendations 

IMDb 
Movies, TV 
& Celebrities 

IMDbPro 
Get Info Entertainment 
Professionals Need 

Junglee.com 
Shop Online 
In India 

Kindle Direct Publishing 
lndle Digital Publishing 
Made Easy 

Prime Now 
FREE 2-hour Delivery 
on Everyday Items 

Amazon Photos 
Unlimited Photo Storage 
Free With Prime 

Prime Video Direct 
Video Distribution 
Made Easy 

Shopbop 
Designer 
Fash Ion Brands 

Amazon Warehouse 
Graat Deals on 
Quality Used Products 

Whole Foods Market 
America's Healthiest 
Grocery Store 

Wootl 
Deals and 
Shenanigans 

Zappos 
Shoes & 
Clothing 

Souq.com 
Shop Online In 
the Middle East 

Subscribe with Amazon 
Discover & try 
subsalptlon services 

PillPack 
Pharmacy Slmpllfled 

Amazon Renewed 
Refurbished products 
with a warranty 

Amazon Second Chance 
Pass II on, trade It In, 
give It a second Ille 

Conditions of Use Privacy Notice Interest-Based Ads @ 1996-2019, Amazon.com, Inc. or its affiliates 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;! B6 i 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Sent: 3/20/2019 6:28:36 PM 

Subject: Taste of the Wild Grain Free[ _____________ B_6 _____________ i EON-382849 
,·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

Attachments: 2064322-report.pdf 

A PFR Report has been received and PFR Event [EON-382849] has been created in the EON System. 

A "PDF" report by name "2064322-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-382849 
ICSR #: 2064322 
EON Title: PFR Event created for Taste of the Wild Grain Free; 2064322 

AE Date 03/20/2019 

Best By Date 

Animal Species Dog 

Breed Pointing Dog - German Short-haired 

Age 5 Years 

District Involved PFR ~--·-·-·-· B4 _________ no 

Number Fed/Exposed 

Number Reacted 1 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2064322 
Product Group: Pet Food 
Product Name: Taste of the Wild Grain Free 
Descriptionl.___ B4 ____ ]was diagnosed with a new heart murmur on 12/4/18 when she was seen for routine vaccines. 
At that time she was being fed Taste of the Wild Grain free Salmon diet. l_ ____ B4 __ ___!regular veterinarian 
recommended switching diets and she was switched to Purina Proplan Sport. She was seen today and diagnosed 
with 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 
Number of Animals Reacted With Product: 1 
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Product Name Lot Number or ID Best By Date 

Taste of the Wild Grain Free 

Sender information 

USA 

Owner information 
r-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

! 
! i 
! i 
! i 
! i 
! i 
! i 

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

B6 ; 

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

! ______________________________________________ B 6 ---------·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_i 

, To view the PFR Event R~port, please dick the link below:_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_ 

i 86 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 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: 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 iBB) 
j_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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

To: Cleary, Michael*; HQ Pet Food Report Notification;___ ______________________ B6 __________________! 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

______ 

Sent: 4/14/2019 11 :20:28 PM 

Subject: Nature's Domain - Salmon and Sweet Potato-Nature's Domain - Turkey ad 
Sweet Potato-Nature's Domain - Beef and Sweet Potato-Nature's Domain -.-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
Canned Grain free Dog Food:: B6 i- EON-385037 

j•-•-•-•-•-•-•-•-•-•-•-•-•-• I 

Attachments: 2065806-report.pdf 

A PFR Report has been received and PFR Event [EON-385037] has been created in the EON System. 

A "PDF" report by name "2065806-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-385037 
ICSR #: 2065806 
EON Title: PFR Event created for 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; 
2065806 

AE Date 03/11/2019 

Best By Date 

Animal Species Dog 

Breed Retriever - Labrador 

Age 10 Years 

District Involved PFRi 86 !no 
i.·-·-·-·-·-·-·-·-j 

Number Fed/Exposed .J 

N um her Reacted 2 

Outcome to Date Stable 

Product information 
Individual Case Safety Report Number: 2065806 
Product Group: Pet Food 
Product Name: 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 
Description: A heart function blood test was nm onl B6 : and [ B6 : as part of their senior examination . 

.--·-·-·-·-·-·-·-·-·-·-i .--·-·-·-·-·-·! ·-·-·-·-·-·~-· 
i 86 

·-·-·-::..-::..-::..-::..-::..-,·-= 

jnumbers came back at around! 86 !(top of normal rangel__~~-J While not formally diagnosed, DCM is 
'·-sii"si)ectedr·-·-·-s-6·-·-·-·~umbers came back··;r~s~s·-·l An ultrasound was nm on r-·BEf"lnd she has been diagnosed 

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

,, 
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. ·-·-·-·-·-·-·-·-·1 

with DCM; sever dilation of left ventricle with mild thickening of the mitral valv~ 86 !is deemed_ to.~e at 
moderate risk for CHF. Both dogs are being given Taurine supplements and traditi'oifri"ra-og food] 86 ~s 
currently taking a beta blocker and Vetmedin. Both dogs were fed Nature's Domain (Costco or K.'rtRiand"-brand of 
Grain Free Dog Food). They each rotated through the Salmon and Sweet Potato, Turkey and Sweet Potato, and 
Beef and Sweet Potato formulas throughout their lives. The grain free food was recommended for a third 
Labrador Retriever with severe allergies. This third dog was never diagnosed with DCM and was euthanized in 
l_ ______ 86 ____ ___! at 15+ years due to severe arthritis. 
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: 3 
Number of Animals Reacted With Product: 2 

Product Name 
Lot Number 
or ID 

Best By 
Date 

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 

Sender information 
i i 

i i 
i i 
i i 
i i 
i i 
i i 

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

elo~,v: 

; 86 ; 
USA 

!"_To __ ,rie_w_.tbi.s._PER.E:v.e11L.nlea.~e.s.:lidc.Jhe.Jinlcb

i 86 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

To view the PFR Event Report, please click the link below: 
! 86 ! 
i B6 : 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

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

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

l·-·-·-·-·-·-·-·-·-·-·-·-·-· B 6 -·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Sent: 4/12/2019 6:44:58 PM 

Subject: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-384905 

Attachments: 20657 43-report.pdf; 20657 43-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-384905] has been created in the EON System. 

A "PDF" report by name "2065743-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 "2065743-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-384905 
ICSR #: 2065743 
EON Title: Related PFR Event created for Solid Gold Mighty Mini Beef Sweet Potato and Apple grain free dry; 
2065743 

AE Date [~~~~~~~ 86 ~~~~~~] 

Best By Date 

Animal Species Dog 

Breed Chihuahua 

Age 9 Years 

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: 2065743 
Product Group: Pet Food 
Product Name: Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry 
Description: Has been regularly rechecked after PDA occlusion. Progressive reduction in left ventricular 
contractile function noted on most recent echo. Eating BEG diet. Owner changed to Royal Canin Early Cardiac 
diet and we will recheck in April April cardiology recheck - echo measurements improved overall - eating Royal 
Canin Cardiac diet, no additional medications prescribed. PDA remains occluded. Patient has purposefully lost 
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weight. 
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 

Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry 

This report is linked to: 
Initial EON Event Key: EON-380716 
Initial ICSR: 2063119 

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

Owner information 

B6 
; 

! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i USA 

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

! 86 1 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Jink_bclnw.: 

 

_.Io_vie:w_tb.e_Re.late.d_P..E.R.Ey_ent.Re.o.orLnleas.e_.click_tb.e____________________________________________________________________________________________________________ , 
i B6 i 

Ii~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.:~:.•-•-•-•-•-•-•-•-•-•-•-•-•-•-

; B6 ; i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·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 
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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;! ___________________________ BG _________________i _________ 

Sent: 7/24/201811:24:13 PM 

Subject: Taste of the Wild Pine Forrest!_ ___________ 86 ___________ i-EON-360238 

Attachments: 2052688-report.pdf; 2052688-attachments.zip 

A PFR Report has been received and PFR Event [EON-360238] has been created in the EON System.

!DO 

 

A "PDF" report by name "2052688-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 "2052688-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-360238 
ICSR #: 2052688 
EON Title: PFR Event created for Taste of the Wild Pine Forrest Venison and Legumes; 2052688 

AE Date 05/08/2017 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 3 Years 

District Involved PFR {"_~--~--~--~--~ B(_~--~--~--~--~-_

Number Fed/Exposed 

Number Reacted 1 

Outcome to Date Better/Improved/Recovering 

Product information 
Individual Case Safety Report Number: 2052688 
Product Group: Pet Food 
Product Name: Taste of the Wild Pine Forrest, Venison and Legumes 
Description: Just before!__ ___ 86 __ ._.!second birthday, her energy level dropped and she developed a dry cough in the 
mornings. On the advice of a friend, I had her blood tested for taurine because she was on a grain-free food high ·-·-·-·-, 
in legumes. The result wa~ BG!ml by the plasma test (normal level is 60-120 ml). I then took her to cardiologist 
Dr. Joshua Stern at UCD VMTH. Dr. Stern did an echocardiogram and also found the Mitral Valve Dysplasia, but 
did not see SAS. He found Mild to Moderate DCM. His report reads: "Moderately dilated left ventricular 
chamber and LV systolic dysfunction - ddx: taurine responsive DCM vs idiopathic DCM. Lv chamber has 
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significantly increased in the recheck interim (L _____________________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·-·-___! previous July 2016)." He prescribed 
increasing the taurine and 1-carnitine supplements and return for repeat echo in 3-4 months. 
Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
Number of Animals Reacted With Product: 1 

Product Name Lot Number or ID Best By Date 

Taste of the Wild Pine Forrest, Venison and Legumes 

Sender information 
.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i i ; B6 ; i i 
i i 
i i 
i i 
i i 

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

USA 

To view this PFR Event, please click the link below: 
! ~ : B6 - : 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

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

!------------·-·ss-·---------·-·1------------------------------------------------------

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

-----------------------------ss ________________________________________________________________________________________________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: 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 Product_ ____________ B5 -·-·-·-·-·-·-·-! 
Attachments: 1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
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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 
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Document properties 
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Page count: 2 
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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-375111 

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 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Description: Weight loss x 3-4 weeks Cou9bi.n_g __ ,:lJJQ __ Q.Y.SP.n.~~Ld.~.Y..~.lQP_~q __ ;-too to ER inl_ ___________ ~-~----·-·-·-·-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 
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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 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 

Sent: 1/15/2019 9:05:17 PM 

Subject: 4Health whitefish and potato dry: Lisa Freeman - EON-376448 

Attachments: 2061217-report.pdf; 2061217-attachments.zip 

A PFR Report has been received and PFR Event [EON-376448] has been created in the EON System. 

A "PDF" report by name "2061217-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 "2061217-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-376448 
ICSR #: 2061217 
EON Title: PFR Event created for 4Health whitefish and potato dry, 4Health salmon and potato adult dog food; 
2061217 

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 Stable 

Product information 
Individual Case Safety Report Number: 2061217 
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 BNit._ ____ B6 ____ __i; taurine and troponin pending 2 other dogs in household eating same 
diet - they have not been screened yet 
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: 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 

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

Owner information 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i i 

i i 
i i 
i i 
j...~~~~~~~~~~~~~~~~~~~~~~~~~1-·-·i 

i B6 !USA 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 

; 86 ; 

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

i i 

To: Cleary, Michael*; HQ Pet Food Report Notification; !-·-·-·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-·-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 

Best By Date 

Animal Species Dog 

Breed Doberman Pinscher 

Age 10 Years 

District Involved PFR-New England DO 

Number Fed/Exposed 2 

Number Reacted 2 

Outcome to Date Stable 

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 (i 86 i-previously reported).! 86 i was 

L--·-·-·-·-·-·-·-·-·-·-·-·-·-' L--·-·-·-·-·-·-·~ 
asymptomatic but eating same diet (Acana) so was screened 8/20/18 - reduced contractile function. Owner 
changed diet to Pro Plan Weight Management dry. No improvement on 12/12/18 echo. Will recheck in 3 months 
WB taurinel_ __ B6 __ : 
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: 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 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i ! 

i ! 
i ! ! i ! 
i ! 

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

iusA 
; 86 

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

!-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·B6 _______________________________________________ ! 

To view the PFR Event Report, please click the link below: 
i ~ ; 86 ! i !'" 
i ! 
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 lsA 
i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

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 

Animal Species Dog 

Breed Griffon - French Wire-haired Pointing 

Age 5 Years 

District Involved PPR-Minneapolis DO 

Number Reacted 2 

Outcome to Date Died Euthanized 

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 
i i 
i i 
i i 
i ~ 
! ; 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

B6 ; 
USA 

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

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

I 
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. 
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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 ·-·-·-·-·-·-·-·-·-·-·-·-· i 

Sent: 12/26/2018 11 :40:53 PM 

Subject: 4health optimal nutrition for optimal health weight management formula for 
dogs:: ____________ B6 _________ ___!- E ON-3 7 4 7 58 

Attachments: 2060587-report.pdf; 2060587-attachments.zip 

A PFR Report has been received and Related PFR Event [EON-374758] has been created in the EON System. 

A "PDF" report by name "2060587-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 "2060587-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-374758 
ICSR #: 2060587 
EON Title: Related PFR Event created for 4health optimal nutrition for optimal health weight management 
formula for dogs, Purina ProPlan Savor Adult Shredded Blend Chicken and Rice Formula (this is one the new 
diet that patient was transi .. ; 2060587 

AE Date 09/20/2018 Number Fed/Exposed 

Best By Date 05/31/2020 Number Reacted 1 

Animal Species Dog Outcome to Date Better/Improved/Recovering 

Breed Hound - Afghan 

Age 6 Years 
r·-·-·-·-·-·-·-·-·-·-·-·-· . 

District Involved PF~ 
i 

B 6 po 
~------~------<----·-·-·-·-! ·-·-·-·-·-·-·-~~---------~----------~ 

Product information 
Individual Case Safety Report Number: 2060587 
Product Group: Pet Food 
Product Name: 4health optimal nutrition for optimal health weight management formula for dogs, Purina 
ProPlan Savor Adult Shredded Blend Chicken and Rice Formula (this is one the new diet that patient was 
transitioned to after initial cardiac disease diagnosis), Purina One Smartblend Chicken and Rice Formula (this 
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diet gets mixed into Puirina ProPlan Savor food and has been transitioned to since the patient was initially 
diagnosed with cardiac disease). 
Description: Onset of cough 9/20/18, progressed to bi ventricular congestive heart failure and atrial fibrillation. 
12/26/18- six week follow-up: significant improvement with now normal energy, normal respirations; finicky 
appetite persists but is reportedly not unusual for the patient 
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 Reacted With Product: 1 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Purina ProPlan Savor Adult Shredded Blend Chicken and Rice Formula 
(this is one the new diet that patient was transitioned to after initial cardiac 
disease diagnosis) 

82871085 
1039L09 

04/30/2020 

4health optimal nutrition for optimal health weight management formula 
for dogs 

WHH0504-18 
HMS 

05/31/2019 

Purina One Smartblend Chicken and Rice Formula (this diet gets mixed 
into Puirina ProPlan Savor food and has been transitioned to since the 
patient was initially diagnosed with cardiac disease). 

83071085 
1237L02 

05/31/2020 

This report is linked to: 
Initial EON Event Key: EON-370883 
Initial ICSR: 2058754 

; 
Sender information 
i ! 

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

86 
USA 

; 
Owner information 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i B6 ; i 

i i 
i i-
i j, 

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i us A 

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

l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 86 _______________________________________________ j 

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

! ! 86 ; i 
! i 
! i 
! i 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
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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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-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
' ' ; 86 ; i i 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . 

Referring Hospital: 
• •-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•- I 

! i 

! 
! i 
! i 
! i 
! i 
! i 

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

B6 ; 
Examination Date: : 86 :TIME: Patient: i B6 j 

; _______________________ _; 5 yea~·, male, English Lab 

Re: CI i ent:,.__L ______________ 86 -·-·-·-·-·-·-__i_·_, 

! 86 ! 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Chief Complaint/Clinical History. 
l B6 lwas referred for a suspected tracheal mass. The owner reports that his 
'·a-ppefite 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 food this morning 
He is on a limited ingredient, grain free diet( blue buffalo lamb/potato) for the past 2-3 

,._Yf}_a rs. ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
! B6 i 
'-·-m-ed s :-·none·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ' 

86 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~·-~·~~~-·-·~-··· .. ~·---·~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Laboratory: 

Treatment: 
I called owner and advised that! :is in CHF and likely has DCM. Discussed treatment 

[·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· for CHF. Owner wants to proce~d. Gave owner B estimate s ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· for 48hrs i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

B6 
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B6 
L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· r·-·~-·-·-·-·--•-~--·•·•·--·•·-•r·-·-·-·-·-·-·-·-·-·1 

! B6 ! i,_, ________________ j 

Diagnosis: 
Fulminating Congestive heart failure. 

Suspect DCM 

Thank you very much for the referral, if you have any questions regarding [ B6 i or 
any other case, please do not hesitate to call me. L 

i 86 iDVM 
86 ·-·-·-·-·-·: DVM,i 86 i 

i.-..-~ 

l _________________________ 
.. .: .. .: .. .: .. .: .. .: .. .: .. .: .. .: .. .: .. .::.:;••=:=:=.-=--=--

~~----·-·-·-·-·-·-·-·-·-·-· 
··-·-·-·-·-·-·-';··-·-·-·-) 

i 
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-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ' ; 
; 
; 
; 
; 

1B6 
; 
; 
; 
; 
; 
; 
; 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B6 

Patientf·-·-·1is-·-·-·-![-;~-~ears and["~~months old M Canine Golden Retriever 

Client: i B6 i Account #: 300G 
Ref erri~i-Ho.spitaf:i Bs°-·-·-·-·-·-·-·1 Ref erring Doctor: [ B6 i 
Referring Hospital:' Referring Doctor: Dr. ' 
Date: Jan 03, 2019 

Cardiology Consultation 

Current History: i B6 jis a 3-year-old male Golden Retriever that presents today for a 2 month follow-up 
echocardiogram after the'identification of a dilated cardiomyopathy phenotype and a marginal taurine level. 
The owner has been supplementing taurine since the last echocardiogram and carnitine for the past 6 weeks 
(see below). l_ __ B6 ___ ] was not symptomatic at the last evaluation and has remained active and energetic. The 
owner does not report any other noncardiac problems. He has tolerated the supplements without apparent side 
effects. No other new medical problems were reported. 

Past medical history: 
• Immature cataract, OS 
• Historical dermatitis 

Current Medications: 
• Taurine lg twice a day 
• Carnitine 2g a.m./p.m., 1.5g "midnight snack" 
• Cosequin joint supplement 

Cardiopulmonary Exam/ B6 lis alert and friendly as usual. He is mildly overweight (38.3 kg, BCS 6/9) 
and has gained I kg since the last'evaluation. Cardiac auscultation was unremarkable with no arrhythmias, 
gallop sounds, or murmurs. Oral mucous membrane color and refill time are within normal limits. Pulmonary 
auscultation was unremarkable. Arterial pulse quality was excellent and there were no pulse deficits or 
jugular pulsations. 
General Physical Exam Abnormalities:The patient has a fractured right maxillary third incisor. An 
incipient cataract is present OS 

Dia2nostic Procedures 
Electrocardiogram: A bipolar monitoring ECG recorded during the echocardiogram demonstrates a normal 
sinus rhythm with heart rates between 87-120 bpm. No ectopy was observed during the study. 
Echocardiogram: Left ventricular internal chamber dimensions are mildly increased for a dog of this size but 
have remained static since the last examination. Right and left ventricular myocardial thicknesses are within 
normal limits, and echogenicity of the ventricular myocardium is subjectively normal as well. Left ventricular 
sphericity has decreased (sphericity index 1.22) although it is still mildly abnormal. Estimates of left 
ventricular systolic function have improved since the last exam and are now for the most part within normal 

[ ______________ B6 ·-·-·-·-·-·-J Page 1 of 2 
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.--·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-
; 
; 
; 
; 

186 
; 
; 
; 
; 
; 
; 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

86 
limits (FS 26%, EF 54-55%, EPSS 8 mm). Both atria are normal in size (LA 3.7 cm, LNAo 1.37). Valvular 
anatomy was unremarkable and color flow Doppler did not document any pathologic valvular insufficiencies, 
although physiologic tricuspid regurgitation was present (2.2 m/s). Ejection velocities and great vessel 
anatomy were normal (Ao 1.6 m/s, PA 1.1 m/s). The mitral inflow profile is normal as well (E wave 0.8 m/s, 
A-wave 0.5 m/s). Left ventricular IVRT is at the upper limit of normal at 95 ms. Pulsed tissue Doppler 
evaluation of the mitral annulus was normal (Ea 0.17 m/s ). No masses or vegetations were observed. 

Diagnosis/Problem List: 
• Historical dilated cardiomyopathy phenotype - resolving 
• Probable taurine deficiency - appropriately supplemented 
• Overweight 
• Fractured right maxillary 13 
• Immature cataract OS 

Summary/Prognosis: l.__ __ B6 ____ i echocardiogram has improved since the last examination with normal or near-
normal estimates of LV systolic function and subjectively diminished sphericity. Atrial dimensions are still 
normal, and no secondary functional valvular insufficiencies were identified. The improvement in systolic 
function is presumably related to supplementation with taurine and camitine. Based on today's evaluation no 
additional diagnostics were recommended, and [ 

0
B6 ! does not currently require any other therapy. His left 

ventricular internal dimensions are still slightly increased, but this may be a reflection of a physiologic change 
in a very active dog, since his L V dimensions have been mildly increased since his initial evaluation in 2017. 
He will continue to be monitored, but hopefully identification of a relative taurine deficiency early in the 
disease process will prevent progression to any overt clinical symptoms. 

Treatment Plan: 
• Continue supplements as above 

follow-up Recommendations:Recheck echocardiography in 3-4 months 

! . 86 I ' 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

j B6 :,DVM 
Diplomate ACVIM (Cardiology) 

!_ ______________ BG _____________ J Page 2 of 2 

FDA-CVM-FOIA-2019-1704-003620 



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

To: Cleary, Michael*; HQ Pet Food Report Notification;[_ _______________________ B6 ·-·-·-·-·-·-·-·-·-·-·-·] 

Sent: 1/2/2019 8:12:39 PM 

Subject: Pure Vita Venison & Red Lentils Grain Free Entree:i B6 i-
L---·-·-·-·-·-·-·-·-·-·-·-) 

EON-375203 

Attachments: 2060773-report.pdf; 2060773-attachments.zip 

A PFR Report has been received and PFR Event [EON-375203] has been created in the EON System. 

A "PDF" report by name "2060773-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 "2060773-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-375203 
ICSR #: 2060773 
EON Title: PFR Event created for Pure Vita Venison & Red Lentils Grain Free Entree, Whole Life Pet Just One 
Ingredient Pure Beef Liver Treat; 2060773 

AE Date 10/05/2018 Number Fed/Exposed 1 

Best By Date Number Reacted 1 

Animal Species Dog Outcome to Date Stable 

Breed Retriever - Golden 

Age 8 Years 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

District Involved PFR) 
; 86 !no

; 
; ; 

 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Product information 
Individual Case Safety Report Number: 2060773 
Product Group: Pet Food 
Product Name: Pure Vita Venison & Red Lentils Grain Free Entree, Whole Life Pet Just One Ingredient Pure 
Beef Liver Treat 
Description: Low whole blood taurine noted 10/05/18 (135 nmol/mL). Mild decrease in systolic function noted 
on echocardiogram 10/06/18. Generally asymptomatic but seems heat intolerant and tires easily on walks (not a 
new finding). 
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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 

Whole Life Pet Just One Ingredient Pure Beef Liver Treat 

Pure Vita Venison & Red Lentils Grain Free Entree 

Sender information 
! ' ! i 

! 
! B6 ; i 
! i 
! i 
! i 
! i 

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

USA 

L 
Owner 

______ 
information 

B 6 ______ __1 USA 

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

Sent: 1/3/2019 8:56:20 PM 

Subject: Solid Gold Wee Bit formula-Bison & Brown Rice Recipe with Pearled Barley 

Small Breed Dry Dog Food: : B6 i. EON-375339 

Attachments: 2060822-report.pdf 

A PFR Report has been received and PFR Event [EON-375339] has been created in the EON System. 

A "PDF" report by name "2060822-report.pdf" is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-375339 

ICSR #: 2060822 

EON Title: PFR Event created for Solid Gold Wee Bit formula Bison & Brown Rice Recipe with Pearled Barley 

Small Breed Dry Dog Food; 2060822 

  

  

  

AE Date BE 

Best By Date 

Animal Species Dog 
  

Breed Terrier - Yorkshire 
  

Age 6 Years 

 

District Involved PEFR B6 
                  

Number Fed/Exposed | 3 

Number Reacted 3 

Outcome to Date Not Applicable 

Product information 

Individual Case Safety Report Number: 2060822 

Product Group: Pet Food 

Product Name: Solid Gold Wee Bit formula Bison & Brown Rice Recipe with Pearled Barley Small Breed Dry 

Dog Food 

imeem i   

heart meds twice a day. Indefinitely. 
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Submission Type: Initial 
Report Type: Both 
Outcome of reaction/event at the time of last observation: Not Applicable 
Number of Animals Treated With Product: 3 

Number of Animals Reacted With Product: 3 

Product Name 
Lot Number or 
ID 

Best By 
Date 

Solid Gold Wee Bit formula Bison & Brown Rice Recipe with Pearled 
Barley Small Breed Dry Dog Food 

Sender information . -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
i i 
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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 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; i B6 i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Sent: 1/26/2019 1 :54:30 AM 

Subject: Taste of the Wild - EON-377564 

Attachments: 2061774-report.pdf 

A PFR Report has been received and PFR Event [EON-377564] has been created in the EON System. 

A "PDF" report by name "2061774-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-377564 
ICSR #: 2061774 
EON Title: PFR Event created for Taste of the Wild, 4 health; 2061774 

AE Date 12/04/2018 

Best By Date 

Animal Species Dog 

Breed Bulldog - American 

Age 3 Years 

District Involved PFRi 
' 
86 

. -·-·-·-·-·-·-·-·-i ' 
bo 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Worse/Declining/Deteriorating 

Product information 
Individual Case Safety Report Number: 2061774 
Product Group: Pet Food 
Product Name: Taste of the Wild, 4 health 
Description: We have been feedingl_ ___ BG _ ___!grain free food his whole life. Around christmas he developed a 
cough. Since he had stayed at the vet for surgery, they treated him for kennell cough. I brought him to the vet 
today for a follow up as the cough had progressed. He HATES the vet so on order to get an xray, they wanted to 
sedate him. As soon as they did they 

were! 
had_ 

___________ 
touse_counter 

Jo 
medicine to get him out of it Nd admitted iter oxygen. He 

was on oxygen for an hour as they B6 ________ emergency veterinarian 1 hour away. They weren't sure 
he would make it to the other vet. He was diagnosed Congestive heart failure, secondary to dialated 
cardiomyopathy (DCM) . His heart is so enlarged, its pumping blood into his lungs. He is now being with heart 
medication, medication to dry out his lungs, and high doses of the vitamins(taurine) that he was starved of with 

FDA-CVM-FOIA-2019-1704-003666 



the grain free food. The veterinarian is certain it was caused by lack of these nutrients with the 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: 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 

4 health 

Taste of the Wild 

Sender information 
! j_ _________ B6 ! j 

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 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: 1/23/2019 7:40:22 PM 

Subject: Taste of the Wild (Pacific Stream formula): l_ ___________ B6 -·-·-·-·-·-·i- EON-377278 

Attachments: 2061637-report.pdf; 2061637-attachments.zip 

A PFR Report has been received and PFR Event [EON-377278] has been created in the EON System. 

A "PDF" report by name "2061637-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 "2061637-attachments.zip" 
and is attached to this email notification. 

Below is the summary of the report: 

EON Key: EON-377278 
ICSR #: 2061637 
EON Title: PFR Event created for Taste of the Wild (Pacific Stream formula); 2061637 

AE Date 08/22/2018 

Best By Date 

Animal Species Dog 

Breed Retriever - Golden 

Age 6 Years 
-·-·-·-·-·-·-·-·-·-·-·-
' 

District Involved PFR! B6 !no
; 

! ; 

 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Recovered Completely 

Product information 
Individual Case Safety Report Number: 2061637 
Product Group: Pet Food 
Product Name: Taste of the Wild (Pacific Stream formula) 
Description:l_ ___ BG __ ___ihad been fed two brands of grain-free kibble since I purchased him at 8 weeks of age. In 
August 2018, I became aware of a possible link between this_type of food and a taurine deficiency which could 
lead to heart disease. A blood test was performed at!_ _____ B6 _______ ! at that time, and his whole blood taurine result of 
222 was below the recommended level for a Golden Retriever. An echocardiogram a few weeks later confirmed 
DCM, moderate dilation of the left ventricle. His diet was changed to a grain inclusive kibble. He was also given 
daily heart medications and a taurine supplement. Four months later, another echocardiogram showed his heart to 
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be completely normal. 
Submission Type: Initial 
Report Type: Both 
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 

Taste of the Wild (Pacific Stream formula) 

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 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; 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~ 
; 86 !no ; 
; ! 
'-•-·-·-·-·-·-·-·-·-·-·-·-· 

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 

FDA-CVM-FOIA-2019-1704-003678 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date 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 

Taste of the Wild High Prairie grain-free with roasted bison and roasted 

vemson 

Sender information 
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To view this PFR Event, please click the link below: 
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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 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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; B6 i i 
i i 
i i 
i i 
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CARDIOLOGY 

j 86 ! DVM, DACVIM-Cardiology 
:_ ______________________ )VM, DACVIM-Cardiology 

Date: Thursday, L_ _____________ B6 ·-·-·-·-·-·-· ! 
Patient: L __ e_!Ll::.._$.b_~P.b~Jd, Australian, Spayed Female, [-·-·-·-·-·-s"ii-·-·-·-·-"1. 
Owner: [ _____________ B6 _____________ i -·-·-·-·-·-·-·-·-·-·-·-·-·" 

; 

Chief Concern: [ B61 is here for further evaluation of a heart murmur noted at her exam with :-·-·-·sii ____ ] 
1n·-oecember. At home, she's showing no clinical signs suggestive of cardiac·-·-·-·-·-·-·-·· 
disease. She will have an intermittent hacking cough, but is breathing comfortably. 

Weight: 24.9 kilograms 

Current 
Medications: None 

Diagnosis: Degenerative valvular disease - mild (no left atrial enlargement) 
Ventricular premature complexes - mild (infrequent, single beats) 
Moderate hypertension - possibly excitement-related, recommend recheck 

Procedures: 
Physical exam: 
BAR, nervous. MM pink, moist, CRT<2s. 111-IVNI left apical systolic murmur auscultated. 
Pulses strong and syncbronous. No arrhythmias noted during physical exam. Lung sounds 
normal, eupneic. HR= i 86 ibpm, RR =f~~[brpm 

L--·-·-·• L._.J 

Echocardiogram: 

86 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

'Gorn men ts: ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

The left atrium is normal in size. The left ventricle is normal in size and LV systolic function is 
normal. The mitral valve is mildly thickened and prolapses. The tricuspid valve is mildly 
thickened. All other valves are subjectively normal in appearance. The right atrium and right 
ventricle are both subjectively normal in size and function. No masses or effusions are noted. 
The main and branch pulmonary arteries are subjectively normal in size. ECG shows sinus 
rhythm/sinus tachycardia when anxious - intermittent, sometimes very infrequent single 
ventricular premature complexes are noted (no couplets, triplets, or runs of ventricular 
_iach\lcardia._Qb.s.eJY~dL __________________ , 

ICommenfu~-~---------1 
Mild mitral regurgitation is noted. Mild tricuspid valve regurgitation is noted. Based on the TR 
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velocity, there is no evidence of significant pulmonary hypertension. No other valvular 
regurgitations are noted. Normal, laminar flow is noted across the aortic and pulmonic valves 
during systole. 
Assessment: 
Based on today's evaluation, the murmur that is heard is due to degenerative valvular disease 
and a resultant leak across the mitral valve. The mitral valve is located on the left side of the 
heart and lies in between the atrium (top chamber) and ventricle (bottom chamber). As dogs 
age, the degenerative process causes a progressive thickening of the valve and the leaflets 
that make up the valve do not completely close. When the ventricle pumps, a small amount 
of blood is leaking backwards across the mitral valve and this is what we hear as a murmur. 
Currently, the leak across the valve is small and is causing no heart enlargement. The 
remainder of the heart is very normal and the muscle of the heart is functioning normally. Due 
to the lack of heart enlargement and an otherwise normal heart, no treatment is indicated at 
this time as significant clinical signs of heart disease are not likely to be present. Structural 
heart disease is not present to result in the ventricular premature complexes. They could be 
due to stress (most likely), hypertension, or non-cardiac disease. Recheck ecg in 1-2 months 
with blood pressure. 
Additionally, there is minimal (if any) risk of anesthesia, so any procedures (surgery or dental 
cleaning) that must be performed in the near future have no cardiac contraindications. 

Blood pressure: #4 cuff left front limb, Doppler; 175mmHg. She was nervous 
during her blood pressure and this could be the cause of moderate hypertension. 
Prior to any therapy, I recommend rechecking this in 1-2 months. 

Client Instructions: 
CAUSE OF MURMUR: 
Degenerative valve disease (DVD) is the most common acquired heart disease in dogs. It is 
especially common in older, small breed dogs. DVD is typically a slowly progressive condition 
and not all dogs will develop clinical signs associated with degenerative valve disease. Any 
valve in the heart can be affected by DVD, but the most common valve involved is the mitral 
valve. This is the valve that sits between the left ventricle and the left atrium. As it becomes 
degenerative and starts to fail, it can allow blood to leak back into the left atrium (top chamber 
on left). If severe enough, this 'backing up' of blood can affect the pulmonary circulation as 
well, resulting in fluid accumulation inside the lungs (pulmonary edema). When this occurs, it 
is referred to as "congestive heart failure" or CHF. Pulmonary edema makes breathing very 
difficult since normally the lungs should be filled with air, rather than fluid. 

At this time, i B6 i heart disease is not progressed to the point of congestive heart failure, but 
we should periodically monitor for further progression and the above clini~al_ signs_-_as_the _______ ~ 
disease i 
[-·-·-ss _____ 

worsens over time. Much of this monitoring can be performed at[ B6 
j as chest x-rays will be a good screening tool. Less frequently, ec}10.ca-rc:fiog-ra_m_s.wiff 

allow for more specific assessment of heart valvular and muscle function as well as chamber 
sizes. 

Clinical signs associated with CHF include lethargy, weakness, decreased activity level, 
coughing and/or increased breatnTng rate (>40 breaths per minute AT REST) or increased 
breathing effort. If any of these signs are noted, a veterinarian should be contacted 
immediately. 

OCCASIONAL ARRHYTHMIA: 
Based on today's testing, :.__BG.! has abnormal heart beats coming from the bottom heart 
chambers (ventricles). Normally, the heart has a very organized electrical system that tells 
the muscle when/where to contract. Occasionally, diseases will disrupt the heart's electrical 
system and cause inappropriate areas of the heart to fire off electrical signals that can affect 
the heartbeat. In i BG :case, these arrhythmias do not appear overly dangerous and are 
only occurring as ~ingle premature beats (ventricular premature complexesNPC). There are 
many causes of mild ventricular arrhythmias and include both cardiac and non-cardiac 
disease. While some breeds (Boxers and Dobermans) are prone to primary heart diseases, 
most other breeds have non-cardiac disease as the primary cause of arrhythmias. Based on 
the echocardiogram performed today, there is no evidence of structural heart disease in i 86 [ 
We cannot completely rule out that a tiny, microscopic area of the heart is producing these-·-·-· 
beats because that will not show up on any available testing. 
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More likely, non-cardiac disease could be affecting heart rhythm. These include benign 
causes like anxiety/stress. Or other issues like increased blood pressure, systemic 
inflammatory conditions, abdominal diseases (tumors of spleen, liver, adrenal glands), or 
nervous system diseases. We checked a blood pressure today and it was a little increased -
but still within the range of what can be seen with stress. I recommend rechecking blood 
pressure in 1-2 months to make sure it is repeatably high. Also, if not performed recently, full 
bloodwork is recommended to make sure there's no evidence of inflammation in her body or 
kidney disease (which can cause high blood pressure). From the next recheck, we can 
discuss if further treatment or evaluation is needed for the arrhythmias or persistent 
hypertension. 

Medications: No cardiac medications are warranted at this time. 

Recheck: 
For arrhythmia/hypertension: 
Consider full bloodwork with i BG :to check for any evidence of kidney or 
inflammatory diseases L 

Recheck ECG and blood pressure in 1-2 months to make sure 
arrhythmias/hypertension are persistently noted - further therapy may be discussed at 
that time based on testing results 

For mild valvular disease: 
Recheck thoracic radiographs (x-rays) every 12 months, sooner if clinical signs occur 
- this may be performed withi B6 l or here at i B6 i 

L--·-·-·-·-·-·-·-· L--·-·-·-·-·• 

Recheck echocardiogram in 1-2 years 

Thank 

; 
you, 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
i B6 ; i 

i i 
i i 
i i 
i i 
i i 
i i 
i i 
i i 

(-·-·-·-·-·-·-·1i6·-·-·-·-·-·-·-Tm/M~-DACVll\71:cardiology 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

C'._c"l l t-~ ~ 

to--rJ,1
0 l "'- o 

~ ~ 
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i ! ; B6 ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Client ID: [ _____ 86 ____ : 

Invoice#: 1413284 

Date: l_ ______ BG _______ ! 

Patient ID:[_ ____ B6 ____ : 

Patient Name'.l__B6 _ \ 

Species: ~anine 

Breed: Shepherd, Australian 

Weight: 24.90 kilograms 

Birthday:l._ _____ 86 _______ \ Sex: Spayed Female 

L ______ B6 ______ __\ 

Description 

Consultation, Cardiology 
Echocardiogram Complete 
Blood Pressure, Indirect 
For Office Use Only 

Staff Name 

[ ________________ 86 ·-·-·-·-·-·-___( DVM, DA 

·-·-·-Quantity 
0.95 
0.95 
0.50 
1.00 

·-·.!2!fil. ______________________________ _ 

Patient Subtotal: 

Invoice Total: 

Total: 
----------.

Balance Due: 

Previous Balance: 
---

Balance Due: 
------

American Express 1: 
---

Less Payment: 
---

Balance Due: 

 
! ; 
; 

! 
i 

! 
j 
! 
i 

! 
i 

! ; 

: 
; 
; 
; 

86 
l--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

l_ _____ B6-·-·-·: supports :.::::::~~:::::J. a foundation that assists the neediest families 
with their pets' life-saving medical treatments. We can accept your tax-deductible 

donation or visit\" B6 ·; 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 
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Sold by 
·-·"'ed by 

~~--Quantity ~--·
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\ 
\ 
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-
-

 

I 
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i ! ; 86 ! 
i ! 
i ! 
i ! 
i ! 
i ! 
i ! 

; Age 7 years ' 
Gender Male 
Weight 34.1 kg 
Species/Breed K9 Golden Retriever 

2D 
IVSd 
LVIDd 
LVPWd 
LVIDs 
%FS 
Ao Diam 
LA Diam 
LA/Ao 
RPAs 
RPAd 
RPA 
Distensibility 
LVLdA4C 
LVEDV MOD 
A4C 
LVLsA4C 
LVESV MOD 
A4C 
LVEF MODA4C 
SVMODA4C 

Case History 

--·-·-·-·-·-·-·-·-·-·-·-·-·-·M-Mode 

B6 

Date 03/07/2019 
.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 

! 86 ; ! i 
! i 
! i 
! i 

l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 

Doppler 
MV E Vel 
MV A Vel 
MV E/A Ratio 
MR Vmax 
MR maxPG 
AVVmax 
AV maxPG 
PV Vmax 
PV maxPG 
PV AccT 
PV Ace Slope 
PVET 
PV AccT/ET 

B6 

Recheck. Hx of R-CHF, DCM, mild PH, taurine deficiency in association with grain-free diet consumption 
(lifelong) under my care at AERA in 2018 (initial dx in July). CHF resolved with therapy, taurine level 
normalized with supplementation. Slight improvement in systolic function suspected on November recheck 
echo, not significant. Clinically stable at home, excellent energy level as per owner, E/D well, eupneic. 

Current medications: 
Taurine 1000 mg PO q 12h 
L-carnitine 2000 mg PO q 8h 
Furosemide 40 mg PO q 12h 
Pimobendan 10 mg PO q 12h 
Benazepril 15 mg PO q 24h 
Current diet: Purina Pro Plan Chicken dry, 2 cups BID 

Cardiovascular Examination 
BAR! Panting, excited. T: 101.2F. MM pk/m, CRT 1-2s. RR: panting, eupneic. HR: 130 bpm, sinus 
arrhythmia, no murmur/arr. Lungs clear all fields. Femoral pulses mod/synch. Abd soft/compliant wino 

distension. LN wnl. Amb x 4. BCS 6/9, MCS 5/9. 

Electrocardiography 
Sinus rhythm in lead II during echocardiogram. 

Print Date: 03/07/2019 
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l_ ___________ B6 ___________ 1 16502 A 

Thoracic Radiography 

B6 

0 
__ Additional_Diagnostic_Testing __ _ 

i ! ; 86 ! i ! 
i ! 
i ! 
i ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Diagnosis 
Hx of congestive heart failure, right sided (July 2018 - controlled) 
Hx of pulmonary hypertension (mild) (resolved) 
Dilated cardiomyopathy (DCM) - taurine deficiency associated 
Mitral regurgitation (mild) 
Taurine deficiency - hx of grain-free diet consumption 

Assessment/Prognosis 

Page 2 of3 

Patient remains clinically stable with excellent QOL. No further improvement in left ventricular systolic 
function is noted thus far, which remains poor overall. 

Treatment/Outcome 

Medications at Discharge 
Continue current medications/doses 

Follow-up 
Taurine, renal profile pending 
Recheck echocardiogram in 4-6 months 

03/07/2019 Print Date: 03/07/2019 
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03/07/2019 Print Date: 03/07/2019 
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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: '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, 
I 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-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 

, .... ;_t ... , 
-•·.,r • ....... --•• 

U.S. fOOll & DRUG 
ADMINIHlllAT!O"' 

~
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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 

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

Please ask me questions you have if I haven't made sense. 

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 

; B5 ; 

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 15th and I 
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am pretty sure DCM will come up! 85 i but I 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 <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 

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

 

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 
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To: Norris, Anne <Anne .. Norris@fda..hhs .. gov>; Delancey, Siobhan <Siiobhan..Dellancey@fda..hhs .. gov>; 
Hartogensis, Martine <Martiine .. lHartogensiis@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 

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: 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; 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 

B5 
Thanks, Lee Anne 

From: Palmer, Lee Anne 
Sent: Thursday, July 5, 2018 1 :50 PM 
To: Hartogensis, Martine <Martiine .. Har'togensiis@fdaJ1hs .. gov>; Jones, Jennifer L 
<Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ro'ts'teiin@fda..hhs .. gov>; Carey, Lauren 
<ll...auren.Carey.@fda.hhs.gov>; Norris, Anne <Anne .. Norriis@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 

Hello - back from Monday and Tuesday leave and working my way through emails. To answer these 2 
questions: 

I ss ! 
1~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ , B , ; 5 ; 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

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 
i i 

i i 
i i 
i i 

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

; B5 ; 

Thanks, 
Anne 
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Lauren is correct, the complaintfil_e_is_ ONLY_for complaints_that_came __ into_FDA_(all_had_come_via_the_S_RP)_as of 

the. end-date _they we re p u I_I ed _ {·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B 5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·__L ________ _ 

85 
Please ask me questions you have if I haven't made sense. 

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 .. Ro"ls"leiin@fda..hhs .. gov>; Carey, 
Lauren <ll .... auren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Nmriis@fda.hhs.gov>; Palmer, Lee Anne 
<ll ... eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey_@fda..t1hs .. 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..t1hs .. gov>; Rotstein, David <Daviid..Rotsteiin@"fda..t1t1s .. 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 

,.J t' s oos si hie we are [__ _________________________ B 5 __________________________ ! ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· _ 

! 
!__·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

B5 ! 
i 

I'll put together some slides for AVMA that you can choose from. 

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 .. Ro"ls"leiin@fda .. hhs .. gov>; Carey, 
Lauren <ll .... auren .. Carey@fda .. hhs .. gov>; Norris, Anne <Anne.Norriis@fda..hhs .. gov>; Palmer, Lee Anne 
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<ll ... eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey_@rda..t1hs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Jen, 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·ss-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

; r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 Thi s is ex ce 11 e nt work! '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 
i 85 ; i 
i i 
i i 
i i 
i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

Also, would it be possible to get a faw.hio.bJaveLslidasJ.o.r me to present at AVMA? I will be there July 15th and I 
am pretty sure DCM will come up. : B5 : but I 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.J~o'lsteiin@fda..hhs .. gov>; Carey, Lauren <ll .... auren .. Carey@fda..hhs .. gov>; Hartogensis, 
Martine <Martiine .. lHartogensiis@fda..hhs .. gov>; Norris, Anne <Anne.Norriis@fda..hhs .. gov>; Palmer, Lee Anne 
<ll ... eeAnne .. Pallmer@fda.. hhs .. qov> 
Cc: Delancey, Siobhan <_$iiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

; 
I updated the slide deck with a summary from some great articles.! 85 i 

i ~! 

i 
i 85 ! 

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

https:/ /academiic .. oup .. com/in/artiiclle/131/2/276/4687012 

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

IJ.S. FOOD & DRUG 

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

From: Rotstein, David 
Sent: Tuesday, July 03, 2018 8:26 AM 
To: Jones, Jennifer L <J..e.n.n.i.:f.e..L.J..on.e.$.~>; Carey, Lauren <L,gJJ.r.e.n,.C.f.!rn.Y@ g >; 
Hartogensis, Martine <Martiine .. lHartoqensiis@fda..hhs .. gov>; Norris, Anne <Anne.Norriis@fda..hhs .. gov>; Palmer, 
Lee Anne <ll .... eeAnne .. Pallmer@fda..hhs .. gov> 
Cc: Delancey, Siobhan <_$iiobhan .. Dellancey@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Please check your calendar, if you don't see it, I'll resend the invite. 
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From: Jones, JenniferL <JenniferJones(lufdahhs.gov> 
Date: July 3, 2018 at 8: 19:29 AM EDT 
To: Carey, Lauren <Lauren.Carey(lufda.hhs.gov>, Hartogensis, Martine <Martine.Hartoge11sis(l~fda.hhs.gov>, 
Norris, Anne <Anne.Norris@fda.hhs.gov>, Rotstein, David <David.Rotstein(lufda.hhs.gov>, Palmer, Lee Anne 
<LeeAm1e.Pahner@fda. hhs. gov> 
Cc: DeLancey, Siobhan <Siobhan.Delancey(lufda. hhs. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i ; B5 ; i i 
i i 
i i 
i i 
i i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

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 .. Hartoqensiis@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 <.$iiobhan .. 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@fda.hhs .. gov>; Jones, Jennifer L <Jenniifer . .Jones@fda.hhs .. gov>; Rotstein, 
David <David .. Hotsteiin@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne .. Pallmer@fda.hhs .. gov>; Carey, Lauren 
<Lauren.Carey@fda .. hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@fdaJ1hs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

' ' 
i i ; ; i i 
i i 
i i 
i i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

B5 

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@fda.hhs .. 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 .. lHartoqensiis@fda .. hhs .. gov> 
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 

B5 
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 
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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: 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 

Hi Martine 
Here are s'ome updated slides you can pick from. I'm fine if you want to i·-·-·-·-·-·-·-·-·ss-·-·-·-·-·-·-·-·i 
Jen '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

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

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 <Martiine .. Hartogensiis@fda..hhs .. gov>; Jones, Jennifer L 
<Jenniifer.Jones@fda.hhs.gov>; Rotstein, David <Daviid .. Ho"ls"leiin@fda..hhs .. gov>; Carey, Lauren 
<ll...auren.Carey@fda..hhs .. gov>; Norris, Anne <Anne .. Norriis@fda.hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey@rda..t1hs .. gov>; Burkholder, William 
<Willlliam .. Burkhollder@fda .. hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

B5 
Thanks, Lee Anne 

From: Palmer, Lee Anne 
Sent: Thursday, July 5, 2018 1 :50 PM 
To: Hartogensis, Martine <Martiine .. Hartogensiis@fda..hhs .. gov>; Jones, Jennifer L 
<Jenniifer .. Jones@fda..hhs .. gov>; Rotstein, David <Daviid .. Ho"ls"leiin@fda..hhs .. gov>; Carey, Lauren 
<ll...auren.Carey@fda..hhs .. gov>; Norris, Anne <Anne .. Norriis@fda.hhs .. gov> 

FDA-CVM-FOIA-2019-1704-003754 



Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Burkholder, William 
<Willlliam.Burkhollder@rda.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: 

r•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-
j ! 

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

; BS 
Martine 

Hi Jen and Dave, 

l 
Looks _like _Lee. Anne _and __ Lauren. are _both. out. so,_l 'm __ hoping you. can. helpJ,__ _______________________________ 8_5 ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 

B5 i 
L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Thanks, 
Anne 

B5 
Please ask me questions you have if I haven't made sense. 

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 <L.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 

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 <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 .. gov> 

FDA-CVM-FOIA-2019-1704-003755 



Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov>; Burkholder, William 
<Willlliam.Burkhollder@rda.hhs.gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

I_ It's -possible we. are[ __________________________ B5------~-~-------j--------------------------------------------------
1 

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.Nmriis@fda..hhs .. gov>; 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 

Hi Jen, 

This. i_s _ ex eel I e nt_ work_! ! . .:-,.:-,.:-,.,,.:-,.:-,.:-,.:-,.:-,.:s·.:-,.:s·.:-,.:-,.:-;::.:-,.:-,.:-,.:-,.:-,.:-,.:-,.:-,.:-,.:-,.:s·=:=:=:=:=:=:=:=:=:=:=:=:=:=:=:=,=.;:-.;:-::, 

85 
B 5-,=:=:=:=:=:=:=:=:=:=:=:=:=:=,=·""'=""'='='='='='='"''='='='='='='='='='='=·='='='='=·""'='='-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 .. lHartoqensiis@fda..hhs .. gov>; Norris, Anne <Anne.Norriis@fda..hhs .. 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 
https:/ /academiic .. oup .. com/iin/artiiclle/131/2/276/4687012 
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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>; 
Hartogensis, Martine <Mar'liine .. lHar'logensiis@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..t1hs .. 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@fda hhs gov>, Hartogensis, Martine <MartineHartogensis(tilfda hhs gov>, 
Norris, Anne <Anne Norris(ti)fda hhs gov>, Rotstein, David <David Rotstein(ti)fda hhs gov>, Palmer, Lee Anne 
<LeeArn1e Pal rner(ti)fda hhs. gov> 
Cc: DeLancey, Siobhan <Siobhan.Delancey(ti)fda. hhs. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

1-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·s ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 

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

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

s 

From: Carey, Lauren 
Sent: Monday, July 02, 2018 5:59 PM 
To: Hartogensis, Martine <Martiine .. Har'loqensiis@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..hhs .. gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

Hi Martine, 

.--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
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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 <Jenniifer .. Jones@;lfda..hhs .. gov>; Rotstein, 

FDA-CVM-FOIA-2019-1704-003757 



David <David .. Ro'ls'leiin@fda..hhs.gov>; Palmer, Lee Anne <ll ... eeAnne .. Pallmer@fda..hhs .. gov>; Carey, Lauren 
<ll...auren.Carey@rda.hhs.gov> 
Cc: Delancey, Siobhan <Siiobhan .. Dellancey.@fda..hhs .. gov> 
Subject: RE: Redacted complaint file for the DCM webposting 

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 <L.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 helpJ 85 i 
! B5 ~ . ! 
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..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 

1111111:11 
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Taurine deficiency in dogs 
with dilated cardiomyopathy: 

12 cases (1997-2001) 

Andrea J. Fascetti, VMD, PhD, DACVN, DACVIM; John R. Reed, DVM, MS, DACVIM; 

Quinton R. Rogers, PhD, DACVN; Robert C. Backus, DVM, PhD 

Objective-To determine signalment, history, clinical 
signs, blood and plasma taurine concentrations, elec
trocardiographic and echocardiographic findings, 
treatment, and outcome of dogs with low blood or 
plasma taurine concentrations and dilated cardiomy
opathy (DCM) 

Design-Retrospective study. 

Animals-12 client-owned dogs with low blood or 
plasma taurine concentrations and DCM 

Procedure-Medical records were reviewed, and 
clinical data were obtained. 

Results-All 12 dogs were being fed a commercial 
dry diet containing lamb meal, rice, or both as prima
ry ingredients Cardiac function and plasma taurine 
concentration improved with treatment and taurine 
supplementation Seven of the 12 dogs that were still 
alive at the time of the study were receiving no car
diac medications except taurine. 

Conclusions and Clinical Relevance-Results sug
gest that consumption of certain commercial diets may 
be associated with low blood or plasma taurine con
centrations and DCM in dogs Taurine supplementation 
may result in prolonged survival times in these dogs, 
which is not typical for dogs with DCM Samples should 
be submitted for measurement of blood and plasma 
taurine concentrations in dogs with DCM, and taurine 
supplementation is recommended while results of 
these analyses are pending. (J Am Vet Med Assoc 
2003;2231137-1141) 
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Congestive Cardiomyopathy 1n ■ 

the Canine 
Claire E. Rojohn II, BS, DVM* 

Brian L. Hill, DVM, MS** 

Introduction 
Diseases of the myocardium can be classified 

either as primary or secondary. Primary car
diomyopathies include idiopathic congestive or 
liypertropic forms. Causes of secondary car
diomyopathies are primary, systemic diseases, 
the most common of which are infectious, met
abolic, toxic, ischemic, and neoplastic diseases 
that cause some myocardial damage. 

Idiopathic congestive cardiomyopathy of 
dogs was first recognized as a specific disease in 
1970. 1 This disease is characterized by a pro
gressive dilation of all cardiac chambers which 
results in decreased contractility and cardiac 
output. This leads to congestive heart failure 
and its compensatory mechanisms. As the 
atria continue to dilate, arrhythmias can be 
seen, the most common being fibrillation and 
premature ventricular contraction. These ar
rhythmias cause further reduction in cardiac 
output, thus increasing the degree of conges
tive heart failure.' 

Congestive cardiomyopathy is also known to 
occur in other species as well as humans. Spe
cific forms of the disease have been described 
in boxers and Doberman pinschers. 

Incidence 
Idiopathic congestive cardiomyopathy is the 

most common cardiomyopathy in the dog. 
Generally, the disease is seen most often in 
large and giant breed dogs. The most common 
breeds are listed as Great Dane, Doberman 
pinscher, Saint Bernard, Irish setter, English 
bulldog, Newfoundland, standard poodle, 
Great Pyrenees, Afghan hound, Scottish deer
hound, bull-mastiff, Bouvier des Flandres, 

*Dr. Rojohn is a 1984 graduate of the College of Veter
inary Medicine at Iowa State University. 

* *Dr. Hill is an associate professor of Veterinary Clini
cal Sciences at Iowa State University. 

greyhound, Labrador retriever, Chesapeak
Bay retriever, and Gordon setter. 1 

The disease may strike dogs between th
ages of four months and 11 years, but it mos
commonly occurs in the middle years of thre
through eight.,·," The incidence is much highe
in males than females. 

e 

e 
t 
e 
r 

History 
The historical complaints many times give a 

vague picture of illness. These dogs often 
present with anorexia, weight loss, weakness 
and general debility.• The signs can be descrip
tive of right, left or combined heart failure. 
They would include abdominal distention 
caused by ascites, hepatomegaly, or 
splenomegaly, or even loose stools as a result of 
venous stasis in the gut. 7 Owners may also de
scribe respiratory signs such as coughing, 
hacking, and dyspnea. 1

·" Other possible com
plaints are exercise intolerance and syncope. 

The onset is usually subacute, including a 
gradual deterioration over a one to three week 
period. Also possible is a more acute type onset 
over a two or three day period. Most likely the 
sudden onset orcurs after a prolonged period of 
subclinical disease, and leads finally to atrial 
fibrillation which forces a rapid decompensa
tion and resulting signs of heart failure. 2 

Physical Exam 
The physical exam often includes weakness, 

depression and general malaise. Respiratory 
signs will include dyspnea, orthopnea, and a 
moist, productive cough. 211 Decreased capillary 
refill time and cyanotic mucous membranes 
are sometimes noted. The pulse is rapid (150-
250 beats per minute) and irregular in rate and 
strength. During atrial fibrillation or ventricu
lar premature contractions, there will be a 
pulse deficit. Ascites may be detected by ab
dominal distention and a fluid wave on bal-

104 Iowa State Veterinarian 
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lottement. 2 Also seen are venous distention, 
engorgement of subcutaneous veins, and jugu
lar pulses if tricuspid insufficiency has devel
oped. On abdominal palpation hepatospleno
megaly is frequently present. 

Auscultation 
Over the lung fields coarse bubbling rales

are heard, suggestive of pulmonary alveolar
edema. 1 Often pleural fluid is recognized by
muffled lung sounds below a fluid line. 8 

The heart sounds may be hard to evaluate
due to the loud background respiratory noise
and the rapid heart rate. An irregular tachy
cardia (up to 280 beats per minute) with de
tectable pulse deficit is often found. Dilation o
the heart may cause a moderate systolic mur
mur over the mitral valve area or a diastolic
gallop.' 2 Characteristically with atrial fibrilla
tion, the first heart sound intensity will vary
from one beat to the next." 

 
 
 

 
 

f 

 

 

Clinical Diagnostics 
Blood serum parameters are usually no

grossly abnormal, but severe congestive hear
failure can cause some abnormal values. Prere
nal azotemia can be caused by decreased rena
perfusion. Hypoproteinemia and hyponatre
mia are the results of simple dilution of the
fluid retained by the kidneys with decrease
perfusion. 8 Hepatic congestion may result in
liver enzyme leakage. Elevated SGOT an
LDH values are probably due to liver conges
tion rather than cardiac muscle disease. 2

Pleural and abdominal fluid are generally eval
uated as true or modified transudates. 2 

Hypothyroidism has been reported as bein
a related condition in idiopathic congestive car
diomyopathy. ,.ii Thyroid function tests may
give interesting data, but the relative diagnos
tic significance, insofar as this disease is con
cerned, is as yet undetermined. 2 

Radiographically the major abnormality
found is a moderately large to large cardiac
shadow on chest films. Also, pulmonary ve
nous distention two to three times normal size
with rapidly diminishing size as the veins ex
tend into the lung fields is a helpful diagnostic
lesion." Left atrial enlargement can become bi
enough to displace the left main stem bronchus
dorsally.' On angiocardiography, researchers
have found dye retention in the ventricles with
no difference between end-systolic and end
diastolic volumes.'' 

Chest radiographs will often have evidence
of pulmonary edema and pleural fluid. The ab-

t 
t 
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d 

 

g 

 

 
 

 

 
g 

 
 
 

 

normal findings are described as alveolar pat
terns or interstitial-alveolar patterns. If abdom
inal films are taken, hepatomegaly and the 
"ground glass" density of ascites are common 
findings. 

The electrocardiograms of congestive car
diomyopathy dogs are generally helpful in 
diagnosis. By far the most common arrhythmia 
seen is atrial fibrillation. Atrial fibrillation is a 
supraventricular arrhythmia recognized by 
tachycardia (180-280 beats per minute), ran
dom R-R intervals, absence of P waves, and 
baseline fluctuations called F waves. 2 8 

· The 
QRS complex can be normal or increased in 
amplitude and/or duration with left ventricular 
enlargement. Also, in the absence of atrial fi
brillation, atrial enlargement (P mitrale or P 
pulmonale) can be seen.H Generally, the mean 
electrical axis will be normal in these dogs. 2 In 
a smaller percentage of the cases ( approxi
mately 20 % ) , and often late in the disease, 
ventricular premature contractions have been 
observed .. "1 S-T segment depression and T 
wave changes have also been observed. 2 

These findings may be the result of myocar
dial degeneration, or hypoxia and microinfarc
tions due to decreased coronary circulation.' 

lso described in rare cases is evidence of con
duction disturbances. 8 

A

Differential Diagnosis 
Other causes of right heart failure and asci

tes must be ruled out when diagnosing conges
tive cardiomyopathy. Dirofilariasis is an impor
tant differential diagnosed by microfilariaemia, 
right axis deviation on the ECG, and specific 
changes in pulmonary artery configuration on 
chest radiographs. Sometimes an occult 
heartworm test is needed to confirm dirofila
riasis. Pericardia! effusion or restrictive peri
carditis should be considered with muffled 
heart sounds, cardiac friction rub, or elevated 
central venous pressure. Other rule-outs would 
include congenital cardiac anomalies as cause 
for heart failure or abdominal neoplasia and 
hypoproteinemia for ascites.' 

Therapy 
Congestive cardiomyopathy has no specific 

cure, so therapy is aimed at clinical manage
ment for symptomatic improvement. Gener
ally, the disease is managed as a congestive 
heart failure.' 

There are four major goals of therapy to 
serve as guidelines: (1) attempt to strengthen 

Vol. 46, No. 2 105 
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the heart muscle as a pump; (2) decrease the 
workload of the heart thereby sparing the 
pump; (3) prevent secondary damage to other 
organs as a result of heart failure; and ( 4) pro
mote recovery of myocardial function.' Thera
py will ultimately be a combination of treat
ments with each case being managed 
individually. 8 In the acutely symptomatic pa
tient, it is important to avoid stress to the dog, 
which might result in further decompensation. 
If necessary, acepromazine or morphine may 
be administered to reduce anxiety. 

To strengthen the heart muscle as a pump, 
digoxin is used. Digoxin will reduce the heart 
rate making the pump more efficient. Also, the 
contractile strength of the heart is increased. 7 

The speed of digitalization is dependent on the 
severity of the condition. Rapirl intr;ivenous 
digitalization is reserved for life-threatening sit
uations." It should be remembered that large 
breed dogs require smaller doses of digoxin per 
pound than used for other dogs. 

Positive signs of effective digitalization are 
diuresis and reduced heart rate." 10 The heart 
rate at full digitalization should be in the 80-
120 beats per minute range. Also signs of tox
icity, such as anorexia, vomiting, diarrhea, and 
cardiac arrhythmias, should be monitored. 11 1

· " 

If the heart rate is effectively altered with 
cligoxin, a beta-adrenergic blocker such as pro
pranolol can be used. Propanolol will help slow 
the heart rate, suppress ventricular premature 
contractions, and help restore normal sinus 
rhythm to atrial contractions.' However, pro
panolol has a negative inotropic effect on the 
heart muscle, and thus should only be used 
with or following cligoxin therapy. 11 

Decreasing the workload of the heart is an 
important objective of therapy, and this can be 
done in more than one way. Afterload can be 
decreased by vasodilators such as aceproma
zine. Preload can be reduced with diuretics. 1 

Diuretics can also help reduce pulmonary ede
ma and thus increase blood oxygenation. 1 

Furosemide given intravenously is used in 
critical patients.'• 

In preventing secondary damage to other 
organs, perfusion and oxygenation are the 
keys. Digoxin and diuretics help considerably 
towards this goal; however, if the dog is 
cyanotic or severely dsypneic, oxygen therapy 
is indicated." 

To promote recovery of myocardial func
tion, long-term management must be consid
ered. 

Dietary management with low salt or low 
sodium content feeds is advised to reduce the 
resulting fluid retention. 10 These diets can be 
home-prepared or commercially obtained. 111 

Exercise restrictions also are necessary in long
term managment to keep the cardiac work load 
down and to avoid catecholamine and sym
pathetic affects on a now-irritable myocardi
um. 

Pathology 
The most significant gross pathological find

ings are in the heart. Cardiac lesions include a 
large rounded heart, thin-walled, dilated 
chambers, ruptured chordae tendineae, endo
cardial jet lesions, dilated atrioventricular an
nular rings, and dissemin;ited foci of myocar-
dial necrosis. 2 11 1 

' · 1

The rest of the gross pathology found is gen
erally related to a failing heart muscle. These 
findings include hepatic congestion, 
pulmonary congestion, ascites, hydrothorax, 
and infarcts in multiple organs. u 1 

On histological sections of cardiac muscle, 
the lesions found are subendocardial necrosis 
and scattered myocardial necrosis and fibro
sis. 11 Also seen in cardiac muscle are irregu
larly-sized muscle fibers. 1 Small to medium 
sized myocardial arteries have intimal and me
dial hyperplasia. Ultrastructural changes in the 
myocardial cells include sarcoplasmic vacuoles, 
lipofuscin granules, proliferated elements of 
sarcoplasmic reticulum and mitochondrial al
terations. 1 11 

• None of these ultrastructural 
changes are considered pathognomonic for 
congestive cardiomyopathy; however, many of 
these nonspecific changes of myocardial necro
sis are seen in similar cardiac diseases in cats 
and humans. II I2 

·

Prognosis 
Long-term survival of these dogs is unlikely, 

with most authors suggesting 6-12 months 
maximum survival time. 1.7.ll It has been ob
served that the prognosis is generally worse in 
Doberman pinschers. Considering the grave 
prognosis, emphasis should be placed on cor
rect diagnosis and therapeutic management as 
long as the dog can be kept comfortable. At 
that point in the progression of the disease, 
where the animal is judged to be suffering from 
decompensation unresponsive to treatment, 
the humane option may be euthanasia. 
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Effects of dietary fat and L-carnitine 
on plasma and whole blood taurine 
concentrations and cardiac function 
in healthy dogs fed protein-restricted diets 

Sherry L. Sanderson, DVM, PhD; Kathy L. Gross, PhD; Phillip N. Ogburn, DVM, PhD; 
Clay Calvert, DVM; Gil Jacobs, DVM; Stephen R. Lowry, PhD; Kathy A. Bird; Lori A. Koehler; 
Laurie L. Swanson 

Objective-To evaluate plasma taurine concentra
tions (PTC), whole blood taurine concentrations 
(WBTC), and echocardiographic findings in dogs fed 1 
of 3 protein-restricted diets that varied in fat and L-car
niti ne content. 

Animals-17 healthy Beagles. 

Design-Baseline PTC and WBTC were determined, 
and echocardiography was performed in all dogs con
suming a maintenance diet Dogs were then fed 1 of 
3 protein-restricted diets for 48 months a low-fat (LF) 
diet, a high-fat and L-carnitine supplemented (HF+ C) 
diet, or a high-fat (HF) diet. All diets contained methio
nine and cystine concentrations at or above recom
mended Association of American Feed Control 
Officials (AAFCO) minimum requirements. 
Echocardiographic findings, PTC, and WBTC were 
evaluated every 6 months. 

Results-The PTC and WBTC were not significantly 
different among the 3 groups after 12 months. All 
groups had significant decreases in WBTC from base
line concentrations, and the HF group also had a sig
nificant decrease in PTC. One dog with PT and WBT 
deficiency developed dilated cardiomyopathy (DCM) 
Taurine supplementation resulted in significant 
improvement in cardiac function. Another dog with 
decreased WBTC developed changes compatible 
with early DCM. 

Conclusions and Clinical Relevance-Results 
revealed that dogs fed protein-restricted diets can 
develop decreased taurine concentrations; therefore, 
protein-restricted diets should be supplemented with 
taurine. Dietary methionine and cystine concentra
tions at or above AAFCO recommended minimum 
requirements did not prevent decreased taurine con
centratioris. The possibility exists that MFCO recom
mended minimum requirements are not adequate for 
dogs consuming protein-restricted diets. Our results 
also revealed that, similar to cats, dogs can develop 
DCM secondary to taurine deficiency, and taurine sup
plementation can result in substantial improvement in 
cardiac function. (Am J Vet Res 2001;621616-1623) 
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Taurine status in normal dogs fed a commercial diet associated 
with taurine deficiency and dilated cardiomyopathy 

By C. L. ToRRES, R. C. BACKUS, A. J. FASCETTI and Q. R. RoGERS 

Summary 

Taurine (Tau) deficiencies have been associated with the feeding of commercial lamb-meal 
and rice diets to dogs. We hypothesized that the poor digestibility of some lamb-meals may 
limit sulphur amino acids availability for Tau synthesis and/or increase of Tau degradation 
in the gut. Growing dogs were fed either a lamb-meal-based (Diet A) or poultry by
product-based (Diet B) commercial diet. Plasma, whole blood and urinary Tau were 
measured for 22 weeks. Plasma and whole blood Tau concentrations were similar between 
the groups throughout the study. Urinary excretion of Tau in dogs fed diet A was 3.2 times 
greater than that from dogs fed Diet B, suggesting greater renal reabsorption and the need 
for conservation of Tau in the Diet A group. Food restriction affected Tau status as 
indicted by a positive correlation of food intake and urinary Tau. Dogs fed Diet A were 
given antibiotics to inhibit bacterial activity in the gut. Increases in breath hydrogen, 
indicative of increased bacterial activity, correlated negatively with urinary Tau. Urinary 
Tau increased by 54% when methionine (Met) was supplemented to Diet A, supporting the 
suggestion of a low bioavailability of sulphur amino acids and/or an increased fecal loss of 
Tau in dogs consuming Diet A. 
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Abstract Objectives: Taurine plays an important role in maintaining myocardial 
function. Irish wolfhound dogs (IW) are at risk for dilated cardiomyopathy (DCM), 
but a relationship between whole blood taurine (WBT) deficiency and DCM has 
not been established. Our aim was to determine prevalence of WBT deficiency in 
IW with and without DCM and assess its association with diet. 
Animals: 115 privately owned IW. 
Methods: Whole blood taurine was measured in IW that received cardiovascular ex
amination. Dietary history was recorded; crude protein and energy intake were es
timated. 
Results: Forty-nine (42.6%) had DCM; 66 (57.4%) had no DCM. Dogs with DCM were 
older ([median; inter-quartile range or IQR] 5.3; 4.3, 6.2 years) than dogs without 
heart disease (3; 2, 4 years; P < 0.001 ). There was no significant relationship be
tween WBT concentration and age (P = 0.64). Whole blood taurine was severely re
duced (<130 nmol/ml) in 8 dogs (4 with and 4 without DCM) and moderately 
reduced (130-179. 9 nmol/ml) in 32 dogs (12 with DCM and 20 without DCM) . Follow 

* Presented in part as an abstract at the European College of 
Veterinary Internal Medicine forum , Barcelona , Spain , Sep
tember 2004. 

• Corresponding author. 
E-mail address: philip.fox@amcny.org (P.R. Fox). 

1760-2734/$ - see front matter © 2013 Elsevier B.V. All rights reserved . 
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up of dogs without DCM revealed that a higher proportion of dogs with any degree 
of WBT deficiency developed DCM later compared to dogs with normal WBT 
(P < 0.001). 
Conclusions: Whole blood taurine deficiency occurred in IW with and without DCM. 
Based on taurine measurement on a single occasion, there was no clear relationship 
between low WBT and presence of DCM in this population. Regardless of WBT, DCM 
affected predominantly older dogs, suggesting a relatively late onset disease in the 
IW. 
© 2013 Elsevier B. V. All rights reserved. 
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ABSTRACT 

Mycotoxins are secondary fungal metabolites that cause both acute and chronic disease in 
humans and animals. Grains are a common substrate for molds and the production of mycotox
ins. This study compared mycotoxin concentrations between grain and grain-free commercial 
dog foods. In total, 60 samples of dry and wet dog foods produced by five major manufacturers 
within the US were purchased from pet food retailers in southern California. A standard myco
toxin panel was performed by a reference laboratory in Seattle using industry standard method
ology for pet foods. Results of the study demonstrated measurable mycotoxin concentrations in 
dry dog foods containing grains but not in grain-free dry dog foods, or in wet foods either con
taining grains or grain-free. This study suggests that the risk of mycotoxin exposure is higher in 
dry dog foods containing grains. To mitigate this risk, dog food manufacturers could incorporate 
grains that are categorized as US No. 1 by the USDA and therefore less susceptible to mycotoxin 
formation. 

KEYWORDS 
Mycotoxin; dog food; grain; 
grain-free; fumonisin 

Introduction 

Grains, particularly corn and wheat, have been used as 
sources of carbohydrates in pet food formulations for 
decades [ 1]. Recently, grain co-products from corn, 
such as corn gluten meal, or bran derived from whole 
grains like barley and oats, are also commonly added 
to pet foods as indigestible fiber sources [I]. In recent 
years grain-free diets for companion animals have been 
gaining popularity among pet owners [2, 3] who often 
choose grain-free diets because of perceived health 
benefits. Sales of grain-free pet foods increased by 28% 
in US pet stores during a one-year period from 
September 2012 to September 2013. In 2015, 45% of 

all new pet food items introduced were grain-free 
[2, 3]. Despite this increasing popularity of grain-free 
diets, there are very few scientific studies determining 
what, if any, benefits these diets may provide. 

One of these perceived health benefits of grain-free 
diets is the possibility to reduce grain consumption by 
companion animals, theoretically reducing the risk of 
potential exposure to mycotoxins [ 4]. M ycotoxins are 
secondary metabolites produced by filamentous fungi 
that can contaminate grains, often due to improper 
grain storage. The most common contaminants of feed 

include atlatoxins, fumonisins, ochratoxin A, zearale

none, and the trichothecenes deoxynivalenol, T-2 toxin, 
and HT-2 toxin. These mycotoxins have a variety of 

harmful cytotoxic mechanisms [ 5]. 
Raw grains, feed ingredients, and finished feed are 

governed by specific regulatory guidelines [ 6, 7] but 

mycotoxin contamination is particularly difficult to 
avoid because mycotoxins are relatively robust to heat 

and chemical inactivation processes in downstream 
processing steps [7, 8]. A study conducted in Poland 

found multiple mycotoxins in dry veterinary diets for 
dogs [9]. Among the various mycotoxins detected in 

the veterinary diets zearalenone was detected in 69% 
of samples, deoxynivalenol (DON) in 52%, fumonisin 

Bl in 33%, and nivalenol in 26% [9]. The clinical 
effects of mycotoxins vary based on type, concentration, 

and frequency of exposure. Some mycotoxins cause 
morbidity and mortality both acutely due to high dose 

exposures and chronically after prolonged low-dose 
exposures. Effects can include acute toxicosis such as 
acute hepatic injury presenting as anorexia, depres

sion, gastrointestinal hemorrhage, jaundice or seizures 
[ 10, 11]. Chronic diseases such as liver and kidney 

fibrosis, infections resulting from immunosuppression, 

CONTACT John H. Tegzes C, jtegzes@westernu.edu ~ College of Veterinary Medicine, Western University of Health Sciences, Pomona, CA 91766, USA. 
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and cancer have been associated with low-dose, 
chronic mycotoxin exposure [ 10, 11]. In one clinical 
study, a combination of mycotoxins including afla
toxin Bl, aflatoxin B2, fumonisin Bl, fumonisin B2, 
ochratoxin A, and zearalenone induced immunotoxic
ity on canine peripheral blood mononuclear cells [5]. 
Therefore, the potential for mycotoxin contamination 
in pet food poses a serious health threat [12]. 

Regulations regarding permissible concentrations 
of mycotoxins in animal feeds focus mainly on farm 
animals used for food production. While much of 
what is known about mycotoxins in animals is based 
on toxicological data demonstrating adverse effects in 
farm and laboratory animals exposed to naturally 
occurring concentrations of mycotoxins, there is per
haps even more concern for companion animals who 
are often maintained and fed for longer periods of 
time on a homogeneous, grain-containing diet and 
thus more likely to have chronic exposures to pet 
foods contaminated with either single mycotoxins, or 
multiple mycotoxins in various combinations [4]. 
Maximum concentrations permitted in pet foods are 
generally extrapolated from a generalized "other ani
mal" category, meaning non-food animal guidelines 
rather than pet-specific regulations [ 4]. However, 
these concentrations do not necessarily indicate "safe 
levels" for mycotoxin exposure in companion animals 
[13] since very few studies have been conducted in 
pets. Moreover, none of these studies have investi
gated the long-term chronic exposures that likely 
occur if pets are fed a contaminated feed over a typ
ical lifespan [ 4, 13]. Due to this uncertainty, one of 
the perceived health benefits of grain-free diets might 
be due to the elimination of low-dose chronic expo
sures to mycotoxins, as grains in pet food are pre
sumed to be the main source of mycotoxin 
contamination [4]. However, the true prevalence of 
mycotoxins in either grain-containing or grain-free 
pet food has not been systematically examined. 

While there have been only a few reports, previous 
studies have detected mycotoxins in dog foods, espe
cially dry foods. Dry dog foods contain 3-11 % mois
ture, while wet dog foods contain 60-87% moisture 
[14]. DON contamination was common in studies 
conducted in Austria [15] and Italy [16]. In both of 
these studies, measurable concentrations of DON 
were detected in all dry food samples. A broad range 
of DON concentrations in dry food were found in the 
Austrian study and 27% of wet food samples also 
contained detectable concentrations of DON [15]. A 
second study conducted in Austria found similar pat
terns of DON, fumonisins, and zearalenone [4]. 

A study conducted in Brazil also reported low-levels 
of multiple mycotoxins in dry dog foods [8]. In all 
four of these studies mycotoxins produced by 
Fusarium species of fungi were most common, often 
contaminating the same dog food with three different 
types of mycotoxins [8]. 

In the current study, we sampled wet and dry com
mercial dog foods produced by five different manu
facturers with and without grains and measured the 
concentrations of 11 mycotoxins in these samples. 

Methods 

Samples were obtained from five different brands in 
an attempt to broadly sample commercially available 
dog food from different supply chains. All pet foods 
sampled were manufactured in the U.S. following US 
guidelines for the manufacturing of dog food. 
Formulations from the same brand were paired such 
that the only significant difference in the ingredients 
list was the presence or absence of grain. For 
example, adult maintenance formulations were 
chosen by the same product name clearly labeled as 
either containing grains, or as grain-free, ensuring 
brand consistency across all paired samples. Six dry 
food (three containing grains and three grain-free) 
and six wet food samples (three containing grains 
and three grain-free) were obtained for each manu
facturer except for one manufacturer that does not 
formulate any dry foods. Because the number of 
samples was constrained by cost, we ignored brand 
designation in all analyses, clustering the samples 
only as dry versus wet food and grain-containing or 
grain -free food. 

A total of 60 dog food samples were analyzed for 
11 different mycotoxins using stable isotope dilution 
LC-MS/MS methodology at IEH Laboratories (Seattle, 
WA) [17, 18]. Analytical detection limits ranged from 
1.0 ppb to 0.10 ppm depending on the mycotoxin 
(Table 1). 

Table 1. Detection limits for each mycotoxin analyzed. 
Mycotoxin Reporting Limit 

Aflatoxin B1 1.0 ppb 
Aflatoxin B2 1.0 ppb 
Aflatoxin G1 1.0 ppb 
Aflatoxin G2 1.0 ppb 
Deoxynivalenol 0.10ppm 
Fumonisin B1 0.10ppm 
Fumonisin B2 0.10ppm 
HT-2 Toxin 0.10ppm 
Ochratoxin A 2.0 ppb 
T-2 Toxin 0.10ppm 
Zearalenone 20ppb 
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Results 

Only dry dog foods containing grains had detectable 
mycotoxin contamination, and only mycotoxins that 
are products of the Fusarium genus were detected 
(Table 2). Of the 12 dry dog foods containing grains 
that were analyzed, nine of the twelve had at least 
one detectable Fusarium mycotoxin (Table 3). For 
DON and fumonsin Bl, 9/12 dry grain foods were 
above detection limits while 8/12 samples were posi
tive for fumonsin B2 and 4/12 samples tested positive 
for zearalenone (Table 3). These results are consistent 
with findings from studies conducted in Austria [ 4, 
15], Italy [16], and Brazil [8]. None of the 60 samples 
tested had concentrations above the detection limits 
for aflatoxin Bl, aflatoxin B2, aflatoxin GI, aflatoxin 
G2, HT-2 toxin, ochratoxin A, or T-2 toxin. When 
considered by brand, at least one of the four 
Fusarium mycotoxins was found in each of the four 
brands of dry grain foods (Table 4). For two brands 
(Brand 4 and Brand 5), at least one of the three sam
ples tested were positive for all four Fusarium myco
toxins (Table 4). 

The US Food and Drug Administration (FDA) has 
published guidance concentrations for pet foods, but 
not regulatory limits, for atlatoxin, fumonisin, and 
DON [6]. The guidance concentration is l0ppm for 

Table 2. Number of samples with values above the detection 
threshold for deoxynivalenol, fumonisin B1, fumonisin B2, and 
zearalenone respectively, according to grain and food type for 
all samples. 

Dry Wet 

Grain 
Grain-free 

9 9 8 4 (n= 12 0, 0, 0, 0 (n = 18) 
0, 0, 0, 0 (n = 12) 0, 0, 0, 0 (n = 18) 

For the only category with positive values (Dry Grain; shown as shaded) 
the data are shown in more detail by brand in Table 4. 

total fumonisins (fumonisin B 1 + fumonisin B2 + 
fumonisin B3). The concentrations detected in this 
study were below the 10 ppm guidance value 
(Figures 1-4). 

Discussion 

In this study, we identify low-level Fusarium-derived 
mycotoxin contamination in grain-containing dry dog 
food but did not detect any mycotoxin contamination 
in either grain-free dry dog food or wet dog food. In 
addition, none of the analyzed samples contained afla
toxins in detectable concentrations, which may reflect 
how regulatory and control strategies have been 
effective in reducing the incidence of atlatoxins in dry 
commercial dog foods. The presence of Fusarium 
mycotoxins highlights the need to establish similar 
control strategies targeting these mycotoxins, espe
cially for the manufacture of dry dog foods. We 
found Fusarium-derived mycotoxin concentrations 
well below amounts considered to be acutely toxic to 
dogs, but these data support the possibility that feed
ing grain-containing pet food may result in chronic 
exposure to a variety of mycotoxins. The effects of 
chronic low-level mycotoxin exposure in dogs remain 
unknown but merit further study [4]. 

Dry dog foods contain higher amounts of grains 
than wet dog foods, potentially explaining the higher 
levels of mycotoxins in grain-containing foods. Grains 
in these dog foods are the most likely source of 
mycotoxin contamination, although we cannot be cer
tain of the source because we only analyzed end prod
ucts in this study. When grains are incorporated into 
dog food formulations it is important that high qual
ity grain is used. Grain quality is correlated with 

Table 3. Concentration ranges and number of positive samples for mycotoxins detected in dry dog food. 

Dry Dog Food 
Deoxynivalenol 

(0.10ppm) 
Fumonisin B1 

(0.10ppm) 
Fumonisin B2 

(0.10ppm) 
Zearalenone 

(20 ppb) 

Grain (n - 12) n=9 n=9 n=8 n=4 
Concentration Range 0.12-0.32 ppm 0.32-3.2 ppm 0.21-1.6ppm 24-65 ppb 
Grain-free (n = 12) 0 0 0 0 

Analytical detection limits are shown in parentheses for each mycotoxin. 

Table 4. Number of samples with values above the detection 
threshold for deoxynivalenol, fumonisin B1, fumonisin B2, and 
zearalenone respectively, according to brand for dry grain samples. 

Dry, Grain 

Brand 1 3, 0, 0, 0 (n = 3) 
Brand 2 n=0 
Brand 3 3, 3, 2, 0 (n = 3) 
Brand 4 2, 3, 3, 3 (n = 3) 
Brand 5 1, 3, 3, 1 (n = 3) 

For Brand 2, no dry grain product is sold. For each of the four other 
brands three samples were tested. N/A = not applicable. Figure 1. Deoxynivalenol [19] 
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mycotoxin contamination as lower grade grains often 
contain broken and fragmented grains which are 
much more susceptible to mold growth and subse
quent mycotoxin production [23], Grains are numer
ically graded based on factors such as test weight, 
proportion of damaged or broken kernels, presence of 
foreign odors, or heat-damage [ 24], Any of these fac
tors can contribute to mold growth and mycotoxin 
production. However, pet food manufacturers may 
choose grains unfit for human consumption as a cost
cutting strategy [25]. Using only grains graded as US 
No. 1 by the USDA could be a control strategy to 
minimize mycotoxin contamination from ingredients 
incorporated into pet food. Currently, there is no 
requirement to reveal the grade of grain incorporated 
into pet food, but noting the grade of grains used on 
the ingredients list could help consumers choose pet 
foods with more confidence. 

We did not test any cat foods in this study. Cats are 
obligatory carnivores and grains are less frequently 

incorporated into dietary formulations. It has been 
proposed that finding measurable mycotoxins in cat 
foods is indicative of high grain content [25], Further 
studies could assess the frequency of mycotoxins found 
in cat foods and correlate findings with the presence 
of grains. 

While the results of this study might suggest that 
grain incorporation into dog food formulations has 
risks, we do not conclude that it is inappropriate to 
use them in dog foods. Grain-free dog foods need to 
be carefully formulated to meet nutritional require
ments. A recent study demonstrated evidence of par
tially reversible cardiomyopathy in some dogs fed 
grain-free diets. While the exact associations with 
grain-free diets remains unclear, the data suggested 
that the condition could be reversed after a diet 
change [26]. Additionally, more work needs to be 
done to assess the effects of mycotoxins in combina
tions and in low, chronic concentrations in dogs, per
haps studying them in multi-year long-term research 
studies. Also, there is a need to continue to explore 
strategies to minimize the concentrations of all myco
toxins in the manufacturing of dog food. Perhaps 
requiring grain grades on ingredient lists could 
increase understanding about the potential sources of 
mycotoxins, inform consumer choice, and provide 
insights to other strategies to further minimize 
contamination. 
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	All Medical Records 
	Client: Address 
	! i ! ! i ! i ! i ! i ! i t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
	Patient: 86 ] L--·-·-·-·. Breed: Pit Bull DOB: t~~~~~~B6-~~J 
	Species: Canine Sex: Female (Spayed) 
	Home Phone: i B6 ] Work Phone: (_) _-__ · Cell Phone: ( _) _-__ 
	Referring Information 
	.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. i i i i i i i i i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
	P
	Initial Complaint: 
	Emergency 
	P
	Subjective NEW VISIT (ER) 
	Doctor: l_ _____ B6 _____ _] Student:!__ ____________ B 6 ·-·-·-·-·-·-· ! V' 2 0 Presenting complaint: CHF Referral visit? integrative animal health in bolton Diagnostics completed prior to visit: rads Chest x-rays (at rDVM) -in ER email 
	HISTORY: 
	Signalment: Syo FS Pitbull Current history: Coughing 2-3 weeks ago -after physical exercise gotten worse after any exercise, hacking some fluid a little productlabored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny. Prior medical history: allergies Current medications: none Diet: dry. 2 cups a day (o unsure exactly which diet -rotates through 4 different types of food) Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/
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	Client: Patient:
	Client: Patient:
	i 86 i 
	 i 86 i ·-·-·-·-·-' 
	Travel history: none 
	EXAM: 
	B6 
	ASSESSMENT: 
	Al: Congestive heart failue r/o secondary to DCM vs other 
	PLAN: 
	Diagnostics: 
	-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-86 
	-Chest x-rays (at rDVM) -in ER email -Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left mainstem bronchi compression and trachea is dorsally deviated. 
	Treatments/ m on i tor i_n g_: -·-·
	B6 '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
	-Diet: HA or ZD only 
	Client communication: 
	.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ! i ! B6 ;! i ! i ! i L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
	Deposit & estimate status! 86 L--·-·-·-·-·-·-·-·-·-·-·-·-·-·~ i 
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	Client: Patient: 
	Client: Patient: 
	i B6 : _J..,..,..,..,.. ·-·-·-·-·-·-· 
	86 _.: 
	Resuscitation code (if admitting to ICU): yellow 
	SOAP approved (DVM to sign):t _______________ BG ______________ ! DVM 
	P
	DUPLICATE. IGNORE. 
	SOAP Text ["-·-·-·-Bi-·-·-·-1 10:25AM -[:.·:.·:.·:.·:~f-:.·:.·:.·J 
	i 86 i L---·-·-·-·-·-·-·-·-' 
	Signalment: Syo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of hospitalization 
	Presenting history: Coughing 2-3 weeks ago -after physical exercise gotten worse after any exercise, hacking some fluid a little productive, labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner. Prior medical history: allergies Current medications: none Diet: dry. 2 cups a day (o unsure exactly which diet -rotates through 4 different types of food)-brought in samples to fill out forms for the diet study she is enrolled in. Vaccination status
	EXAM: 
	86 
	ASSESSMENT: 
	Al: Congestive heart failue r/o secondary to DCM vs other 
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	Client: Patient:
	Client: Patient:
	i 86 : 
	'-B6r·-·
	Di a g_ no st_i cs .Perform e dL_ B 6 _j·-·-·
	86 
	-"Ch esf X-rays "( at r DV M). -·1 n""fR em a Ir·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left mainstem bronchi compression and trachea is dorsally deviated. 
	, Di agnostics_ performed L __ 86 __ ~ -·-·-·-·-·-·-·-·-·-·-·-
	! 86 ! i.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
	PLAN: 
	Treatments/monitoring: 
	l--------------------------------------~-~--------------------------------------I 
	,. -_Di et_: . HA_ or_ ZD _only··-·-·-
	! 86 !
	'· -recheck Echo tor d1ef"stuay·-·-·-·-·-·-·--recheck chemistry -continue in diet study 
	Deposit & estimate statut _____________ !=!_~---·-·-·-·-·-·-j 
	Resuscitation code (if admitting to ICU): yellow 
	SOAP approved (DVM to sign): i 86 :DVM .-•-·-·-·-·-·-·-·-·-·-·-·1 L--·-·-·-.. ......... ..._. ____________________ ~ SOAP Text 11 :55AM 
	Signalment: Syo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of hospitalization 
	Presenting history: 
	Coughing 2-3 weeks ago -after physical exercise gotten worse after any exercise, hacking some fluid a little productive, labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner. Prior medical history: allergies Current medications: none Diet: dry. 2 cups a day (o unsure exactly which diet -rotates through 4 different types of food)-brought in samples to fill out forms for the diet study she is enrolled in. Vaccination status/flea & tick prevent
	Overnight update: Very bright, RR 24-36, eating well and passing urine frequently. 
	Subjective 
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	Client: Patient:
	Client: Patient:
	r·-·-·-·-·-·-·-·-·-·-·-·1 L_ _____ ~~---·-___j 
	 B6 '-·-·-·-·-) 
	EXAM, GENERAL 
	86 
	ASSESSMENT: 
	Al: Dilated Cardiomyopathy 
	Diagnostics performedi _______ BG ______ j 
	86 
	-Chest x-rays (at rDVM) -in ER email -Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left mainstem bronchi compression and trachea is dorsally deviated. 
	Diagnostics performed! _____ B6 __ j 
	r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• i i i i i i i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
	Plan: -NOVA -TGH -Recheckk with cardio in one week. 
	SOAP completed by:L_ _____ BG ____ ___i BVSc 
	Initial Co~plaint: ·--~ 
	Recheck -[ _______ B6 ·-·-·: -DCM Study 
	Page 5/46 
	FDA-CVM-FOIA-2019-1704-002954 

	Client: Patient: 
	Client: Patient: 
	i B6 : L--·-·-·-·-·-·-·-..,,...-._·. 
	l__~-~--j 
	SOAP Text i-·-·-·-·-86-·-·-·-·1 1:53PM -i 86 j •·-·-·-·-·-·-·-·-·-·-·-·• L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.: 
	Disposition/Recommendations 
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	Client: Patient:
	Client: Patient:
	i 86 i ................ ·-·-·-·-·-·-·· 
	 l. B6 _! 
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	Client: Patient:
	Client: Patient:
	[. ________ 86 _______ ] 
	i B6 i '-·-·-·-·-) 
	Cummings Veterinary M1e~ica I Center AT TUFTS UNIVERSITY 
	Foster Hospital for Small Animals 55 Willard Street North Grafton, MA O 1536 (508) 839-5395 
	Client: _______ _.! Veterinarian: Patient ID: l_ ____ B6 ____ j Visit ID: 
	Patient: 
	lssl 
	Species: ;Carrin~ 
	Breed: Pit Bull 
	Sex: Female (Spayed) 
	Age: 86 Vears Old 
	!Lab Results Report 
	Nova Full Panel-ICU 
	B6 
	9:28:25 AM 
	Accession ID: i
	86 --·-·-·-·-·-·-·-· ~ 
	._l'1_·e_st 
	._l'1_·e_st 
	._l'1_·e_st 
	Results _
	.!_R_et_'e_re_n_ce_R_a_n_g_e _ 
	u_n_i_ts  

	SO2% 
	SO2% 
	94 -100 
	% 

	HCT (POC) 
	HCT (POC) 
	38 -48 
	% 

	HB (POC) 
	HB (POC) 
	12.6 -16 
	g/dL 

	NA (POC) 
	NA (POC) 
	140 -154 
	mmol/L 

	K (POC) 
	K (POC) 
	3.6 -4.8 
	mmol/L 

	CL(POC) 
	CL(POC) 
	109 -120 
	mmol/L 

	CA (ionized) 
	CA (ionized) 
	117 -1.38 
	mmol/L 

	MG (POC) 
	MG (POC) 
	0.1 -0.4 
	mmol/L 

	GLUCOSE (POC) 
	GLUCOSE (POC) 
	80 -120 
	mg/dL 

	LACTATE 
	LACTATE 
	0-2 
	mmol/L 

	BUN(POC) 
	BUN(POC) 
	12 -28 
	mg/dL 

	CREAT (POC) 
	CREAT (POC) 
	0.2 -2.1 
	mg/dL 

	TCO2 (POC) 
	TCO2 (POC) 
	0-0 
	mmol/L 

	nCA 
	nCA 
	0-0 
	mmol/L 

	nMG 
	nMG 
	0-0 
	mmol/L 

	GAP 
	GAP 
	0-0 
	mmol/L 

	CA/MG 
	CA/MG 
	0-0 
	mol/mol 

	BEecf 
	BEecf 
	0-0 
	mmol/L 

	BEb 
	BEb 
	0-0 
	mmol/L 

	A 
	A 
	0-0 
	mmHg 

	NOVA SAMPLE 
	NOVA SAMPLE 
	0-0 


	86 
	8/46 
	! B6 i j_ ___________ • 
	! 86 ! 
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	Sect
	P
	Figure
	Figure
	Fi02 PCO2 PO2 PH PCO2 P02 HC03 
	bor·-·-·-·-·-·-·-·1 86 
	0-0 36 -44 80 -100 7.337 -7.467 36 -44 80 -100 18 -24 
	% mmHg mmHg mmHg mmHg mmol/L 
	ova Full Panel-ICU 
	86 
	i9:36:03 ~  AM 
	Accession ID:iI
	  86 [_, __ .,___,___,___, __ .,__ I 
	T_e_st .. _
	T_e_st .. _
	T_e_st .. _
	_s~u_lt_s 
	_f R_e_fe_r_en_c_e_R_an_g_e _ 
	.f_u_n_its 

	Blood Glucose (Glucometer) -FHSA 
	Blood Glucose (Glucometer) -FHSA 
	0 -0 
	mg/dl 


	[_~~-
	ova Full Panel-ICU 
	L._._.86 -·-·-·
	 ~:56:38 AM 
	Accession ID:
	i·-·-·~·~-·_J
	.... IT_e_st 
	.... IT_e_st 
	.... IT_e_st 
	-!JRes,_ul_ts 
	_e:B_e_re_n_ce_R_a_n
	f U_n_i_ts 

	TS (FHSA) 
	TS (FHSA) 
	0 -0 
	g/dl 

	PCV 
	PCV 
	O -0 
	% 

	TS (FHSA) 
	TS (FHSA) 
	0 -0 
	g/dl 


	il0:12:18 AM I 
	Accession ID: 
	86 i \,,_,_ •-•-•-,I 
	! ' ; i 86 ii i ! ! i., _______ j 
	ova Full Panel-ICU 
	r-·-··-· j 86 t ,.-.• -.•.-.,.-•.-.• -.•.-.,.-•.-.•
	86 
	~IT_e_st 
	~IT_e_st 
	~IT_e_st 
	J.Result~s  
	_e_fe_r_en_c_e_R_an_g_e  
	f_u_n_its  

	GLUCOSE 
	GLUCOSE 
	67 -135 
	mg/dL 

	UREA 
	UREA 
	8 -30 
	mg/dL 

	CREATININE 
	CREATININE 
	0.6 -2 
	mg/dL 

	PHOSPHORUS 
	PHOSPHORUS 
	2.6 -7.2 
	mg/dL 

	CALCIUM2 
	CALCIUM2 
	9.4 -11.3 
	mg/dL 

	T. PROTEIN 
	T. PROTEIN 
	5.5 -7.8 
	g/dL 

	ALBUMIN 
	ALBUMIN 
	2.8 -4 
	g/dL 

	GLOBULINS 
	GLOBULINS 
	2.3 -4.2 
	g/dL 

	A/G RATIO 
	A/G RATIO 
	0.7 -1.6 

	SODIUM 
	SODIUM 
	140 -150 
	mEq/L 

	CHLORIDE 
	CHLORIDE 
	106 -116 
	mEq/L 

	POTASSIUM 
	POTASSIUM 
	3.7 -5.4 
	mEq/L 

	NAIK 
	NAIK 
	29 -40 

	T BILIRUBIN 
	T BILIRUBIN 
	O 1 -0.3 
	mg/dL 

	ALK PHOS 
	ALK PHOS 
	12 -127 
	U/L 

	ALT 
	ALT 
	14-86 
	U/L 

	AST 
	AST 
	9 -54 
	U/L 

	CHOLESTEROL 
	CHOLESTEROL 
	82 -355 
	mg/dL 

	OSMOLALITY (CALCULATED) 
	OSMOLALITY (CALCULATED) 
	291 -315 
	mmol/L 


	ova Full Panel-ICU 
	[_ -·-·~~-·-·-
	~= 19:25 AM 
	Accession ID: 
	._.~.~-·-·
	~IT_e_st 
	~IT_e_st 
	~IT_e_st 
	Results.  
	 _e_:B_er_e_nc_e_R_a_n_ge 
	 ~U_n_it_s 

	S02% 
	S02% 
	94 -100 
	% 

	HCT (POC) 
	HCT (POC) 
	38 -48 
	% 


	! ! L.-·-·-·-·-·-.! 
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	Client: Patient: 
	Client: Patient: 
	l_ ________ 8-.~---·-·-·J 
	._l~~-j 
	, ·-·-·-·-·-·-·-·-,--86 m air) 
	HB (POC) NA (POC) K (POC) CL(POC) CA (ionized) MG (POC) GLUCOSE (POC) LACTATE BUN (POC) CREAT (POC) TCO2 (POC) nCA nMG GAP CA/MG BEecf BEb A NOVA SAMPLE Fi02 PCO2 P02 PH PCO2 PO2 HC03 
	12.6 -16 140 -154 3.6 -4.8 109 -120 117 -1.38 0.1 -04 80 -120 0-2 12 -28 0.2 -2.1 0-0 0-0 0-0 0-0 0-0 0-0 0-0 0-0 0-0 0-0 36 -44 80 -100 7.337 -7.467 36 -44 80 -100 18 -24 
	g/dL mmol/L mmol/L mmol/L mmol/L mmol/L mg/dL mmol/L mg/dL mg/dL mmol/L mmol/L mmol/L mmol/L mol/mol mmol/L mmol/L mmHg % mmHg mmHg mmHg mmHg mmol/L 
	Nova Full Panel-ICU 
	] 86 C-
	[9:27:23 AM 
	Accession ID: 
	 B6 
	.... IT_e_st _
	.... IT_e_st _
	.... IT_e_st _
	,fRes,,_ul_ts _
	.._ Reference __ _ Range 
	!Units

	TS (FHSA) 
	TS (FHSA) 
	0-0 
	g/dl 

	PCV** 
	PCV** 
	0-0 
	% 

	TS (FHSA) 
	TS (FHSA) 
	0-0 
	g/dl 


	! !!BG! ' ' i i l_ ___ ___i 
	10/46 
	l_86_! 
	i B6 i L--·-·-·-·-·-' 
	Printed Sunday, February 24, 2019 
	Vitals Results 
	B 6 
	9:09:11 AM Weight (kg) 
	9:09:38AM Notes 
	9: 10:28 AM Lasix treatment note
	9:45:06AM Lasix treatment note 
	10:45:S0AM Lasix treatment note 
	B6 
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	Client: Patient: 
	Client: Patient: 
	--·-·---~~----·_J 
	l_ B6_ ! 
	Vitals Results 
	B6
	ll:21:04AM Fi02 (%) 
	11:21:11 AM Respiratory Rate 
	11:21:41 AM Nursing note 
	12:19:43 PM Nursing note 
	12:37:05 PM Quantify IV Fluids (CRI) in mls
	12:37:06 PM Catheter Assessment 
	12:37:44 PM Fi02 (%) 
	12:38:25 PM Respiratory Rate 
	12:39:49 PM Heart Rate (/min) 
	1:47:10 PM Eliminations 
	l:48:12PM Fi02 (%) 
	2:0l:58PM FiO2 (%)  
	2:02:58PM Heart Rate (/min) 
	2:06:40PM Respiratory Rate 
	2:07:31 PM Quantify IV Fluids (CRI) in mls 
	2:07:32PM Catheter Assessment  
	2:11:44 PM Lasix treatment note 
	3:19:35PM Nursing note 
	32012PM . . Respiratory Rate 
	 3:20:33 PM FiO2 (%) 
	 3:20:55 PM Quantify IV Fluids (CRI) in mls 
	3:45:02PM Quantify IV Fluids (CRI) in mls 
	3:45:03 PM Catheter Assessment 
	4:07:19 PM Fi02 (%) 
	4:07:46PM Respiratory Rate 
	4:09:20PM Eliminations 
	4:18:29PM Heart Rate (/min) 
	 4:18:40PM Quantify IV Fluids (CRI) in mls 
	4:18:41 PM Catheter Assessment 
	i5:12:04PM Respiratory Rate 
	5:12:14PM Fi02 (%) 
	5·13:48PM . . Eliminations 
	5:17:48PM Amount eaten 
	5:19:29PM Heart Rate (/min) 
	5:19:47PM FiO2 (%) 
	5:26:16PM Lasix treatment note 
	Respiratory Rate 5: 4 7: 3 2 PM 
	86
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	Sect
	P
	Figure
	Figure
	Vitals Results 
	B 6
	1; 5:47:46 PM Quantify IV Fluids (CRI) in mls 
	i' 5:47:47PM . . Catheter Assessment ; 
	!6:01:17 PM Eliminations ; 
	!6:54:17 PM Fi02 (%) ; 
	i' 6·54·24 . . PM Respiratory Rate ; 
	 7:ll:55PM Heart Rate (/min) 
	7:12:08PM Temperature (F) 
	7:44:34 PM (%) 
	7:44:43 PM Quantify IV Fluids (CRI) in mls 
	7:44:44 PM Catheter Assessment 
	7:45:08 PM Respiratory Rate 
	9:03:32PM FiO2 (%)  
	9:03:41 PM Respiratory Rate  
	9:17:37PM Weight (kg
	9: 18:17 PM Heart Rate (/min) 
	9:19:05 PM Quantify IV Fluids (CRI) in mls  
	9:19:06PM Catheter Assessment  
	 9·19:42PM . . Eliminations  
	 9:21:04PM Lasix treatment note 
	9:45:41 PM Respiratory Rate 
	9:45:54 PM Fi02 (%) 
	10:49:36 PM Respiratory Rate  
	l0:50:01 PM Fi02 (%)  
	11  : 31: 31 PM Quantify IV Fluids (CRI) in mls 
	 ll:31:32PM Catheter Assessment  
	l 1 :32:09 PM Heart Rate (/min)  
	 11 :46:46 PM Respiratory Rate 
	l 1 :47:01 PM FiO2 (%) 
	 l2:46:34 AM FiO2 (%)  
	12:46:44 AM Respiratory Rate 
	 l:07:50AM Eliminations 
	  1:38:01 AM Quantify IV Fluids (CRI) in mls 
	l:38:02AM Catheter Assessment  
	l:39:26AM Heart Rate (/min) 
	 l:56:06AM Fi02 (%)  
	l:56:16 AM Respiratory Rate 
	3:06:11 AM Fi02 (%) 
	 3:06:25AM Respiratory Rate  
	3:12:19AM Lasix treatment note 
	 3:12:37 AM  Quantify IV Fluids (CRI) in mls 
	Catheter Assessment i3: 12:38 AM 
	86
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	~~~~:~t: 
	~~~~:~t: 
	:LB6._i86 _____ ___: 
	Figure
	Vitals Results 
	86
	4:06:40AM Respiratory Rate 
	4:07:00AM Fi02 (%) 
	4:07:08AM Heart Rate (/min) 
	4:49:25 AM Fi02 (%) 
	4:49:37 AM Respiratory Rate 
	4:52:42AM Eliminations 
	4:59:34AM Amount eaten 
	5:24:06AM Nursing note 
	5:24:SSAM Heart Rate (/min) 
	5:45:41 AM Respiratory Rate 
	5:45:53 AM FiO2 (%) 
	6:44:05 AM FiO2 (%) 
	6:44:44AM Respiratory Rate 
	7:57:lOAM Respiratory Rate 
	7:57:26AM Fi02 (%) 
	7:59:14 AM Nursing note 
	8:02:34AM Heart Rate (/min) 
	8:05:21 AM Temperature (F) 
	8:08:24AM Lasix treatment not
	8:14:38AM Weight (kg) 
	8:16:lOAM Eliminations 
	9:02:29AM Fi02 (%) 
	9:03:17 AM Respiratory Rate 
	10:02:20AM Fi02 (%) 
	10:04:29 AM Heart Rate (/min) 
	10:08:31 AM Respiratory Rate 
	10:59:22AM Fi02 (%) 
	10:59:52AM Respiratory Rate 
	11:47:25 AM FiO2 (%) 
	11:47:53 AM Respiratory Rate
	11:53:lOAM Heart Rate (/min) 
	11 :53:48 AM Eliminations 
	12:59:52 PM Fi02 (%) 
	1:00:37 PM Respiratory Rate 
	2:17:38PM Respiratory Rate 
	2:17:51 PM Heart Rate (/min) 
	2:22:20PM Lasix treatment note 
	2:59:31 PM Respiratory Rate 
	3:30:08PM Heart Rate (/min) 
	3:52:22PM Respiratory Rate 
	4:58:59PM Respiratory Rate 
	B6 
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	Client: Patient: 
	Client: Patient: 
	 86 i 
	i B6 ! '-·-·-·-·· 
	Vitals Results 
	86 
	5:16:42PM Amount eaten 
	5:17:09PM Eliminations 
	5:28:18PM Heart Rate (/min) 
	6:03:04 PM Respiratory Rate 
	6:54:20PM Respiratory Rate 
	6:56:33 PM Weight (kg) 
	7:20:10 PM Temperature (F) 
	7:20:22 PM Heart Rate (/min) 
	7:56:01 PM Respiratory Rate 
	8:17:54PM Eliminations 
	9:00:37 PM Respiratory Rate 
	9:15:46PM Heart Rate (/min) 
	9:41:52 PM Respiratory Rate 
	9:43:34 PM Lasix treatment note 
	10:40:52 PM Respiratory Rate 
	11 :31:23 PM Heart Rate (/min) 
	11 :31:28 PM Respiratory Rate 
	12:28:12AM Respiratory Rate 
	1:05:10 AM Eliminations 
	l:12:38AM Heart Rate (/min) 
	1:12:45 AM Respiratory Rate 
	2:47:00AM Respiratory Rate 
	3:16:57 AM Heart Rate (/min) 
	3:37:24AM Respiratory Rate 
	4:23:24AM Respiratory Rate 
	5:36:11 AM Amount eaten 
	5:36:20AM Heart Rate (/min) 
	5:36:27 AM Respiratory Rate 
	5:40:28AM Lasix treatment note 
	5:59:29AM Eliminations 
	6:21:11 AM Eliminations 
	6:51:01 AM Respiratory Rate 
	7:42:21 AM Weight (kg) 
	8:08:18 AM Temperature (F) 
	8:08:28AM Respiratory Rate 
	8:08:42AM Heart Rate (/min) 
	9:06:23 AM Eliminations 
	9:07:04AM Respiratory Rate 
	86
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	Client: Patient: 
	Client: Patient: 
	i B 6 i :_ _____________________ ] 
	Vitals Results 
	-·-·-·-·-·-·-·-·-·86'-·-·-·-·-·-·-·-·-·
	 9: 20: 15 AM Catheter Assessment
	10:02:30AM Heart Rate (/min) 
	10:02:36AM Respiratory Rate 
	10:02:52AM Eliminations 
	ll:09:18AM Respiratory Rate 
	12:17:30 PM Respiratory Rate 
	12:17:40 PM Heart Rate (/min) 
	12:17:48 PM Eliminations 
	1:05:31 PM Respiratory Rate 
	1:36:34 PM Catheter Assessment 
	l:36:42PM Respiratory Rate 
	1:36:58 PM Heart Rate (/min) 
	1:25:45 PM Weight (kg) 
	Lasix treatment note 1 : 5 3: 4 5 PM 
	B6 
	Patient History 
	B6·-·-·-·-·-·-·-·-·-
	:09:09AM Vitals 
	!09:09 AM Vitals 
	09:09 AM Purchase 
	i09:10 AM Purchase 
	; 09:10 AM Purchase 
	 09:10 AM Vitals 
	09:28AM Purchase 
	 
	09:36AM  Labwork 
	109:45 AM Vitals ; 
	09:55 AM Treatment  
	09·56 . AM Labwork 
	09:57 AM Treatment 
	10:04AM Prescription 
	l0:08 AM Prescription 
	10:45 AM Vitals 
	lo·55 . AM Treatment  
	11-21AM . Treatment 
	11:21 AM Vitals 
	11:21 AM Treatment 
	11:21 AM  Vitals 
	11:21 AM Vitals 
	ll·23AM  . Purchase 
	11•23AM Purchase  . 
	B6
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	Sect
	P
	Figure
	Patient History 
	8610
	11:42 AM UserForm 
	1I-54AM Treatment 
	  11:56 AM Purchase 
	 11:56 AM Purchase 
	12:19 PM Vitals 
	12:37 PM Treatment 
	12:37 PM Vitals 
	12:37 PM Vitals 
	12:37 PM Vitals
	12:37 PM Treatment
	 
	 12:37 PM Vitals 
	12:38 PM Treatment 
	 12:38 PM Vitals 
	 12:39 PM Treatment
	 12:39 PM Vitals 
	01:47PM Treatment 
	01:47PM Vitals 
	Ol:48PM Treatment
	48PM Vitals 
	02:01 PM Treatment 
	02:01 PM Vitals 
	02:02PM Treatment 
	02:02PM Vitals 
	02:06PM Treatment 
	02:06PM Treatment 
	02:06PM Vitals 
	02:06PM Treatment 
	02:07 PM Treatment 
	02:07 PM Vitals 
	02:07 PM Vitals 
	02:11 PM Vitals 
	02:ll PM Treatment 
	03:19 PM Vitals 
	03:20PM Treatment 
	03:20PM Vitals 
	03:20PM Treatment 
	Vitals 03: 20 PM 
	86 
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	Client: Patient: 
	Client: Patient: 
	j ! :_ _____________________ ; 
	Patient History 
	03:20PM Vitals 
	03:22PM Treatment 
	03:23 PM Treatment 
	03:45 PM Treatment 
	03:45 PM Vitals 
	03:45 PM Vitals 
	04:07 PM Treatment 
	04:07 PM Vitals 
	04:07 PM Treatment 
	04:07 PM Vitals 
	04:09PM Vitals 
	04:18 PM Treatment 
	04:18 PM Vitals 
	04:18 PM Treatment 
	04:18 PM Vitals 
	04:18 PM Vitals 
	04:38 PM Purchase 
	04:39 PM Purchase 
	86
	05:12 PM Treatment 
	05:12 PM Vitals 
	05:12 PM Treatment 
	05:12 PM Vitals 
	05:12 PM Treatment 
	05:13 PM Treatment 
	05:13 PM Vitals 
	05:17 PM Treatment 
	05:17 PM Treatment 
	05:17 PM Vitals 
	05:18 PM Treatment 
	05:19 PM Treatment 
	05:19 PM Vitals 
	05:19 PM Treatment 
	05:19 PM Vitals 
	05:26 PM Vitals 
	05:27 PM Treatment 
	05:47 PM Treatment 
	05:47 PM Vitals 
	05:47 PM Treatment 
	05:47 PM Vitals 
	86 
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	Sect
	P
	Figure
	Patient History 
	B6
	05:47 PM Vitals 
	06"01 PM Vitals 
	06-54 . PM Treatment 
	06:54 PM Vitals 
	06:54 PM Treatment 
	06:54 PM Vitals 
	07:11 PM Treatment 
	07:11 PM Vitals 
	07:12 PM Treatment 
	07:12 PM Vitals 
	07:44PM Treatment 
	07:44PM Vitals 
	07:44PM Treatment 
	07:44PM Vitals 
	07:44PM Vitals 
	 07-45 . PM Treatment 
	07:45 PM Vitals 
	09:03 PM Treatment 
	09:03PM Vitals 
	09:03 PM Treatment 
	09:03 PM Vitals 
	09:04PM Treatment
	09:17 PM Treatment 
	09:17 PM Vitals 
	09:18 PM Treatment 
	09:18 PM Vitals 
	09:19 PM Treatment 
	09:19 PM Vitals 
	09:19 PM Vitals 
	09:19 PM Treatment 
	09:19 PM Vitals 
	09:21 PM Vitals 
	09:21 PM Treatment 
	09:45 PM Treatment 
	09-45 PM Vitals 
	09-45 . PM Treatment 
	09:45 PM Vitals 
	10:49 PM Treatment 
	10:49 PM Vitals 
	10:50 PM Treatment 
	10: 50 PM Vitals 
	86 
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	~~~~:~t: 
	~~~~:~t: 
	I B 6 IL--·-·-·-·-·-·-·-·-·-·-• 
	Patient History 
	B6 
	11:07 PM Purchase 
	11:31 PM Treatment 
	11:31 PM Vitals 
	11:31 PM Vitals 
	11:32 PM Treatment 
	11:32 PM Vitals 
	11:46 PM Treatment 
	11:46 PM Vitals 
	11:47 PM Treatment 
	11:47 PM Vitals 
	12:46AM Treatment 
	12:46AM Vitals 
	12:46AM Treatment 
	12:46AM Vitals 
	0l:04AM Treatment 
	01:07 AM Treatment 
	01:07 AM Vitals 
	0l:08AM Treatment 
	01:38 AM Treatment 
	01:38 AM Vitals 
	01:38 AM Vitals 
	01:39 AM Treatment 
	01:39 AM Vitals 
	Ol:56AM Treatment 
	01:56 AM Vitals 
	01:56 AM Treatment 
	Ol:56AM Vitals 
	03:06 AM Treatment 
	03:06 AM Vitals 
	03:06 AM Treatment 
	03:06 AM Vitals 
	03:12AM Vitals 
	03:12AM Treatment 
	03:12AM Treatment 
	03:12AM Vitals 
	03:12AM Vitals 
	04:06AM Treatment
	04:06AM Vitals 
	04:07 AM Treatment 
	B6 
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	Client: Patient: 
	Client: Patient: 
	i I[_ _____________________ i
	Patient History 
	B6
	04:07 AM Vitals 
	04:07 AM Treatment 
	04:07 AM Vitals 
	04:49 AM Treatment 
	04:49AM Vitals 
	04:49 AM Treatment 
	04:49 AM Vitals 
	04:52AM Treatment 
	04:52AM Vitals 
	04:53 AM Treatment 
	04:59 AM Treatment 
	04:59 AM Vitals 
	05:00AM Treatment 
	05:24AM Vitals 
	05:24AM Treatment 
	05:24AM Vitals 
	05:45 AM Treatment 
	05-45 . AM Vitals 
	05-45AM . Treatment 
	 05:45 AM Vitals 
	Treatment 06:44AM 
	06:44AM Vitals 
	06:44AM Treatment 
	06-44 AM  . Vitals 
	 07-57 . AM Treatment 
	07:57 AM Vitals 
	07:57 AM Treatment 
	07:57 AM Vitals 
	07:59AM Vitals 
	08:02AM Treatment 
	08:02AM Vitals 
	08:05 AM Treatment 
	08:05 AM Vitals 
	08:08AM Vitals 
	08:08AM Treatment 
	08:14AM Treatment 
	08:14AM Vitals 
	08:16AM Vitals 
	09·02AM Treatment 
	09:02AM Vitals 
	09:03 AM Treatment 
	09:03 AM Vitals 
	Treatment 09: 10 AM 
	B6 
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	Client: Patient:
	Client: Patient:
	i i I I [_ __________________ ___! 
	Patient History 
	B6
	9:10 AM Treatment 
	09:14AM Treatmen
	il0:02AM Treatment 
	10:02 AM Vitals  
	10:04AM Treatment 
	10:04AM Vitals 
	l0:08AM Treatment 
	l0:08AM Vitals 
	10:12AM Purchase 
	l0:13 AM Treatment 
	10:59 AM Treatment 
	10:59AM Vitals 
	l0:59 AM Treatment 
	l0:59 AM Vitals 
	 1:05 AM Purchase 
	 1:05 AM Purchase 
	 1:30 AM Purchase 
	11-45 AM . Deleted Reason   
	Treatment 11:47 AM 
	l 1:47 AM Vitals 
	11:47 AM Treatment 
	 11:47 AM Vitals 
	11:53 AM Treatment 
	11:53 AM Vitals 
	11:53 AM Vitals 
	12:59 PM Treatment  
	 12•59PM . Vitals 
	l:00 PM Treatment 
	l:00 PM Vitals 
	l:01 PM Treatment 
	2:13 PM Treatment 
	02:17 PM Treatment 
	02:17 PM Vitals  
	02:17 PM Treatment 
	02:17 PM Vitals 
	2:22PM Vitals 
	2:22PM Treatment
	2:59PM Treatment 
	2:59PM Vitals 
	p3:30 PM Treatment 
	Vitals b3: 30 PM 
	B6 
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	Client: Patient::
	Client: Patient::
	j j  _______________________ ) 
	Patient History 
	B6
	03-52PM . Treatment 
	03:52PM Vitals 
	04:58 PM Treatment 
	04:58 PM Vitals 
	05:02 PM Treatment 
	!05:03 PM UserForm 
	!05:16 PM Treatment 
	05:16 PM Vitals 
	05:17 PM Treatment 
	05:17 PM Treatment 
	05-17 PM  . Treatment 
	 05-17 . PM Vitals 
	 05·28 . PM Treatment 
	05:28 PM Vitals 
	06:03 PM Treatment 
	i06:03 PM Vitals 
	06:54 PM Treatment 
	06:54 PM Vitals 
	06:56 PM Treatment 
	i06:56 PM Vitals 
	i07:20PM Treatment 
	 07:20PM Vitals 
	!07:20PM ; Treatment 
	!07:20PM Vitals 
	07:56 PM Treatment 
	07:56 PM Vitals 
	08:17 PM Treatment 
	08:17 PM Vitals 
	09:00PM Treatment 
	09:00PM Vitals 
	09:00PM Treatment 
	09:15 PM Treatment 
	09:15 PM Vitals 
	09:41 PM Treatment 
	09"41 PM Vitals 
	 09-43 . PM Vitals 
	09:43 PM  Treatment 
	10:40PM Treatment 
	I 1:31 PM Treatment 
	10:40PM Vitals 
	l 1:07 PM Purchase  
	11:31 PM Vitals
	11:31 PM Treatment 
	l 1:31 PM Vitals 
	l2:28 AM Treatment  
	86 
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	~~~:~t: 
	~~~:~t: 
	. ·-·-·-·-·-·-·-·-·-·-·-, I 
	Patient History 
	86
	l2:28AM Vitals 
	0l:05 AM Treatment
	0l:05 AM Vitals 
	 01:05 AM Treatment 
	 01:06AM Treatment 
	Ol:09 AM Treatment 
	Ol:12 AM Treatment 
	Ol:12 AM Vitals 
	01-12 AM  . Treatment 
	 01-12 . AM Vitals 
	02:47 AM Treatment 
	02:47 AM Vitals 
	03:16AM Treatment 
	03:16AM Vitals 
	03:37 AM Treatment 
	03:37 AM Vitals 
	04:23 AM Treatment 
	04:23 AM Vitals 
	 05:33 AM Treatment 
	05:33 AM Treatment 
	05:36AM Treatment
	05:36AM Vitals 
	05:36AM Treatment 
	05:36AM Vitals 
	 05:36AM Treatment 
	05:36AM  Vitals 
	05:40AM  Vitals 
	05:40AM Treatment  
	05:59 AM Treatment 
	05:59 AM Vitals 
	06:21 AM Vitals 
	06:51 AM Treatment 
	06:51 AM Vitals 
	07:42 AM Treatment 
	07:42 AM Vitals 
	08:08AM Treatment 
	i08:08AM Vitals 
	os·osAM Treatment 
	;l os-osAM . Vitals 
	 os·osAM . Treatment 
	os:osAM Vitals 
	09:06AM Treatment 
	09:06AM Vitals 
	i09:07 AM Treatment 
	09:07 AM Vitals 
	09:16AM Treatment 
	09:19 AM Purchase 
	86 
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	Client: Patient: 
	Client: Patient: 
	I I i i '-·-·-·-·-·-·-·-·-·-·-·-' 
	Patient History 
	B6
	09:20 AM Treatment 
	09:20 AM Treatment 
	09:20 AM Vitals 
	o9:27 AM Labwork 
	10:02AM Treatment 
	10:02AM Vitals 
	10:02AM Treatment 
	10:02AM Vitals 
	10:02AM Vitals 
	11:05 AM Purchase 
	11:05 AM Purchase 
	11:09 AM Treatment 
	11:09 AM Vitals 
	11:29 AM Appointment 
	12:17 PM Treatment 
	12:17 PM Vitals 
	12:17 PM Treatment 
	12:17 PM Vitals 
	12:17 PM Treatment 
	12:17 PM Vitals 
	01:05 PM Treatment 
	01:05PM Vitals 
	01:07 PM Treatment 
	01:27 PM Deleted Reason
	Ol:27 PM Purchase 
	Ol:32 PM Prescription 
	0l:36 PM Prescription 
	0l:36 PM Treatment 
	01:36 PM Vitals 
	01:36 PM Treatment 
	01:36 PM Vitals 
	01:36 PM Treatment 
	01:36 PM Vitals 
	02:35 PM Email 
	12:59 PM UserForm 
	01:22 PM Treatment 
	01:23 PM UserForm
	01:25PM Vitals 
	iOl:37 PM Purchase 
	iOl:38 PM Purchase 
	Ol:53 PM Vitals 
	02:20PM Prescription 
	B6 
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	~~~~:~t: 
	~~~~:~t: 
	I B 6 !L--·-·-·-·-·-·-·-·-·-· . 
	Patient History 
	i ' 'i! 86i i i i i ··-·-·-·-·-·-·-·-·-·-)   !1
	02:22PM Purchase 
	Appointment 03:19PM 
	03:21 PM Email 
	B6 
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	I ! i Best Available Copy i 
	I ! i Best Available Copy i 
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	r■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-■-Best Available Copy L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
	FOA-CVM-FOIA-2019-1704-002976 
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	Cummings Veterinary Medical Cent1er AT TUFTS UNl1VERSIIT¥ 
	Cummings Veterinary Medical Cent1er AT TUFTS UNl1VERSIIT¥ 
	Fosk:rllo5pilal furSmall ltnmals 55WillilldSb"eet Ncrlh Graft:an,. MA 01536 Telephone (SOHi ~ F.-(SOlll laJ--1951 hUJr/~ 
	Discharge lnstrud:iun:s 
	Palienl: Name: L~-~l Si~ B6 ~e;n Old ~FemiE (Spayal)Pit U '-·-·-·-·-) 
	OWl8" Name: AM-ess: 
	r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. i ! i ! ! i ! i ! i ! i ! 
	Palienlm: rmergmcyanitiill ~-------·-·si5·-·-·-·-·-!DVM (Hem-swJ.L~~~~~~~~~~~~~~~~~~~~~1111Sc [lte!iilh"A-~and OiliGII care) Com6igCminl: 
	P
	.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. ! ! i ! i ! i )_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
	Aclnit ~--·-·-·, B6 ___ 8:55:09 AM OEdl OUI DiAe:L_ _____ 86 ·-·-·-· i 
	Diagrms:: 
	Diagrms:: 

	L Cooge!!itiwe I--IBtFaae:: diliml canliJmyopathy 
	case Smnmav:!. BG~ to the ER n ~ le§lllramry lime§:§. Shew lliaf,lo!ied '111th heattaue and retJSftl hmpitli§atianm an CJXWPlmmel.nigmeffliM!IIOll§~ (fiammwle. pmiobmdan.and nimpruwde) 1n mntml her breathmg. Em~(heat!iran) w,~ tla: fl! had a dM:ed heat,, a mlllilion ~dialed~ ran-now B6 :1i1!i le§lll~-~ to treatmmt alll !ilOOII !itarted brea:lwigwel ootweofoxw,n Sheha!i done wel today aid go IDne.-!_~~-iffiU!il le(a,e al her medEatiom n onler 1n manage her heart mnditicJn. It i:!i d!io waynpor1antthati:!i fe
	Mcnittrir,.; al: mne: 
	o We~ lib! you 1n monimr yum dog'!i bma1IWlig rah! aid dfort at home,, idealyd..-ng~ or ata tmeof re;t The do!ie!ii of chg!i _. be adjurted ba5ed oo HE bma1IWlig rah! aid dfurt. 
	o We~ lib! you 1n monimr yum dog'!i bma1IWlig rah! aid dfort at home,, idealyd..-ng~ or ata tmeof re;t The do!ie!ii of chg!i _. be adjurted ba5ed oo HE bma1IWlig rah! aid dfurt. 
	o In getieral,, mmt: dog§ with hmrtfam"ethati:!i wel oontml!tl have abreathmgraeatre;tof le!i!i thin 35 tn CJ bream per11n.11e. n adlltion, the br"ea:hmglffnrt. noted by the 311DDtofldy"wal motion medfmeildl breath, i:!i mnmlill ifhmrtfaime i:!i mntmled. 
	o An nnme m bma1IWlig rah! or effort will mualy mean that you mouW ,;we an extra do!ie offum:!!imwle (LanJ f liffilDlybrea:lwigi:!i notmiproved bywitl.-. 30-60 IIWlUle!i aler"gnwigextraft.-mmwle thenwereoJIIWIIIHI tla: .. rwled.~ be !ideluled .nd/ortla: yum dog be~ byan enuRft-.ymlil:. 
	o There ..-e n!ilruciion!i fnrmonitnmgbrea:lwigand afnnn to help~ bad. of bmattWlig rah! aid migdo!ie§, on HE Tuft!i HeertSmart web !iile (httpt /¥8:.bft..edll}beaBnat/at-home-momnmg/). 
	o We al!io wart you to 'Mltdlfm weane!i!i m ~!ieo aredudion m appe1ib!,, wcne11imgooudt, mlli!ilmtion of HEbely-3:!ithe!iemmlff!i mlicatetla: we41cud do a mdlet:l.exanmation. 
	o f you ~ aiymDIBffl,, ple3!ie calorhaveJOIIdog~ bya MemilrialL 0..-enegeii-.y mlil:i:!i open 24houvda,. 

	Reamme11d!d Metlc:alcns:: 
	86 
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	B6 
	B6 
	. Diel sume:ficns:: : B6 i:'!ilKud oonmue to be fed Plmal-l\ lky. She:'!ilHOed to lite thatfood . ..-em hmpitj. ' 
	Dog§ 11111:h heatfahe a:anuate 111CJ1e1ud m thei'" bodyif theJeatlage illDCUrt:'!i of :'!iCDl.lm(:'!i.jlj. Somanc..-. befumd m alfuom,, but !iDlllefood:'!i ae b-.r m :'!iCDl.lffl thin otheH. Malypet trem,, peopll!food:'!i, and :'!i~ med to p p~ often hate 111CJ1e :'!i-..-. thin i!i de!!ir.lble-a :'!iheet that ha:'!i :'!ill~l:'!i fur low :'!iCDl.lffl beat§ c..-. befumd on the l-le3rt:Smat web gte (http;//vet.~~ 
	YCU" dog\ muall diet 1Di1f ako have 111CJ1e :'!iCDl.lffl thin reoommmded -we wait )"()II dog toCOldna! to eat 11a ...mall dietfur thefnt 7to 14 daf-i m we can IDim! :'!ii.Ire theyae tnleratngmedration:'!i ~ Mta that1:mlP,, m! wodd remmmmd ~mtrodumlgoneofthe lower :'!iCDl.lmdrt:'!i on the Hear1Smartirt{25% ofthellBIII diet and75911i old~ fur 2-3 day§, then 50:50,, etc.). Yoo can md a dl!t on the irt that )"()II dog liile:'!i to eat Altwnatively, if yw ae a1adel to the mRmt diet yw can le:'!ie3rdi the amcurt 
	o ~ FDAi!i m...-ently~an -.,piS"ffltil:'!i:'!iOIJat ~ diet and a• ofheertllli!iea:'!ie~ dialed c..-domyopahy. ~exalt rame i!i ml1a1dear", butit;appea:'!i to bea:'!i:'!iOlialed with boolilfledetli end thme mnranngexotil: mr,eaie11L orae r,am-flee.. lherdo~ we are IHJaltlr 1e1:o11me .. igthatdog:'!i do not mt the:'!ietype!i of~ 
	o ~ FDAi!i m...-ently~an -.,piS"ffltil:'!i:'!iOIJat ~ diet and a• ofheertllli!iea:'!ie~ dialed c..-domyopahy. ~exalt rame i!i ml1a1dear", butit;appea:'!i to bea:'!i:'!iOlialed with boolilfledetli end thme mnranngexotil: mr,eaie11L orae r,am-flee.. lherdo~ we are IHJaltlr 1e1:o11me .. igthatdog:'!i do not mt the:'!ietype!i of~ 
	o We :'!i~_B6_1to mlllllHDill dietmadebya ~ed compaiythat i!i notgr.m-fieeend doe!!i not oont.m anyemtil: nr,edmt:§. wdl a:'!i lalpno. dud. Ian>. wemon,, lentt!;, pe3§,, hmm,, b....,_ ~ioca,, baiey", ..-id didpem. 
	o ~Fll\i!i:'!illedamomentll!ft3Rlngthii!ii!i:'!ille (htlps 1.(www.fda..gov/~~330S.h1m) and a ream ..-tide puhli!ihed by i:.. Li!ia Frerman on the c~ Sdiool":'!i Petfuodologf"blog c..-. fmher e,qtil the:'!iefnmg!i (htlp;//Yemubilion.~RMl--heart-ml-of-he.-1:-dii!i~~ xotil:~/). 
	o OU'" 1111lril:ulim hate Wlllpied a irt of dogfuod:'!i tha:: are good opt:iom fur dog:'!i with heart cl:'!iea!ie.. 

	lfyolI dog ha:'!i ~ nutritic.alilll need!; or requff:'!i a homemokn:I di!t. we yw :'!idiedije an appomtmmt with OlI nutriliolmt:'!i (5CJ8-ffl7~ 
	ha"tise lleamnM dalil:n!ii: For the&:'!it 7 to 10 daf-i .-ta'" :'!itlrmg~l!ifur heatfaime;, we lel:OlllllleDd wrynted aciiwily.1..ea!ih ~ o..,-i!i ideal,, and :'!ihort ~ _to :'!it.rt Once the heart famei!i better mntroled, then :'!iliglltly longer wiA:'!i are ao:eptable.. l-lowewr, if ywmd thaJ B6 ii!i aagg.ig bd.-.d or need!; to :'!itnp on a..._ then tm wa!ii too long a ..a. end :'!ihorLer ~ are alvi:'!ied m the fut..-e. Rlt)mtive or :'!ilrmUOO!!ii h~ a:tivitil!!!i (repetmve bal daiMig, rtn1mgfa!it off-lea
	~ Aredaed.eJlillll ha:'!i hem :'!idietMedfur 
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	Friday. Febnay :U.. 2019 al 1:00pm ~--·-·-·-·-·-·-·-·~~----·-·-·-·-·-___: 
	Friday. Febnay :U.. 2019 al 1:00pm ~--·-·-·-·-·-·-·-·~~----·-·-·-·-·-___: 
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	Cum • nos Veterinary Medical Center AT TUFTS llJ N IVE RSITY ea-diolcf:y Liaf>CII: 508-887-4.96 
	Cum • nos Veterinary Medical Center AT TUFTS llJ N IVE RSITY ea-diolcf:y Liaf>CII: 508-887-4.96 
	.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. ' ' i i i i i i i i 
	P.11:ient n :_ ___ ~_s _____ l E~ Cilnme :._ B6. i'rears Old Femae (~d) Pit Bull Br"oMIJ\Yhite BW:: Weiglat(kd 19.00 
	cardiologyConsultatian ENROL1£D IN IXM STUDY 
	Date:! __________ 86 ________ __! Weicht: Weight (kg} 19.00 Peq,e-slinemni -a:i B6 tern -SAM} 
	~ Cm-c&alaeist _________
	i ~! i ! i ! i ! i ! i ! i ! i ! i ! i 
	a.nialacw'. Resident: 
	I B6 I L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·l 
	"'lhma:i::::ii:::: ....,._ a, i M1!b-review? 
	· Yes -in ER email 
	· Yes -in ER email 
	CJ Yes -in PACS 
	CJ No 

	Palie:.11: lamtian: ER 
	Pn!si!!!illilc H mml impmbmt ami::::mrent clseasl!li: Dyspnea 
	•STOP -r-emaimer-of form to be Ii I led out by Canfiol~ 
	... ysiii::::al Examimllian 
	i ! ! i ! i ! i ! i ! i ! i ! i ! L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
	Muscle cordrtion: 
	Normal 
	Normal 
	' Mild muscle loss 
	Moderate cai::IExia 
	Maked cachexia 

	Olnlca,aca-Physic:alExmn 
	Munn..-Grade: 
	□None
	□None
	DI/VI 
	IV/VI 
	V/VI 
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	~. II/VI 
	~. II/VI 
	~. II/VI 
	Ill/VI 
	□VI/VI 

	M..-m..-location/de!ilTiption: left apical systo lie (anmal panting. difficult au5Cl.lltation} 
	Jugular-vein: 
	· Dottcwn 1/3ofth:!rECk 
	· Dottcwn 1/3ofth:!rECk 
	CJ Middle 1/3 ofth:! nedt. 
	QT op 2/3 of th:! nedt. 
	□ 1/2 way 141 th:! nedt. 

	Artertal pulses: 
	'Weak.vs. 
	'Weak.vs. 
	' Fair-at rTKJsl:: 
	'Good 
	□strong 
	Bound"ng 
	Pulsedefcits 
	Pulsus par-adoxus 
	□ 0th:!..-(describe}: 

	Anhythmia: 
	·None 
	·None 
	D Sinus arrhythmia 
	Premaure beats 
	Dradyl;ardia 
	Ta::hyrardia 

	Gallop: 
	Qves 
	Qves 
	No 
	CJ lntermittort 
	Q Pronounced
	0th:!..-: 

	Pumonary ~ents: 
	. E141neic 
	. E141neic 
	Mild dr-flllea 
	.Makeddr-f,nea 
	□ No..-mal BV sounds 
	Pu monary Craddes 
	VVheezes 
	□ Upper-airway strido..-
	Oth:!..-ausaaltatory findings: 

	Abdcwnnal exan: 
	'No..-mal 
	'No..-mal 
	. Hepatomegaly 
	Abdominal distmson 
	Mild ascites 

	Edmm:c&acrmn. finclncs; 
	Cil!ll~-0 •bmefemm aspatifflt got mo,e dyspneic dlNing emm• LV walls..-e no..-mal inthicknessaad LV mntractile f..-action ismakedlydec..-eased with severe lA enlargement_ MV is thickened_ RH is maked ly dilated .. lV isthickened and aate..-io..-leaflet looks longer-than the posterior-one_ lV annulus is not 4'I ical displaced. T ra::e pe..-icardial effusion_ PA is b igge..-than the aorta.Tried to get an RVOf view,. aJUld not as P got \¥0r5e.. Cou Id not see no..-evidmce of PDA,. PS,. neith:!..-~ a mntinuJus 
	Dappla-finc&np: 3+ TR.. PG 71mmHg.. witmut RA pre2D'"e; 2+ MR,. jet centrally directed_ 
	liWtmlnlow~not~ 
	0:Smnuet 
	0:Smnuet 
	□Nmmal 
	□Jl!illlhumal 
	□Re5b'id:~
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	::J Delir;ut relaxation 
	::J Delir;ut relaxation 
	::J Delir;ut relaxation 

	llload Prema1! (mmlllJtl:
	recomnended 
	Raclapapl-= finl&nrt,;: 
	Diffuse inter-stitial pattern bilaterally .. pulmonay ve2iels not easily visible.. Sever-e cardiomegaly with left maiinstem bn:Iich i COTipression and tradHI is dorsally deviated. 
	Assa:anentmKI~; 
	B6 
	T1e&b11E.111: plma: ·
	B6 
	lirml Diapmis:
	DCM with LOI F; Pl--fTN 
	Heat Faa..11!: Clmsiliadian Scan!:: 
	ISA.Q-IC Classification: 
	bl.la 
	bl.la 
	lb 
	II 
	Illa 
	lllb 

	ACVIM CHF dassifa:at:ion: 
	□A 
	□A 
	Dot
	□02 
	-C 
	Do 
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	B6 ·-·-·-·-·-·-·-· 
	B6 ·-·-·-·-·-·-·-· 
	M--Mode 
	IVSd LVIDd LVPWd IVSs LVIDs LVPWs EDV(Teich} ESV(Teim} EF{Teich} %FS SV(Teim} /lo Dian lA [J'lilllJ lA/flo MaxlA Tme HR ro(Teich} O(Teim} /lo Dian lA [J'lilllJ lA/flo EPSS 
	on on on on on on ml ml " " ml on on on ms 8PM Vmin Vmnm on on 
	on 
	M--Mode Normatized 
	86 
	IVSdN LVIDdN LVPWdN IVSsN LVIDsN LVPWsN 
	(0..290 -CJ.520} (1350 -1..730} I (0..330 -CJ.530} (0-430 -0.710} (0_790 -1..140} I (0.530 -0.780) I 
	-·-·-·-·-·-·-·-· 86 ·-·-·-·-·-·-·-· 
	2D SAlA /lo Dian SA lA/ flo Dian IVSd LVIDd LVPWd EDV(Teich} IVSs LVIDs LVPWs ESV{feim} EF{Teich} %FS SV{feim} LVMaj:n· 
	on on 
	on on on ml on on on ml " " ml on 
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	·-·-·-·-·-·-·-·-·-B6 ·-·-·-·-·-·-·-·-·-·-· 
	·-·-·-·-·-·-·-·-·-B6 ·-·-·-·-·-·-·-·-·-·-· 
	LV Mn::n· Spher-icity Index LVl.d lAX LVAd LAX LVEIJU' A-l LAX LVEIJU' MOD LAX LVl.s LAX LVAsLAX LVESV A-L LAX LVESV MOD lAX HR EF A-L LAX LVEF MOD LAX SVA-L lAX SVMOOLAX UJA-LLAX rn MOD LAX RVIDD RVIDS 
	on 
	on on ml ml on on ml ml RPM " " ml ml Vmin Vmin on on 
	Doppler-
	MRVmax MRmaxPG MVEVel MVDecT MV Dec SIOJN:! MVAVel MVE/ARatio F E/F A' S' IVRT AVVmax AVmaxPG PVVmax PVmaxPG TRVmax TRmaxPG 
	B6 -·-·-·-·-·-·-·-
	rn/s mmHg rn/s ms rn/s rn/s 
	rn/s 
	rn/s rn/s ms rn/s mmHg rn/s mmHg rn/s mmHg 
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	Cum 1nos ■ Veten'narv Medical Center AT TUFTS UNIVERSITY 
	Cum 1nos ■ Veten'narv Medical Center AT TUFTS UNIVERSITY 
	Fostel" Hospital fut-Small Annals 55 Willanl Sbeet North Gr.lftnn,. MA. 01536 Telephone (S(m) 839-5395 F.-: (S(m) 839-7951. hllp://we1med..1uls.edu/ 
	Discharge mtructians 
	Palell Mlmel, __ 86. j Speciei;:: Call"Je ~-~-~_(Spr;w) PitBull llirUdali:. [ ________ ~~----·-· i 
	OWIH" ~--·-·-·--~-6 ___ • _____ i Mlres:L ______________ ~~----------------I 
	Palell.D:439571 
	AIIHdre a.t5rti l!i';t: __
	! i 
	l----------------------
	C)idiJltw.it.~-----·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· . l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6 -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
	C lll!VTedmidao: _____________
	' ' i i i i i i i i i i i i 
	~ B6 !Vl9 '·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
	ldrit ~---·-·-!3-.~----·-__!_µ_~7:33 FM D&la-ze BIEL_ ______ BG _______ j 
	Dilpmes:: Dilaletcanimr;qah/ (DCM} withaqe;tn.eheartfaiue 
	Diacnasfict151:resubandllhllp: 
	o l.abwml.&-.=The labworlc:re.utsarep:nmig. 'M!wi11 call youwithihe!ie R!!iUl:s. 
	o l.abwml.&-.=The labworlc:re.utsarep:nmig. 'M!wi11 call youwithihe!ie R!!iUl:s. 
	0 ECXi:TheECGdid notstu,,, atyanhylhmasOI ecarrntilrl1Dlly. 

	case~ ,·-·-·-·-. Thiri:yo.ab~~j_B6 jnb-eralmt:icnbytheTuftscadoogy~btHli b-le' 1HH1U,-dagru;edheart: d!iea§e. 
	o. eiram1nmfJ._1?.~.!\1113Smvit atdakrt Yw nprtthtt!ihl! I!. dlng~J~_!nneand te re,pl'alury raemsbeal tietv.Bl18--24-v.ihm !tleis~~ ECli dd mt !hMan,arrhJthnia§j 86 "'3St.mlh~ slffll:t{h.nh"afta"he"ecam so !tie was givel 01edmeofU05UTlide. 'M!are1Jl~1oko:p h:roth::!r-anmt:neklt:imregm::natdatianNF. mibito"(BBlap-.1)1o ruh:e1hewoldoad onhE,-hiDt 
	~athmE
	o We'IMJUd llle)U.11o o:ni~~[ __ B6 __ and elbt at tune. ilhllly ~~U'"ata~ dre.t. Thedmei: dmJg> wi11 h:!qistedtmed otthet.mlh~rab:!andelbt. 
	o We'IMJUd llle)U.11o o:ni~~[ __ B6 __ and elbt at tune. ilhllly ~~U'"ata~ dre.t. Thedmei: dmJg> wi11 h:!qistedtmed otthet.mlh~rab:!andelbt. 
	o n gmi:n. nu.t:dogswithheartfaiuethtt I!. 'M:!11 mmolledtmea h'ealhng~atn5td m1hiln30-34-badh;; JH" ITWll.ti!. nalitilDl, theb'ealh~ e1bt. mtedby1hearunt: cl" h:!llywall rmtim 16:!db-mdl hollh, I!. Jany mnmal if heat fai"be I!. arimlled. -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
	o An naeme n heahng~ .. elbt: wi11 U!illilllymea-.1htt )UJ !hddg~~-~-~cij _______________ ~~---·-·-·-·-·-·j If dlf"wllybrmtlq I!. not ~ bv within 30-fiO m.uesafta" g~ elll(_ ________ ~~----·-·-JhEn weruutwr&ld 1hat a redledi:exam ti:! sdmJled .....V0,-1htt yo.-dog ti:! eralwletbyanHTDgmcydnic. 
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	o lleeaen.lru:tm5 b-~t.eal.-.g.andabmtot.$~tramcft.ealingratealdd't« chies,o-. the Tuftsl--leert5nat \IIIH)site (lttpf/Vf!!..1tbi..~ 
	o lleeaen.lru:tm5 b-~t.eal.-.g.andabmtot.$~tramcft.ealingratealdd't« chies,o-. the Tuftsl--leert5nat \IIIH)site (lttpf/Vf!!..1tbi..~ 
	o lleeaen.lru:tm5 b-~t.eal.-.g.andabmtot.$~tramcft.ealingratealdd't« chies,o-. the Tuftsl--leert5nat \IIIH)site (lttpf/Vf!!..1tbi..~ 
	o WealsoWiri )U.11owabh b-'MBlrll5SD"oollapse. a ndu:tion n iffHite. ~COIV\ ca d!iteitioncl1he tEllyas 1heselni~ miratethatwesh:Jud doa nmedc8CillTIHlt:D1. 
	o lfyo.1ha.re.nyan:am, plemecall D"hiw:!'V'JITd:Jg evalLBle:t bf a~ OI.-RTegeq"dniclsqe-.14-~ 

	lte:.taa.&oiled U---r:&#iw=: 
	B6 
	~ lte:.taa.&.datita.s:: 
	F..-1he&st: 7to 10 alle"start:qi: mm:aticni:fD"hRlrt faiue\lllerm:wt1teldVRY lmletactillity.. l.BHI ~Olly Is idea~ andst..-t walfs;tostart.. On:ethehmrtfaiue Is betla"mrtmlleat ttHlsligttly ~waifs are~ l-lollllewe"", if )U.I mdttui B6 :Is lamqi: lelndD"news1D stq,ona wak111B11hiswas11D ~ a wakand!llme'-~ ··-·-·-·-·-· areui!ielj n1he~ lqJIEtiweD"sbelu:ushffl01eEYadMt:ies~mueball ma.qi:,~ fast off..lm!II, m:.) aregaeallynot advriied a:1hls~ofhmrt: faiue. 
	lle::le::k"Vi!iils: AHDIID[hasbemsdeUedb-
	....... 11ay :n.. 2019 at :l:OIHlwilll
	 ______________ B6 _______________ ] 
	lhri: yo.I us 111eme~ lll'"cadiology 11a15onat(508}-887-4696 D"Bllilil U!ta: ~bsdmllqi: aldmn--eregmt:q'U3l:Dl5 D"lllllHl1§. 
	PlemevisitOU""HeatSmilrt\llefiib:!brrue l'6JmBtim http;//M . .-h~~ 
	~r. FDrthe ~ty uml ~ing ef DUI" pdient:5, -,,,urpet mmt ~ had an enn;iinalivn byme r,/ wr~ wilhin the fD!il ,rw-inDffkrlDoblai,Jp,r~m~ 
	OnlniJg Food: Please mrdrw;,b ~ prina,y~ ID p,mar lhe rer:Dlllmrnded frl(5J. 1/~wilh ID ,-,r:bmr ~Jmdfrom m, ~ mll 7-10,/ay5 in advu-=e c;tJB-IJB7-4629} ID ensu,r the /r,ad n: in 5fDd:. Altemafnr,t",. ~dim an be Dlflen!d /mm onlin-e nmih5 MIit a ~1Mna,yfffJlf7,ld_ 
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	c-mrl Triik-Oiniml tnak a,r .mnies inwm:hour~dor:IDl5-':wilh ,-,and ,,,_.-pet IDinw:mgulF a~~ ~s.s ora pmmising_. ff,,51 orfn,,alment Phlse ser ou,--'asilf,: lll'f_flllk,~ 
	c-mrl Triik-Oiniml tnak a,r .mnies inwm:hour~dor:IDl5-':wilh ,-,and ,,,_.-pet IDinw:mgulF a~~ ~s.s ora pmmising_. ff,,51 orfn,,alment Phlse ser ou,--'asilf,: lll'f_flllk,~ 
	Ca;e:l__B6_i 
	0•111!1·::._ _______ B6 ·-·-·-· i 
	Disdage~cns 
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	Cummings Vetierinarv Medical Center AT TUFTS UNIIVERSITV c..-diok,r;y l.iaf>CII: 508-887--,4696 
	Cummings Vetierinarv Medical Center AT TUFTS UNIIVERSITV c..-diok,r;y l.iaf>CII: 508-887--,4696 
	! ' ! i ! ! i ! i ! i ! i ! i ! i l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
	(~r~-~!i _ ___l l_ 86 _ _:Ye.-sOld Female ilSpared) Pil:Bull ero-}White 
	c.anf"mlag Appamment Rl!part -Patient erralled n the DCM sllldy-
	Dab!: 2/n.flJJ'J!J 
	A~c_ Cai .... L _·-·-
	i ! ! i ! i ! i ! i ! i ! i ! i ! i ! i ! i ! j•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-•-• I 
	Cm-clnlcll!}f 11!!:sicmd:: ·-
	i 86 i '·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
	~ T a:::hni --__ _F
	i ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, i ! i i i i i i i i i i t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
	!ltucmd: 86 ~ V'J!J i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
	Pn!:....ntilc Contd -■L 
	DCM 
	General Mer& I 1mtmv: 
	Presented to ER for-d~~---·-· B6 _______ iOn exam.. wade IINI murm..-. Imo ~wed deaeased oontractility. m..-ked RH dilation, thi::kened MV and lV, 2+ MR. O reports dong 'lllllell at home snce disdlage 
	Diet and~: 
	PresaiptilII p..-na cardiac diet, eat:ng 'lllllell ax::onJt o ii to give medicat:ilII 
	Cai-clai,a,:a-t&may. 
	Pri..-CHF diagrusis? N Pr..-heertm1nn..-? Y Prio..-ATE? N Pru-arrhythmia? N MIIlitO"ng ~irat:ory rate and efhrt at hO'TM:!? Ye5, once a da,, a1Jlmd 1&-24 Cough? CoudJed a few tines last nirtit,. ot~5e n1 DJUW1, sune ~ng Shortness of breath ..-diflicultymeat:hng? No SynD1pe o..-collapse? No 
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	Sudden onset lanereiS? No Exercise into lerau:e? No 
	Sudden onset lanereiS? No Exercise into lerau:e? No 
	a.rent Ml!di __ r::t'am _Pa_ liiibil: 1D CV_Systan: -·-·-·-·-·-·
	B6 
	Musc:le mnd"rtion: 
	Nmmal 
	Nmmal 
	MildrnR:leloS!. 
	MDIH"ale radJexia 
	□ Manet cad1exia 

	Canlmra,:ah ~ml Ewn: 
	M..-m..-Grade: 
	Nine 
	Nine 
	I/VI 
	II/VI 
	Ill/VI 
	rv/VI 
	V/VI 
	VI/VI 

	M..-m..-location/description: left .;p ical systolic 
	Jugular-...ein: 
	Boton 1/3 mthend: 
	Boton 1/3 mthend: 
	Miltile 1/3 mtherwrlc:
	1/J. v.,ay 1411herwrlc: 
	Top 1/3 mtherwrlc: 

	Arter-'ial pulses: 
	01MB: 
	01MB: 
	□Fa..
	.Go:xt 
	~ 
	□Homdng 
	~d:!ficits 
	□~paatnus 
	CJt:te-: 

	~
	~ 
	~ 
	 Sn.fiilffl¥ffl)ia 
	ltanatuebeal5 
	□~
	Q Tatr;.:arda 
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	Sect
	P
	Yes 
	Yes 
	No 
	nlamittHrt: 
	J\uiullHt 
	ot:he--: 

	Pumonary ~ents:
	~~
	~~
	~ Milddy!iprlea with ernRTHII: 
	0.Malkedd,-;plsi 
	NmmalBV!iD..t. 
	□~mddes 
	□ 1AhlHE5 
	[;I l..lJIH" a~ !ilridlr 

	Abdominal eJCal'TI: 
	Nmmal 
	Nmmal 
	□~1y 
	□ Ahbnilal mbn.im 
	IJMilda!il:ites 
	0Maneta!il:ill5 

	ftaHena~ 
	DCM-CHF 
	DilL:n::ntial ---""a: 
	Diet-induced DCM vs. pr-imay DCM 
	Di die: .... : 
	fJEdua....,an 
	fJEdua....,an 
	Oemtrypolie 
	E<li 
	lmalpmlile 
	Delood~ 
	[:;I Dialysis pmlile 
	lluacicr.dofRh. 
	NT-pdlNJI 
	Tmp:Ilril 
	□ot:he--te§ts: 

	Emfincinp: 
	Heat rae: 128bpm P wave: CJ..06s-suggestive of LA enla-gement PR ..-tenal: 0.13s QRi: O.OSS-:511fmP'51:ive of ventricular-enla-gement R WiM:!: 4.5mV -suggestive of LV enlar-gement R-R intenal: O.ABs QT interval: D..2.0s car: D.24s ST segment: depres!im --0.2mV T wawe: negative (---0.AmV} MEA: +90 degrees Interpretation: sa1us rhytt.n with suggestion of LA aid LV enla-gemmt. No ventriw lar-DI'" atrial ~ lBlt:sobserved. 
	AsseslilDBII: ... reaJllllllt!!llmlians: 
	Patient impr-oved sin:::e discharge.. nDl'"fflal ..f)p!lite,. good energy level ..-ad re!f).-at:ory rate is '1.8--2.0brpn. ACE inhbitor" was started today (lClmg SID for-3--4 days) and then increase to lClmg in the morning and 5mg in the evening. unless patient does not tolerate this dose or-bloodwc.-k. ~ today reveals ar-ay kidney char-age that may need dose adjustments. Patient will IN:! on hym-olyzed d"l:!t (HA) until !h!"s through with wrrent bag ..-ad then will try the PmPlan SBJsit:ive Skin ..-ad Stom
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	case patient develops chni::al silJIS ronsistent with Mlrsening of~ disease.. 
	case patient develops chni::al silJIS ronsistent with Mlrsening of~ disease.. 
	Final Diacnmis: 
	DCM -rlo primay vs. d"l'!t--indm:ei. 
	Heat Faa.m! dassiliadian Scan!: 
	ISA.0-IC Classification: 
	□1a 
	□1a 
	id.lb 
	II 
	[;i 111a 
	[;;I 111b 

	ACVIM Classification: 
	A 
	A 
	□01 
	□112. 
	C 
	Do 
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	Cumm·ngs Veterinary Medical Center AT TUFTS UNIVIERSITV 
	Cumm·ngs Veterinary Medical Center AT TUFTS UNIVIERSITV 
	Fosb!r Hospital fur Small 1,nimals: ~ Wili..-d Sheet North Graftcn,. UA 01536 Telepliaiae (S(m) ~ fill (S(m) 839,-7951 hUp:/fvebnedbds.edu/ Rerenni:VetDirect LDe 508-887-49118 
	~-tia! rl Pal:iad.Mnit: 
	Da1E:L_ _____ ~!5 _____ _j 8:iJ5.;09._l\M _______________ ; Rael■" Dml:Dr.: ! 86 ag -----~-·----------·-·-·-·-·-·-·-' ! ~■.-e: ! B6 i rilfi:at:■.-e: l __ 86 __ i ' 
	ICase■D~ B6 ! '·-·-·-·-·-·-·-·-·i 
	P
	Yoor-pill:Ent preello:I to ou-Emeryeiq 5el'lice. Please IDill:e nom of too fulowmg DlllllliDIII to fudLlle OOIIIIDlrimtion wilh our-tmm. 
	~ dodDr is:[ _____________ 86 -·-·-·-·-·-·-: -..e reasaafaraillllmsii::a ID Ille FHSAis: DOI.-RIT~ OIF 
	ff you hiNe aiy qlleSliollS reganmg tis pilll:imil'" case, please cal 508-887-4988 to rnilm too ECC Ser'lil:e. Irlurndion isupdilled dillr'~ by noon. 
	Thin;: you fur-you.-refenilll to OU" Emeryeiq Sera:e. 
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	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Fosb!!r lb;pitill fur SmillllAnmals;~ Willilnl SIRd NorthGlalcn,.MA01S36 Te lepluiae (SCB) 839-5395 F..i: (SCB) 839-7951 Wp:/fvelmed.tufts.edu/ 
	I s6 I L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
	! ______ ~~----·J MT-·1 Female (Spayed) Pl: eu II BmwnJWhk 
	~ i B6 i ·-·-·-·-·-·-·-·-·-·-·-·-· 
	Dea'L_ ____________ 86 ·-·-·-·-·-·-· l 
	P
	ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 
	lh..-.t you.. 
	j _______________ B6 ____________ j>VM (Reooent -a.diology) 
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	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Fosb!!r lb;pitill fur SmillllAnmals; ~ Willilnl SIRd NorthGlalcn,.MA01S36 Te lepluiae (SCB) 839-5395 F..i: (SCB) 839-7951 Wp:/fvelmed.tufts.edu/ 
	.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. ' ' ; 86 ; i i i i i i i i i i i i i i i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
	!-·---~-~----] Female (Spayed) ~-~-,Pl: Bu II BmwnjWhk: L ___ B6 __ ._i 
	[_ _____ B6 ____ ___! 
	Deai B6 i ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
	lhiDk }UI f..-rdarng~~~~~~~jff ~~~JMII ti.-pet1_ B6_ i 
	i-·86--i~to1he Tuft5 m m[~---~!3-i(J signilirant r!M)l"alury dstre&. ~wa. ~-~i,IQhmd-______ , '-~ibe_!iH:OMhy 1D _dlalm ~(IXM).L!3~~~]Nas slah1i!ied withDtffl811mapf, L.-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-·-l (_ _______________ ~~----·-·-·-·-·-·-·-·}iws mmlled no a re5Hlldl pojed: with otS" caniology 5B'vice iwe.tffiti"ig ..-. a550ciation l__belwen_lXM and dogs.~rn_~ liet5.. She ms-~ v.ell end wa. lhtaeaJ ot·-·-·-·-·-·-·-·-·-·-~-~---·-·-·-·-·-·-·-·-_] 
	rnI]msa nmed: .....-mnmtsdeUed wilh[~~~~~~~~~~~~i3-~~~~~~~~~~~~~] Re!iilhlt .. Clldologf, m1/n/J!J. 
	ff)UI hiwe iDY ipetilms_. ..-mmnns.-plea!E mnlid us at S08-BH7-4981L 
	lhiDkyou.. 
	L_ __________ ~~---·-·-·-·j BVSc (Reidmt -Emergmcy & Oiiml Cise) 
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	FDA CVM FOIA 2019-1704-002996-002997
	FDA CVM FOIA 2019-1704-003081-003082
	FDA CVM FOIA 2019-1704-003085-003108
	Structure Bookmarks
	Cummings Veterinary Medic~I Center AT TUFTS UNll/lrnSITY 
	Cummings Veterinary Medic~I Center AT TUFTS UNll/lrnSITY 
	Foster Hospital for Small Animals 55 Willard Street North Grafton, MA 01536 (508) 839-5395 
	All Medical Records 
	Client: Address
	.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ! i ! ! i ! i ! i ! i ! i 
	Patient: [ ____ 86 ___ : Breed: Poodle DOB: :.__ ____ 86 ___ ___: 
	Species: Canine Sex: Male (Neutered) 
	Home Phonei B 6 ! Work Phone: i '-•,-•-·-·-,-·-·-·-·-·-·-·-·-·-·· i Cell Phone: ( _) _-__ 
	Referring Information 
	86 
	Client: Patient:
	:__ _________ 86 ·-·-·-·-·-j 
	l_ __ 86 _ ___: 
	Initial Complaint: 
	Scanned Record 
	Initial Complaint: 
	Cardiology New -per Dr. Freeman 
	SOAP Text i B6 ! 9:52AM -Rush, John L---·-·-·-·-·-·-·-·-•-•-" 
	Initial Complaint: 
	:__ ____________ 86 _____________ ~ Blood draw and ECG for DCM study 
	Page 1/24 
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	Client: Patient:
	Client: Patient:
	r•-•-•-•-•-•-•-•-•-•-•-•-•-•,. i i ; 86 ; i i i i j_·-·-·-·-·-·-·-·-·-·-·-·-·-j 
	Disposition/Recommendations 
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	Client: Patient: 
	Client: Patient: 
	: B 6 j l_ ________________________ j 
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	FDA-CVM-FOIA-2019-1704-003087 

	Client: Patient:. 
	Client: Patient:. 
	i ! ! i ! i :._ _________________________ ! 
	Cummings Veterinary M1e~ica I Center AT TUFTS UNIVERSITY 
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	L DillE:i_ ___ B6 __ __: left De1ii1!Je m1 wicelmiil ill: 5:15pm ~:JomRam . ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· Si .... -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· .... -·-·-·--""·-·-·-·-·-·-·-·-·-·-·-·-·-·-n.----·-·-·-·-·--·-·-·-·-n.----·-·-·-! 86 .... ·-·-·-"""·-·-·-·-·-·-n..----·-·· ! ;i ! ;  ! i C £1:~J.:r~:-:~~::::::::::~~::::~:~::::1------------J • 
	Z. Dille: [ B6 mesmge ill: 8:56ilm ~ .-~-i.6iii·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· B6 . i I : ; Philnnilcy sart ~: ___ __l _________ , Bli ________ J nooe l_ _________________________________ !3-~---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-_] ; Con1)leled by: :_ ______ B6 ______ j Orign of request: 0MB" price ...... g 
	3. Dille: ~= Pleiuiplioo: Philnnilcy sent 1D: a.q.lelalby: Origm of rapiest: 
	4. Dille: ~= Pleiuiplioo: Phannilc:y sent 1D: a.q.lelalby: Origm of rapiest: 
	5. Dille: ~= Pleiuiplioo: Philnnilcy sent 1D: a.q.lelalby: Origm of rapiest: 
	6. Dille: ~= Pleiuiplioo: Philnnilcy sent1o: a.q.lelalby: 
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	Origm of r&fleil:: 
	Origm of r&fleil:: 
	7. Dale: ~= Pleiuiplioo: Plwnw:y sent 1o: a.q.leledhy: Origm of r&fleil:: 
	7. Dale: ~= Pleiuiplioo: Plwnw:y sent 1o: a.q.leledhy: Origm of r&fleil:: 
	8. Dale: ~= Pleiuiplioo: Phannacy sent 1o: a.q.leledhy: Origm of r&fleil:: 
	9. Dale: ~= Pleiuiplioo: Phannacy sent 1o: a.q.leledhy: Origm of r&fleil:: 
	lO. Dale: ~= ~= Phannacy sent1o: a.q.leledhy: Origm of r&fleil:: 
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	Cummings Vetierinarv Medical Center AT TUFTS UNIIVERSITV c..-diok,r;y l.iaf>CII: 508-887--,4696 
	Cummings Vetierinarv Medical Center AT TUFTS UNIIVERSITV c..-diok,r;y l.iaf>CII: 508-887--,4696 
	! ' ! i ! 86; ! i ! i ! i ! i ! i ! i l·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ! 
	(-::n=: nlc.!:.e--i l_ __ B6 _jre.115 Old Male (Neulered) Poodle Be~ 
	c.anf"mlag Appamment Rl!part Enrolled in DCM Sludy 
	Dab!{__ ____ B6 _____ J 
	Mtadnc:OlnWacist: .---·--J~_IJ_~.R~~--OY..M ... M_S .... __ QACY.JM __ {~~l~--oo,cyECC (PRNARI) 
	1 ~ ! I ! i ! i ! i ! i L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 
	~ll!sicmlt:;.:::::::-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
	! B6 !
	~ Tshni __ -___ □-·
	! i! ! i! i! i! i! i! i! iL--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.
	Pi'ballilc Contd -IL i ~--·-·-·-·-·-, ---DCM di¥I9~ 1/2!1/19 by B6 t, ___ B6 ___ !but asymptUT1at1c:). Eatng BEG diet x 3 years 
	·-·-·-·-·-·-·-·-·-·-·-· I 86 I i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
	Canaamnt DisBlll!S:
	 Artt.-itis 
	Genenl Mr½ I lmtmy
	Uver-enzyme elewation 
	Diet ..I~
	Fromm Large &-eed Adult my 
	Olnimra,:a ... ~-= 
	Pri..-CHF diagrusis? ni Praheart m..m..-? ¥5 PraATE?no Prio..-arrhythmia? yes MIIlib.-ng re;pr.it:ory rate and effort at hDTie? ni Cough?~ Shortness of breath o..-diff a1lty breathing? ni Synmpe o..-coll4')se? no Sudden IIlsel: laneness? chrnn i:: lamerESSand VlleakrESSback legs Exercise into leralce? tim ited by .j,ove 
	c..rent Melli st'rm Pu lilw..111: 1D CV Sysmn; 
	1 86 'i i i i i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 
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	.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 i ! ; 86 ! i ! i ! i ! i ! i ! i ! i ! i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
	.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 i ! ; 86 ! i ! i ! i ! i ! i ! i ! i ! i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
	o.diai:: Physical Cwninmala:
	Genr-11 PE: Thin, WM,. pisterio..-wealcness MM Col..-and CRT: OK BCS {1-9}: 4 RW(kg}: 24..0 
	Heat rate: 150 lespiratory rate: e141neic vsm ildly ~neic -28 Temp (if possible}: 
	MU5Cle cond"rtic..-a: 
	Nmmal 
	Nmmal 
	□MildrnR:lem 
	MDH-ale radJexia 
	OManetmEXia 

	a.nlawa'CI-Phpiml Exmn: 
	M1.-m..-Grade: 
	Nl:ne 
	Nl:ne 
	I/VI 
	l!/VI 
	□ Ill/VI 
	rv/VI 
	V/VI 
	□ VI/VI 

	M..-m..-locatic..-a/desaiptic..-a: left ~ i::al 
	Jugular-'111:!in: 
	Botton ci"thenedc 
	Botton ci"thenedc 
	Miltile 1/3 ci"therwrlc: 
	1/.l. way 1411herwrlc: 
	Top 1/3 ci"therwrlc: 

	Arte..-ial pulses: 
	1Mm 
	1Mm 
	Fa..-to 
	6o:It 
	SmqJ 
	□Domdng 
	Jul!.e~ 
	~p.r.D)IJ§ 
	CJt:te-: 

	~
	~ 
	~ 
	Q Sn.fiilffl¥ffl)ia 
	~ Franatuebeat5 
	□~ 
	Q Tatr;.:ania 

	GallOJ1: 
	Yes 
	Yes 
	No 
	nl8mittffrt: 
	J\-uu.nm 
	CJt:te-: 

	Pumo~ ~ents: 
	~
	~
	Milddf-iplea 
	Malkeddf-iplea 
	NmmalBV!iD..t. 
	DJ\Jmmlill'ymddes 
	□~ 
	lJne"anla( !ilrilb-

	Abdominal exam: minimal exan 
	Nmmal 
	Nmmal 
	Q~ly 
	Q Mild ascites 
	[;I Marlleta!il:ib5 

	FDA-CVM-FOIA-2019-1704-003099 

	::.i llhbnilal d5tmsim 
	::.i llhbnilal d5tmsim 
	::.i llhbnilal d5tmsim 

	PmHems: 
	Pri..-OCM,. anhytmiia, +/-coul#i/gag from la.-yngeal disease vsoth::!r-
	Ci dic:pla: 
	'fiEdrn.tflvan 
	'fiEdrn.tflvan 
	lil:ChlmstrypoHe 
	l:JE<Xi 
	Imai profile 
	!:!.Blood~ 
	Q Dialysi§ pmlile 
	Cllluacicr.dofRh. 
	NT-pdlNP 
	Tmp:Il.-il 
	~115ts: IXM stud/test~ 
	86 
	AsseslilDBII: ... reaJllllllt!!llmtians: 

	DCM with VPCs and APCs and SOTie runs of SVT and ventriru lar-tach\1(3'"dia. S~ed: ~ coul#i/gag is related to more chronic laryngeal disea5e., but the! dog is breathing with slightly more effort th..-. n:umal at rest. DCM may be related to d"~ ..-ma, be unrelated. Re::on~~-~inuing: B6 !{but maybe at 6.25 since maybe anhythmias more frequent now th~--~ B6 ~ vs day-trHlay-uiaiiiin ?}, give uosemide if dr-flrEa develops,. ideally start low do51J 86 !if to~-{p::rta2iium is a bit high on recent bloodwo.-k so wi 
	Final Diacnmis: 
	DCM cardiac anhythm ias 
	Heat Falm! dassifimtian Smn!: 
	ISAQ-IC Classification: 
	Dia 
	Iii lb close to II 
	II 
	□ Illa 
	lllb 
	ACVIM Classification: 
	A 
	□01 
	~ 82. close to C 
	□c 
	□o 
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	M-Mooe IVSd LVIDd LVPWd IVSs LVIDs LVPWs EDV{feim} ESV{feim} EF{Teim} %FS SV(reich} hJ D"iarn lA D"iarn IA/hJ MaxlA TAPSEl 
	M-Mooe IVSd LVIDd LVPWd IVSs LVIDs LVPWs EDV{feim} ESV{feim} EF{Teim} %FS SV(reich} hJ D"iarn lA D"iarn IA/hJ MaxlA TAPSEl 
	an an an an an an ml ml " " ml an an an an 
	·-·-·-·-·-·-·-·-B6 L--·-·-·-·-·-·-·-· 
	M-Mlme NormalizedIVSdN LVIDdN LVPWdN IVSsN LVIDsN LVPWsN hJ D"iarn N lA D"iarn N 
	(D..290 -CJ.520} (L350 -L730} ! (0330 -CJ.530} (D..430 -0.710} (0.790 -Ll40} ! (CJ.530 -0.780} ! (D.680 -CJ..890} (D.640 -D..900} ! 
	86 ·-·-·-·-·-·-·-· 
	20 SAlA hJ D"iarn SA lA/ hJ Diam IVSd LVIDd LVPWd EDV{feim} IVSs LVIDs LVPWs ESV{feim} EF{Teim} %FS SV(reich} LVMajo" LVMn..-S~icity Index LVLd LAX 
	an an an an an ml an an an ml " " ml an an an 
	-·-·-·-·-·-·-·-86 ·-·-·-·-·-·-·-· 
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	LVAd LAX LVEDV A-L LAX LVEDV MOD LAX LVl.s lAX LVAs LAX LVESV A-L lAX LVESV MOO LAX HR EFA-L lAX LVEF MOOIAX SVA-L LAX SVMODLAX COA-LLAX COMOOIAX R-R HR COA-LLAX COMOOIAX 
	LVAd LAX LVEDV A-L LAX LVEDV MOD LAX LVl.s lAX LVAs LAX LVESV A-L lAX LVESV MOO LAX HR EFA-L lAX LVEF MOOIAX SVA-L LAX SVMODLAX COA-LLAX COMOOIAX R-R HR COA-LLAX COMOOIAX 
	an ml ml an an ml ml 8PM " " ml ml I/min I/min ms 8PM I/min I/min 
	·-·-·-·-·-·-·-·-, 86 L---·-·-·-·-·-·-·-
	Doppler-MRVmax MRmaxPG MV EVel MV DecT MVDecSI~ MVAVel MV f/ARatio F f/F A' s· AVVmax AVmaxPG PVVmax PVmaxPG TRVmax TRmaxPG 
	m/s mmHg m/s ms m/s m/s m/s m/s m/s m/s mmHg m/s mmHg m/s mmHg 
	-·-·-·-·-·-·1 ; ; ; ; ; ; ; ; ; ~ 86 
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	Cummings Vet1erinary Medical Center AT TUFTS UNIVERSITY 
	Cummings Vet1erinary Medical Center AT TUFTS UNIVERSITY 
	fosb>,.-Hospital fu.-Small .ftnmals ~ Wili..-d street Ncl1h G@flnn,. MA OlS'.16 Telephone (S(lt) ~ F.-(S(lt) 839-7951 hUp:/fvetmed..bfu.edu/ 
	Disct.rge lnslruclians Cardiology Technician 
	PalHtl --.d ______ !3_6 ___ ___j Species: anne ~Male(NmBed} Foode lliddalE::: ~---·-·-86 ______ i 
	CJliwlB"" Name:) B6 i L--·-·-·-·-·-·-·-·-·-·-·-·-' ~ i B6 i ! i ! L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-• 
	r·-·-·-·-·-·-·-·1 Palad:mj _____ ~~---·i 
	A11Hme calLl.j;WI:: JomE._Ruih rnM, Mt, DM:VIM Janiologyt ~
	I B6 I
	ca~ L---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·lresik!nl: _____
	!·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-B6 ______________________________________________________________________ !
	~-T~·-
	i i i i i i i i i i i i i i 
	~--·-·-·-· 86 ·-·-·-·-j 
	We!iaW, _____ 86 __ )tolb/ b-anECli and a denislry panel Weaemnr,to hmr"hei!.doqi; w.ell at~ allh::Uftlhems tm'la bitrnoredngyat night l"I 1he la!.t~ D'"Rtm !iaWa bit nne anl1ll1T1ii11Dd3/ OI hi!.Hli1han he'Mlld llceto !iilE.. l-l!i: ~kdredfi..~hr;; liue'"valu:5 aestill rro:ha:lyeevale:i ~'Mlld lille1oadd l"la lorid:isecl"a beta blod(e--cal~----·-·-·-·B 6 ·-·-·-·-· i 
	llefri:w.s:: 
	B6 
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	86 
	86 
	lle:le::t. Wiiis: A redJedc: vl§it Is !dwdued Jo-
	May 30th at 10:00am 
	Thiri:yo.ab-~~---·-B6 ____ jn1o !i1EU.1DB/, he ls!itrlla ~ tqi! 
	. _Kint~~ ·-·. i B6 i 
	~uswitt\ .--·-·-·-·-·-·-·-·-. Thiri:yo.ab-_____ 86 _____ ir:are. Jllealeoriact: ID"Cniology liariorlat (508}-387-4696 ..-om~ u.at ~ b-!DIEU.II~ indn::n-oregmt: qu31;:ims..-IDllHlfi. 
	Pleirievi!.itUU--~WH:fi~ ..-~ l"hn11liu"1 ttp://W!t:..Ml:s.~ 
	iPidll,i:,liiu ... ~r. Farthe ~ly and -'I-being f# Dllfl"" palients,. 'JlfJIHpet mmt ~ had an enm;iilmian l,y mJr al--~ wilhin the p,st )HJl""inDlfierlDoolDinpre!iaiplian mf!dialliom. 
	~,mrgF-1: Pleme medr•ilh JDU'"l'fflfHYmelimrlicn ID pwrlmr the rer;'Clfflmem/ed aetpJ_ 1/,uuwish ID ,-,r;llme JDU""Jmdfrom 115,. please a,ll 7-10du,i5 in adwJnt:e f;OB--BB7-4629} ID emuf'E' the food ii; in .md. ~we,k. ~dim ccm be Dffiered /mm anlinr~ wilha~lmnaiy~ 
	~Tri,6;: Cliniml tna15 Df1c" .mides in •'-:hDUI""~~ -t-wilh ,uuand JDU'"pef ID if.I~ a~~ ~.Dara promising new-~.5t arlreatment Pleme .set" DW wmsill'~ m.bdb.~ 
	P
	.-•-·-·-·-·-·-·-·-·-·-·-· .. o.nm-:L_ ________ 86 ·-·-·-·-.! 
	DisdugenBlnimls 
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	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Fosb!!r lb;pitill fur SmillllAnmals; ~ Willilnl SIRd NorthGlalcn,.MA01S36 Te lepluiae (SCB) 839-5395 F..i: (SCB) 839-7951 Wp:/fvelmed.tufts.edu/ 
	1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ i i i i i i i i i i i i i i i i i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
	l·----~~----·j Mille (Neub!red) Cinne Poodle oe· L. -·-·-·-·-·-·-·· __ ~ 86 ____ j 
	i B6 i ·-·-·-·-·-·-·-·-·-·-·-·· 
	Oeill"! B6 ! ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·. 
	P
	ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 
	lh..-.t you.. 
	John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 
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	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Fosb!!r lb;pitill fur SmillllAnmals; ~ Willilnl SIRd NorthGlalcn,.MA01S36 Te lepluiae (SCB) 839-5395 F..i: (SCB) 839-7951 Wp:/fvelmed.tufts.edu/ 
	I BG I L--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
	~_§ ______ ! Mille (Neub!red) Cinne Poodle oe· c·-·-s·s-·-"J ~ 
	·-·-·-! L--·-·-·-·-·-·-·-·-· . 
	Dear-:._ ___________ B6 ·-·-·-·-·___: 
	P
	ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 
	lh..-.t you.. 
	John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 
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	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Cummings Vieterinarv Medical Center AT TUFTS UNIVERSITY 
	Fosb!!r lb;pitill fur SmillllAnmals; ~ Willilnl SIRd NorthGlalcn,.MA01S36 Te lepluiae (SCB) 839-5395 F..i: (SCB) 839-7951 Wp:/fvelmed.tufts.edu/ 
	i ! ! i ! i ! i ! i ! i ! i ! !-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· i 
	i 86 ! Mille t~r-toodle (Neub!red) Be~ 
	r-·-·-·-· ss ·-·-·-·-! '-·-·-·-·-·-·-·-·-·-·-·-·. 
	oea--L_ ____________ B6 ·-·-·-·-·-·-· j
	lh ... t..-,daring 111..-L--·-·-·-·-·-·-·-·-·-·-·-·-· L--·-·-·-·-·-·-·-· 
	ff}UI have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 
	lhia1k you.. 
	John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 
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	Cummings Vieterinarv Medical CenterAT TUFTS UNIVERSITY 
	Cummings Vieterinarv Medical CenterAT TUFTS UNIVERSITY 
	Fosb!!r lb;pitill fur SmillllAnmals; ~ Willilnl SIRd NorthGlalcn,.MA01S36 Te lepluiae (SCB) 839-5395 F..i: (SCB) 839-7951 Wp:/fvelmed.tufts.edu/ 
	Figure
	i---·-·s i '"·--·-·--·-·-·-·-·J Mille (Neub!red) Cinne Poodle oe· :·-·-·-s·s-·-·1 ~ 
	l_ ______ B6 _______ 1 
	DeaL_ ___________ B6 ·-·-·-·-·___] 
	P
	ff you have illY ~ ..-m~ plea!E contad: us ill: 508--881-4988. 
	lh..-.t you.. 
	John Rim DVM,. DACVIM (Glnidogy).. DAC\ECC 
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	FDA CVM FOIA 2019-1704-003109-003111
	FDA CVM FOIA 2019-1704-003120-003122
	FDA CVM FOIA 2019-1704-003123-003124
	FDA CVM FOIA 2019-1704-003125-003126
	FDA CVM FOIA 2019-1704-003128-003130
	FDA CVM FOIA 2019-1704-003131-003132
	FDA CVM FOIA 2019-1704-003133-003135
	FDA CVM FOIA 2019-1704-003136-003137
	FDA CVM FOIA 2019-1704-003138-003138
	FDA CVM FOIA 2019-1704-003144-003146
	FDA CVM FOIA 2019-1704-003147-003148
	FDA CVM FOIA 2019-1704-003149-003155
	FDA CVM FOIA 2019-1704-003156-003157
	FDA CVM FOIA 2019-1704-003158-003158
	FDA CVM FOIA 2019-1704-003159-003161
	FDA CVM FOIA 2019-1704-003162-003163
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