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Patient History Report

Client: Patient:i | B6 |
Phone: BG Species: Canine Breed: Retriever, Golden
Address: Age:i  B6 | Sex: Neutered Male
Color: Blonde

Date Type Staff History

4/12/2018 C B6 MEDICAL COMMENTS ***ADDENDUM 4/20/2018
b 4/12/2018 13:26
FDA Safety Reporting Portal - Individual Case Safety Report Number (ICSR)
2045676
ADDENDLIM.on 4/20/2018 at 08:34:23 from B6

3/24/2018 P . B6 | B 6

3/24/2018 C ' B6 | PHARMACY NOTE
"""""" TTO. Meds have been refilled

3/24/2018 P BG B 6

3/22/2018 C i B6 COMMUNICATIONS WITH CLIENT
3/22/2018  13:03
dog is restless at night, making breathing sound, but sRR is consistently at 22

brpm, so i do not think do has pulmonary edema, will try§ B6 recheckin

end of april

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 1 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009523



Patient History Report

Client:
Phone:
Address:

Patient: | = B6 |
Species: Canine Breed: Retriever, Golden
i B i Sex: Neutered Male

Color: Blonde

Date Type

Staff

History

3/13/2018 C

COMMUNICATIONS WITH CLIENT

3/13/2018 10:36 — .

SWO - Owner consented to reporting. B8 icase to the FDA. He has been on the
Zignature Kangaroo for the past 2-3 years. Treats include Milkbones and baked
dog treats from pet bakery. Prior to the Zignature Kangaroo, he consumed the
Acana Ranch Lamb, Natural Balance Sweet Potato and Bison, Natural Balance
Sweet Potato and Fish, Zignature Trout & Salmon. He was receiving no
supplements prior to his DCM diagnosis. Owner will forward me a copy of her most
recent Chewy.com receipt for the Zignature. She does not have the bag anymore. |
will email her for additional information. She is now feeding the Royal Canin
Kangaroo and Oats.

3/1/2018 D

Taurine Deficiency Final

3/1/2018 C

COMMUNICATIONS WITH DOCTOR

3/1/2018 13:22

i called vet, to let them know taurine is low, she is still on kangaroo diet from
Zignature, rec to change diet. The legumes in diet are most likely preventing
methionine and cystine absorption, should switch to Royal Canin kangaroo and
oats, ioriginally Im and he called back. he said he would call owner

3/1/2018 C

COMMUNICATIONS WITH CLIENT

3/1/2018  13:20

i called client to let her know taurine is low, she is still on kangaroo diet from
Zignature, rec she talk to her vet at last appt, and she did to day at a recheck, and
told her to wait. The legumes in diet are most likely preventing methionine and
cystine absorption, should switch to Royal Canin kangarco and oats, | will call her
vet.

2/27/2018 C

COMMUNICATIONS WITH CLIENT
2/27/2018  11:03
i called owner, dog is breathing better, eating fine, getting SRR 18-26, did have

2/24/2018 L

Miscellaneous results from! B4, B6 i

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 2 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009524



Patient History Report

Client: Patient:| B6 -
Phone: Species: Canine Breed: Retriever, Golden
Address: Age:: B6 : Sex: Neutered Male
Color: Blonde
Date Type Staff History
(BEast) _Requisition ID: lB4,BG Posted Final ... ..
Ascn: | B6 iProfile: Taurine RE: 16759 Taurine | B6 |
Normal Values (nmols/ml)
Normal Range Critical
Level
Lat, Plasma 60-120 Less than
:B6!
III7. Whole Blood 300-600 Less than
1 B6 |
Dog Plasma 60-120 Less than
iB6:
7. Whole Blood 200-350 Less than
i B6 !
TEST PERFORMED AT | B4, B6 | LABORATORY
2/23/2018 C B6§ PHARMACY. NOTE
2/23/2018 D Pulmonary Edema Tentative
2/23/2018 D B6 Taurine Deficiency Tentative Date Diagnosis made final: 03/01/18
2/23/2018 D Dilated Cardiomyopathy Tentative
2/23/2018 | _Cardiology Discharge Instructions

B6
DITEI018

Cardiomyopathy (DCM). DCM means your pet has poor muscle contraction of the
heart. This means the heart muscle does not pump as well as a normal dog. The
heart has enlarged due to the poor muscle contraction. The change in the heart
has caused fluid to form in the lungs, causing increased respiratory rate.

Please take a sleeping respiratory rate rate (sRR) at home. WHILE YOUR PET IS
SLEEPING, count the number of times they breathe in over 15 seconds. Your pet
should have 8 breathes or less over 15 seconds while sleeping. Do this once a day
over the next 3 days, then 2 times a week thereafter.

The free app software for iPhone and Google Play that can help with this is
Cardalis

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 3 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009525



Breed: Retriever, Golden
Sex: Neutered Male

Client:
Phone:
Address:

Date Type Staff History

Color: Blonde

| have submitted blood for a taurine level. The result may not return for 2 weeks.
In the mean time, please start Taurine at home, 2 gram two times a day with food.
This can be purchased at any health food store. | will call in about 2 weeks with a
taurine level.

MEDRICATIONS:

Watch for the following clinical signs and call a veterinarian if you see any of these:
Excessive panting or wheezing

Restlessness, unable to get comfortable

Decreased appetite

Lethargy/weakness, less interactive or hiding

Collapse or fainting

Sudden rear leg or front leg lameness

Open-mouth breathing

entrusting us with her care. If you have any further questions or problems, don’t
hesitate ta . call

2/23/2018 P | B6 | B 6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 4 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009526



Patient History Report

Client: Patient: | B6
Phone: B 6 Species: Caning Breed: Retriever, Golden
Address: Age! B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

yosoos v [B6] B6

2/23/2018 C B6 ! CARDIAC EVALUTION - CLOSED 02/24/2018 - Cardiac Evaluation

Date of evaluation: Friday, February 23, 2018

CHIEF COMPLAINT: tachypnea

usually ravenous. Energy level seems down. No cardiac medications : B6 for over year,

Tried B6 :medication but stopped it, did not help. Has long history of; B6 isorder.

COMMENTS: dilated LV with poor systolic function. Left atrial enlargement. Large EPSS. Moderate MR and
TR. Reduce aortic and pulmonic flows. no pleural or pericardial effusion

DIAGNOSIS/PROBLEM LIST: dilated cardiomyopathy (DCM}), left side congestive heart failure (LCHF)

SUMMARY: The dilated cardiomyopathy may be related to diet and taurine deficiency. There have been
personal communications amongst cardiologist of a rash of cases of Golden Retrievers on grain free and/or
kangarna diets that have taurine deficiency cardiomyopathy. We pulled a whole blood level taurine today and
starte¢ B6 | | also started | B6 L If taurine deficiency

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 5 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009527



Patient History Report

Client: Patient: | . _B6
Phone: B 6 Species:_Ganine _ Breed: Retriever, Golden
Address: Age: B6 5 Sex: Neutered Male
Color: Blonde

Date Type Staff History

cardiomyopathy, this could be reversible. It could take 2 months to see echo changes, but dog may feel better
within a month. Recheck echocardioaram.in 2 months. We shauld recheck a taurine level in 2 weeks. They
will most likely do that with: B6 i

MEDICATIONS:

2/23/2018 V 'B6 | Feb 23, 2018 01:06 PM Staff:! B6 |
Weight : 40.00 kilograms
room 14
2/23/2018 CK B6 CHF poss, setup by rdvm

Reason for Visit: Consult ..
Date Patient Checked Out: 02/23/18 Practice ! BG

2/23/2018 CB i B6 | Callback - Call Client Back BE ;
T ---- Note from B6 y on 2/23/2018 at 15:51:32 -
Called Wedgewood. Pharmagvd_spoke 10, B6 i
---- Note from i B6 i on 2/23/2018 at 15:06:34
2/22/2018 TC  B6 RECORDS FROML__.._Bé_____isee attachment) - TENTATIVE

o 2/22/2018 14:47 rDVM records attached. - Attachment(s)

3/10/2017 C : B6 ' COMMUNICATIONS WITH CLIENT
3/10/2017  10:26
B6 3

3/8/2017 L Endocrinology results fromi B4, B6 i
(East) Requisition ID: 315958 Posted Final

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 i Page 6 of 30 Date: 4/20/2018 5:17
' ' PM

FDA-CVM-FOIA-2019-1704-009528



Patient History Report

Client: Patient:{ B6
Phone: Species: Canine Breed: Retriever, Golden
Address: Age:  B6 Sex: Neutered Male
Color: Blonde
Date Type Staff History
Test -Resnlt Reference Range
TSH .. j______B._ﬁ.____,i.,ng/mL 0 - 0.60
Ascn: | B6 i Profile: TSH
3/72017_6 i B6... BADRIQLOGY. REVIEW. - CL.OSER.N3/08/2017

B

This review was written by!

B6 iDVM, DACVR, DACVS

3/7/2017 V

3/7/2017 CK

3/7/2017 C

B6

Weight : 41.40 kilograms

recheck for ESO
Reason for Visit: Recheck
Date Patient Checked Out: 03/07/17 Practice TF

IM PHYSICAL EXAM NEW
3/7/2017  10:10

Chief Complaint: reevaluation of hard swallowing; upper airway noise

Hlstory B6 iwas originally evaluated in 2015 fc B6 5 A

granulomatous. He has been on low dose B6 since. Owner still notices

f B6 He also has upper airway noise
WHEN SISEpINg- Dreathes throlgh Nose aranohasal disharge. Occasional hoarse
bark. No diarrhea, no pu/pd. He has gained weight. In2015ai "Be 1
negative. Diet includes zignature kangeroo. unsure of current dose of pred 1tabin
maorning and sometimes 1/2 tab at night unsure what strength

Previous Medical Problems:

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 7 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009529



Client: Patient:: ___B6 E
Phone: Species:_Canine Breed: Retriever, Golden
Address: Age:: B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

Medications/Supplements:

Current Diet:

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 8 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009530



Patient History Report
Client: Patient:: B6 |
Phone: Species: Canine Breed: Retriever, Golden
Address: Agef B6 Sex: Neutered Male
Color: Blonde
Date Type Staff History
Plan/Recommendations:
3/7/2017 L Hematology results fromi B6 ) Requisition
ID: 315958 Posted Final
Test __Result Reference Range
HCT 36 - 60
HGB 12.1 - 20.3
MCHC 30 - 38
WBC 4.0 - 15.5
Bands 0 -3
RBC 4.8 - 9.3
MCV 58 - 79
MCH 19 - 28
ABS BASO 0 - 150
Platelet C 170 - 400
Platelet E
Neutrophil 60 — 77
Lymphocyte 12 - 30
Monocytes 3 -10
Eosinophil 2 - 10
Basophils 0 -1
Absolute N 2060 - 10600
Absolute L 690 - 4500
Absolute M 0 - 840
Absoly+--™ i 0 - 1200
Ascn B6 i Profile: Complete Blood Count
Platelet count reflects the minimum number due to platelet
clumping.
3/7/2017 L Chemistry results from B6 ) Requisition
ID: 315958 Postew LTI
Test _Result __________ - Reference Range
ALB 2.7 - 4.4
ALKP 5 - 131
ALT 12 - 118
AMYL 290 - 1125
AST 15 - 66
BUN/UREA 6 — 31
Ca 8.9 - 11.4
Chloride 102 - 120
CHOL 92 - 324
CK 59 - 895
CREA 0.5 -1.6
GGT 1 - 12

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 9 of 30

Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009531



Patient History Report

Client: Patient:! B6
Phone: B Species; "Caiiing™ " . Breed: Retriever, Golden
Address: Age| B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

GLU 70 - 138
Mg 1.5 - 2.5
PHOS 2.5 -6.0
Potassium 3.6 - 5.5
Sodium 139 - 154
TBIL 0.1 - 0.3
TP 5.0 - 7.4
TRIG 29 - 291
GLOB 1.6 - 3.6
A/G Ratio 0.8 -2.0
B/C Ratio 4 - 27
Na/K Ratio 27 - 38
3/7/2017 L Endocrinology results froi B6 }
(East) Requisition ID: 315958 Posted Final
Test __Result Reference Range
T4 : B6 i 0.8 - 3.5
Ascn: | B6 i Profile: Total T4

The Total T4 result is less than 1.0 mcg/dl. A Free-T4 by
equilibrium

dialysis may be helpful in supporting the diagnosis of
hypothyroidism

in patients demonstrating clinical signs compatible with
hypothyroidism.Please contact Customer Service for this

additional
testing.
3/7/2017 L Miscellaneous results froi B6 E
(East) Requisition ID: 315958 Posted Final
Ascn: | BS6 i Profile: Superchem
3/6/2017 C BG COMMUNICATIONS WITH CLIENT
3/6/2017 1255 -

sto confirmed appt V\ B6i@ 330 on 3/7

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 10 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009532



Patient History Report

Client:

Patient: ! B6

Phone:é B6 Species: Canine Breed: Retriever, Golden
Address: | Age:{ gL Sex: Neutered Male
E Color: Blonde
Date Type Staff History

2/26/2017 C

2/23/2017 TC

2/23/2017 C

2/20/2016 C

9/28/2015 C

B6

COMMUNICATIONS WITH CLIENT
2/26/2017  10:15
LMOM to confirm 3:30 pm ESO appt tomorrow

RECORDS FROM RDVM/LDVM (see attachment) - TENTATIVE

2/23/2017  20:36 Recordsfrom  Bg  iAttachment(s)

COMMUNICATIONS WITH DOCTOR

2/23/2017 17:18

Bé to request updated records from 5/3/15 forward be
faxed

RECEPTION ACTIONS NOTE

OUTSIDE PHARMACY RX  ***ADDENDUM 10/2/2015 - Closed Sep 30/2015
Rx #: 0172

Is this medication a controlled substance?

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 11 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009533



Patient History Report

Client: Patient:! | B6
Phone: B6 Species: Canine Breed: Retriever, Golden
Address: Age: {TEE ] Sex: Neutered Male
Color: Blonde
Date Type Staff

9/28/2015 C

6/1/2015 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 12 of 30

Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009534



Patient History Report

Client: Patient: ! B6
Phone: Species: Caning ” Breed: Retriever, Golden
Address: Age: 6 Yrs. 2 Mos. Sex: Neutered Male
Color: Blonde

Date Type Staff History

6/1/2015 C COMMUNICATIONS WITH CLIENT

6/1/2015  16:05

within the last 3 days stopped doing the neck movement/episodes that he was
having. still sounds congested. when he barks there sounds like there is something
in there. would continue: B6 iunless we are planning to rescope him.

......................... oo mimemimed

owner needs refill o{L B6 will touch base in 1-2 wks.

5/17/2015 C COMMUNICATIONS WITH CLIENT
5/17/2015 10:26
swo and asked hovi B6 iis doing, owner said she started ab's yesterday and so far
he is doing well, ownér will recheck in one week

5/15/2015 C QUTSIDE PHARMAQGY RX - Closed May 17/2015

B6

5/15/2015 C OUTSIDE PHARMAGY RX

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 13 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009535



Patient History Report
Client: Patient: | B6 |
Phone: Species:__'_Q_'?_'_f_i_'l_'['l_?_'_'_'_'_'_'_'_'_'_'_'_'_'___ Breed: Retriever, Golden
Address: Age: B6 | Sex: Neutered Male

Date Type Staff History

5/15/2015 C

5/12/2015 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 14 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009536



Patient History Report

Client: Patient: B6 |
Phone: Species: Caning™ """ ! Breed: Retriever, Golden
Address: Age: B6 i Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/12/2015 C

5/8/2015 L

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,

|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 15 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009537



Patient History Report

Client: Patient: | B6 |
Phone: Species: Canine ) Breed: Retriever, Golden
Address: Age B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/7/2015 |

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 16 of 30 Date: 4/20/2018 5:17
' ' PM

FDA-CVM-FOIA-2019-1704-009538



Patient History Report
Patient:i B6 |

Client: )  Patient:; B6 |
Phone: B6 Species: Canine Breed: Retriever, Golden
Age B6 Sex: Neutered Male

Address:
Color: Blonde

Date Type Staff History

5/7/2015 |

5/7/2015 |

5/7/2015 C

5/7/2015 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 17 of 30 Date: 4/20/2018 5:17
' ' PM

FDA-CVM-FOIA-2019-1704-009539



Patient History Report

Client: Patient: | B6
Phone: Species:, .Caningé___._....  Breed: Retriever, Golden
Address: Age:: B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/7/2015 C

5/7/2015 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 18 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009540



Patient History Report

Client: Patient:! B6 |
Phone: Species: Cafiing i Breed: Retriever, Golden
Address: Age: i B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 19 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009541



Patient History Report

Client: Patient: | B6
Phone: BG Species: Canine Breed: Retriever, Golden
Address: Age: | B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/7/2015 L

5/7/2015 V

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 20 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-009542



Patient History Report

Client: Patient:| B6
Phone: Species: Ganine Breed: Retriever, Golden
Address: Agei B8 | Sex: Neutered Male

Color:_ Blonde

Date Type Staff History

5/7/2015 L

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates.

|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:lmages, TC:Tentative med| note, V:Vital signs

B6 Page 21 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client: Patient: | B6
Phone: Species: Caning ~ Breed: Retriever, Golden
Address: Age:! B6 Sex: Neutered Male
Color: Blonde
Date Type Staff History

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,

|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:lmages, TC:Tentative med| note, V:Vital signs

B6

Page 22 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client: Patient: | B6
Phone: Species: Canine Breed: Retriever, Golden
Address: Age: B6 E Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/3/2015 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 23 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client: Patient: B6
Phone: B6 Species: "Cafiiig ™ . Breed: Retriever, Golden
Address: Age: B6 i Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/3/2015 CK

11/21/2014 C

11/14/2014 CK

5/31/2014 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 24 of 30 Date: 4/20/2018 5:17
' PM
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Client: Patient: | |
Phone: Species: _Caning . Breed: Retriever, Golden
Address: Age! B6 5 Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/31/2014 C

5/31/2014 L

5/31/2014 L

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,

|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 25 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client: Patient: | B6
Phone: B6 Species: Canine ) Breed: Retriever, Golden
Address: Age: B6 Sex: Neutered Male
Color: "Blgndé '

Date Type Staff History

5/31/2014 L

5/31/2014 L

5/30/2014 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,

|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 26 of 30 Date: 4/20/2018 5:17
PM
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Client: Patient:; B6
Phone: Species: Ganine . Breed: Retriever, Golden
Address: Age:! B6 ; Sex: Neutered Male

Color: Blonde

Date Type Staff History

5/30/2014 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 27 of 30 Date: 4/20/2018 5:17

PM
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Patient History Report
Patient:: _ B6

Client:;  wmy o9 | ~ Patient::  Bo ]
Phone: Species:_Canine _ Breed: Retriever, Golden
Age: B6 ; Sex: Neutered Male

Address:
Color: Blonde

Date Type Staff History

5/30/2014 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

5 B6 Page 28 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client: Patient:! B6 |
Phone: BG Species: Canine ' Breed: Retriever, Golden
Address: Agei B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/30/2014 |

5/30/2014 V

5/30/2014 V

5/30/2014 CK

5/30/2014 L

5/29/2014 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 29 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-009551



Patient History Report

Client: Patient:| B6 |

Phone: Species: Canine - Breed: Retriever, Golden
Age:! B6 : Sex: Neutered Male

Address: S 5
Color: Blonde

Date Type Staff History

5/27/2014 C

5/27/2014 C

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 30 of 30 Date: 4/20/2018 5:17
PM
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Peloquin, Sarah; Rotstein, David; Carey, Lauren; Palmer, Lee Anne; Queen, Jackie L
CcC: Reimschuessel, Renate; Ceric, Olgica

Sent: 10/5/2018 1:11:59 PM

Subject: RE: 800.267 EON- 363773' B6 Zlgnature Kangaroo

This aligns with the trend seen by Darcy Adin and others.

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

U5, FOOD & DRUG

ADMENIETRATICH

From: Peloquin, Sarah

Sent: Friday, October 05, 2018 9:04 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>

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

Subject: 800.267 EON-363773'____§_§_ _____ Zlgnature Kangaroo
Owner interview pending

Limited prior mrx

Great case—at dx, changed diet and started tau supp; no echo improvement after 3 months, so stopped B@
supp. After 6 months, significant echo improvement just with diet!

B6 -5 yr FS American Bulldog

Prlor th food aIIergles s0 on Kangaroo since 1 year old:! B6 chronlc BG
B6 i h/o! B6 ‘and: B6 |nject|ons elevated  B6 13/3/2018, creat/BUN/UA
norm, B6 EE B6UPC

3/14/18: coughing, incr shallow breathing, vomiting food EOD; tachypnea on exam, no murmur; rads a VHS

12.5-13, enlarged cardiac silhouette, pulmonary edema; B6 ' » rec referral for cardio workup
3/15/18: cardio consult; : B6 i rads a globoid cardiomeg, VHS i_B6 | heavy interstitial pattern caudal
lungs; neg tick titers, i B6 i echo a globally thin-walled, dilated
hypocontractlle heart sev generallzed cardiomeg; mod MV |nsuff,;_'_'_'_'_'_'_'_i_§_'é_'_'_'_'_'_'_',"dx DCM with LCHF;_ B8

B6 ichange diet
__§/__1__§5__/__1___E_3_____a_ft__er cardio, rdvm visit for hematuria; rads a no cystoliths; UA TNTC RBCs,[..__Bé____ , COCCI;; B6
i B6

3/20/18: | B6 doing ok, decri. 28 i
3/30/18: recheck BW rdvm, CBC norm, i i, "B6__ | tolerating meds well

4/3/18: found out that tau and L-carn samples taken 3/15 were discarded by lab and never ran at UCD; since
already on tau supp, do not rec re-test

4/24/18 coughlng at home, other dog coughlng and responded to tx; lungs ausc wnl, declined rads. Suspect

6/6/18: cardlo recheck; doing well at home echo a overall stable from last visit, no improvement; rec
discontinuing tau supp since tau deficiency unlikely; cont other meds
9/5/18 cardio recheck doing great at home; echo a sig improvementf residual gIobaI cardiomegaly improved

in January

FDA-CVM-FOIA-2019-1704-009553



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

Sent: Wednesday, August 29, 2018 3:43 PM

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notification
<HQPetFoodReportNotification@fda.hhs.gov>; | B6 i

Subject: Zignature Kangaroo and Lentil:: B6 rON-363773

A PFR Report has been received and PFR Event [EON-363773] has been created in the EON System.
A "PDF" report by name "2054439-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-363773

ICSR #: 2054439
EON Title: PFR Event created for Zignature Kangaroo and Lentil; 2054439

AE Date 03/15/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Bulldog - American

Age BGYears

District Involved | PFRi__B6_ DO

Product information

Individual Case Safety Report Number: 2054439

Product Group: Pet Food

Product Name: Zignature Kangaroo and Lentil

Description: On Zignature Kangaroo/lentil diet x 3.5 years. Developed severe dilated cardiomyopathy with
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: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Zignature Kangaroo and Lentil

_Sender information

B6

“Usa

Owner information

FDA-CVM-FOIA-2019-1704-009554



B6 .

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-383773

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDBetsilsActionlviewReport.jspa?decorator=none&e=0&issueType=12&
issueld=380507

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-2019-1704-009555



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;i

10/8/2018 6:44:41 PM

B6

Rawz meal free dry food limited recipe wild salmon dry: Lisa Freeman -

EON-367845

2055793-report.pdf; 2055793-attachments.zip

A PFR Report has been received and PFR Event [EON-367845] has been created in the EON System.

A "PDF" report by name "2055793-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 "2055793-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-367845

ICSR #: 2055793

EON Title: PFR Event created for Rawz meal free dry food limited recipe wild salmon dry; 2055793

AE Date 10/04/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Mixed (Dog)
Age 10 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055793
Product Group: Pet Food

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

Description: DCM and atrial fibrillation diagnosed 10/5/18
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-2019-1704-009556



Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Rawz meal free dry food limited recipe wild salmon dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-367845

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=384767

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 oftice.

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-2019-1704-009557
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: 12/3/2018 2:49:05 PM
Subject: RE: updates (Nault)

Also; B6

Lyt Sl PR

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Freeman, Lisa

Sent: Sunday, December 02, 2018 8:16 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: updates

Hi Jen
IAttached are follow up echoes on 2 of the cases | reported.

B6

| have a bunch of new ones to report that I'll submit asap
Thanks
lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009562



From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 1/17/2019 4:33:38 PM

Subject: updatei B6 __{previously submitted case)
Attachments: cardio discharge Be __|1-16-19.pdf; cardio report;  B6___ i 1-16-19.pdf

Changed diet so now only feeding Purina Pro Plan Chicken (no longer feeding Pro Plan lamb)
No improvement

FDA-CVM-FOIA-2019-1704-009563






Client:
Patient:

B6
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Client: B 6

Patient:

B6 irecords
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Client:
Patient:i B6

i
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Client:
Patient: B 6
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Client:
Patient: B 6

B6 irecords
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Client: B 6

Patient:
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Client:
Paltei::;t: B 6

B6 records
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Client:
Palt?:nt: B 6

Page 13/36

FDA-CVM-FOIA-2019-1704-009588



Client:
Patient: | B6
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Client:
Patient: | B6

i e

Vitals Results

12/28/2018 2:56:07 PM
12/28/2018 3:56:29 PM

B6

Page 20/36

B6
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Client:
Patient: B 6

Patient History

12/26/2018 05:23 PM

12/27/2018 12:23 PM

12/27/2018 12:24 PM

12/28/2018 02:31 PM
12/28/2018 02:35 PM
12/28/2018 02:56 PM
12/28/2018 03:02 PM
12/28/2018 03:02 PM
12/28/2018 03:39 PM

12/28/2018 03:51 PM
12/28/2018 03:51 PM
12/28/2018 03:56 PM
12/28/2018 04:40 PM
12/28/2018 04:49 PM
12/28/2018 04:49 PM

Appointment

Appointment

Appointment

UserForm
UserForm
Vitals
Treatment
Purchase
UserForm

Purchase
Purchase
Vitals
Prescription
Purchase
Email
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>
To: Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren
CcC: Peloquin, Sarah
Sent: 1/30/2019 1:43:47PM
Subject: Re: Lisa Freeman Case-______| B6 |

I'll take a look!!!

From: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Date: January 30, 2019 at 8:36:10 AM EST

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

Lauren <Lauren.Carey(@fda.hhs.gov>
Cc: Peloquin, Sarah <Sarah Peloanin@fda bhs.gov>
Subject: Lisa Freeman Case- B6

Can you please forward this complaint? The dog died and we’re going to do a necropsy if possible.

| can’'t seem to find it

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenniferjones@fda.hhs.gov

Web: http://'www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334 .htm

i U5, FOOD & DRUG .

TSN TSR AT W
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From:

To:
Sent:
Subject:

Attachments:

Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE
GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS
/CN=0A3B17EBFCF14A6CB8E94F322906BADD-DROTSTEI>

Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren

1/30/2019 1:45:13 PM

Fwd: 4Health grain=free beef and potato: Lisa Freeman - EON-375111

2060740-report.pdf; 2060740-attachments.zip

From: PFR Event <pfreventcreation@fda.hhs.gov>
Date: January 1, 2019 at 4:32:40 PM EST
To: Cleary, Michael * <Michael.Cleary(@ftda.hhs.gov>, HQ Pet Food Report Notification

<HQPetFoodReportNotification@fda.hhs.gov>, i
Subject: 4Health grain=free beef and potato: Lisa Freeman - EON-375111

B6

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 Number Fed/Exposed | 2
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable

Breed Retriever - Golden
Age E_E(;EYears
District Involved | PFR-New England DO

FDA-CVM-FOIA-2019-1704-009613



Product information

Individual Case Safety Report Number: 2060740

Product Group: Pet Food

Product Name: 4Health grain=free beef and potato

Description: Weight loss x 3-4 weeks Coughing and dyspnea developed - too to ER B6 iwhere they

did; __B6__iand suspected DCM. Started on; B6  land B ibefore we saw him Eating BEG diet.

Taurine pending. Switched to new food. Will also try to evaluate other dog 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

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

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browsz/EON-375111

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=392120

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.
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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 1s provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: M7 3/2019 12:11:32 AM
Subject:

Attachments: Laboratory results summary pdf

Unfortunately, they only got plasma although that was fine
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary NutritionistTM
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Tufts Veterinary Cardiology Service

Sent: Saturday, January 12, 2019 12:54 PM

To: Freeman, Lisa <lisa.freeman@tufts.edu>

Subject: FW: Message fromi B6

From: Reception ! B6 5
Sent: Saturday, January 12, 2019 10:56 AM
To: Tufts Veterinary Cardiology Service <cardiovet@tufts.edu>

Subject: Message fromi B6 i

Dear Referring Veterinarian,

Thank you for your referral. Please see the attached record regarding your patient.

Please call us with any questions or concerns.

Sincerely,
B6

B6

FDA-CVM-FOIA-2019-1704-009654



Laboratory Results

SPECIES  (anine AGE 4 years CAANER
BREED Golden Retriever ADDR B 6
MARK
o e TATOO RADIO PHONE  prmrmememems
i..B6__i
RABIES OTHER BG

Entry date: 12/20/2018
Result ID: 669,828.00
Profile: Taurine

Laboratory: }

B6 i

Test

Taurine

Normal Values (nmol/ml)
Normal Range

Cat Plasma 80-120
Whole Blood ~ 300-600

Dog Plasma 60-120
Whole Blood ~ 200-350

Test performed at UC Davis.

Plasma

Critical Level
Less than 40
Less than 200

Less than 40
Less than 150

Completion date: 01/10/2019

Low

| Taurine B |

Normal High

Lab Comments: Requested By:
Requested On: 01/10/20119.01:19_PM._

B6

Accession Result IDj
Accession Status: F_.l_'
Clinic Accession ID
Chart ID: 669828

Pet Age: 4Y

Pet Sex: M

Pet Species: Canine
Pet Breed:

Pet Owner
Pet Doctor;
Comments:

B6

B6

Page 1 of 1
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 1/1/2019 9:33:26 PM
Subject: psoni __ B6
Hiden

Pure Balance Wild & Free Grain Free Formula. We used to get the one with salmon in it.

Best
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009656



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>
To: 'Freeman, Lisa'

CC: _Peloquin, Sarah

Sent: i __B6__112:57:56 PM

Subject: RE: _B6 1

Attachments: 800.267-Vet-LIRN Rapid Necropsy-DCM-v7.pdf
Hi Lisa,

Thank you for the head’s up. If the owner can bring the body to Tufts for the necropsy, we can authorize and pay
for it. | attached the most recent version of the necropsy protocol. Your lab can perform the gross necropsy and
histopathology of the non-heart tissues. We'll need a set of slide recuts sent to us for review. We'll need to
collect the intact formalin-fixed heart, fresh frozen tissues, and slide recuts. When the time comes, | can send
you a box for this with a prepaid shipping label.

If you're willing to do this, please send me an estimate for the necropsy and histopathology with recuts. I'll make
the purchase request today.

Thank you for bringing this to our attention,

Jen

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

wﬂm U.S. FOOD & DRUG

AT MERDSTRATIC R

From: Freeman_l.isa <lisa.Freeman@tufts.edu>

Sent: Tuesday, | B6 14:19 PM
To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>
Subjecti | L —

Importance: High

Hiden -

died this morning. The owner has given permission for a necropsy or getting heart samples so | am hoping to
get in touch with you asap to see if we can work it out (I'm assuming you're back at work since | got this email

from you)

thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L. <Jenpifer. Jones@fda.hhs.gov>
Sent: Monday, B6 i110:02 AM
To: Freeman, Lisa <|isa.Freeman@tufts edu>

FDA-CVM-FOIA-2019-1704-009657



Subject: RE: B6

Thank you for the update, Lisa. I’'m sorry to hear that he passed away. Can you please forward the records for
his case?

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

US. FOOD & DRUG - i

‘ H‘ L AR AN T ST

Sent: Sunday;, B6 13:13 PM

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

Subject:; B6 i

Hi Jen _ :

Wanted to let you know that B6 idied unexpectedly due to choking yesterday while eating. Owner
said he had been doing well and we were going to do a recheck in Feb.

So sad

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009658



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: _Freeman, Lisa'

Sent: i  B6 1:53:00 PM
Subject: RE: | B6_ i

Hi Lisa,

Ok, we can offer a full gross necropsy if the vet will perform that and collect the tissues on the list. Alternatively,
if the vet will only get the heart, they can put the full heart intact into 10% NBF. Either way, we can send a box to
collect.

Will you please confirm that it’s B6 ? I'll need to make a purchase request.
Thank you again,
Jen

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

it L5, FOOD & DRUG

ADMENIETRATICH

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Sent: Wednesday, ; B6 8:02 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: B6 !

Hi Jen

Unfortunately, they can't bring the body to Tufts and the dog is scheduled to be picked up for cremation today.
tissues? The referring vet is willing to help get some samples and | can probably drive tof | BG ____________ onight
to pick up ' '
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L._<.ennifer.Jones@fda. hhs.gov>
Sent: Wednesday; B6 i7:58 AM

To: Freeman, Lisa <l.isa Freeman@iufts. edu>

Cc: Peloquin, Sarah <Sarah.Peloguin@fda.hhs. gov>
Subject: RE:.  B6

Hi Lisa,

Thank you for the head’s up. If the owner can bring the body to Tufts for the necropsy, we can authorize and pay
for it. | attached the most recent version of the necropsy protocol. Your lab can perform the gross necropsy and
histopathology of the non-heart tissues. We'll need a set of slide recuts sent to us for review. We'll need to

FDA-CVM-FOIA-2019-1704-009659



collect the intact formalin-fixed heart, fresh frozen tissues, and slide recuts. When the time comes, | can send
you a box for this with a prepaid shipping label.

If you're willing to do this, please send me an estimate for the necropsy and histopathology with recuts. I'll make
the purchase request today.

Thank you for bringing this to our attention,

Jen

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

| AT A Y ARTAE )

From: Freeman, Lisa <lLisa.Freeman@itufts edu>
Sent: Tuesday, B6 4:19 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hhs, gov>
Subject::  B6 '

Importance: High

Hi Jen

died this morning. The owner has given permission for a necropsy or getting heart samples so | am hoping to
get in touch with you asap to see if we can work it out (I'm assuming you're back at work since | got this email
from you)

thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

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

Sent: Monday, | B6 110:02 AM
To: Freeman, Lisa <l.isa. IF:'r@@mlam@tuﬂs.‘@du>
Subject: RE: B6 :

Thank you for the update, Lisa. I'm sorry to hear that he passed away. Can you please forward the records for
his case?

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

LS. POy & DRUG

o S (o (TN Y 3 ot

From: Freeman, Lisa <lL.isa.Freeman@itufts edu>
Sent: Sunday, | B6 13:13 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

FDA-CVM-FOIA-2019-1704-009660



Subject: | B6

Hi Jen

Wanted to let you know that: B6 i died unexpectedly due to choking yesterday while eating. Owner
said he had been doing well and we were going to do a recheck in Feb.

So sad

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009661



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: _Freeman, Lisa'

Sent: i  B6 1:53:00 PM
Subject: RE: | B6_ i

Hi Lisa,

Ok, we can offer a full gross necropsy if the vet will perform that and collect the tissues on the list. Alternatively,
if the vet will only get the heart, they can put the full heart intact into 10% NBF. Either way, we can send a box to
collect.

Will you please confirm that it’s B6 ? I'll need to make a purchase request.
Thank you again,
Jen

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

it L5, FOOD & DRUG

ADMENIETRATICH

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Sent: Wednesday, ; B6 8:02 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: B6 !

Hi Jen

Unfortunately, they can't bring the body to Tufts and the dog is scheduled to be picked up for cremation today.
tissues? The referring vet is willing to help get some samples and | can probably drive tof | BG ____________ onight
to pick up ' '
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L._<.ennifer.Jones@fda. hhs.gov>
Sent: Wednesday; B6 i7:58 AM

To: Freeman, Lisa <l.isa Freeman@iufts. edu>

Cc: Peloquin, Sarah <Sarah.Peloguin@fda.hhs. gov>
Subject: RE:.  B6

Hi Lisa,

Thank you for the head’s up. If the owner can bring the body to Tufts for the necropsy, we can authorize and pay
for it. | attached the most recent version of the necropsy protocol. Your lab can perform the gross necropsy and
histopathology of the non-heart tissues. We'll need a set of slide recuts sent to us for review. We'll need to

FDA-CVM-FOIA-2019-1704-009659



collect the intact formalin-fixed heart, fresh frozen tissues, and slide recuts. When the time comes, | can send
you a box for this with a prepaid shipping label.

If you're willing to do this, please send me an estimate for the necropsy and histopathology with recuts. I'll make
the purchase request today.

Thank you for bringing this to our attention,

Jen

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

| AT A Y ARTAE )

From: Freeman, Lisa <lLisa.Freeman@itufts edu>
Sent: Tuesday, B6 4:19 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hhs, gov>
Subject::  B6 '

Importance: High

Hi Jen

died this morning. The owner has given permission for a necropsy or getting heart samples so | am hoping to
get in touch with you asap to see if we can work it out (I'm assuming you're back at work since | got this email
from you)

thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

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

Sent: Monday, | B6 110:02 AM
To: Freeman, Lisa <l.isa. IF:'r@@mlam@tuﬂs.‘@du>
Subject: RE: B6 :

Thank you for the update, Lisa. I'm sorry to hear that he passed away. Can you please forward the records for
his case?

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

LS. POy & DRUG

o S (o (TN Y 3 ot

From: Freeman, Lisa <lL.isa.Freeman@itufts edu>
Sent: Sunday, | B6 13:13 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

FDA-CVM-FOIA-2019-1704-009660



Subject: | B6

Hi Jen

Wanted to let you know that: B6 i died unexpectedly due to choking yesterday while eating. Owner
said he had been doing well and we were going to do a recheck in Feb.

So sad

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009661



From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: '_:J_c_)_n_ee___\_!ennlfer L

Sent: E""""'Z: Z:Z:Z:Z_.5_._.0_§._§§ PM

Subject: RE: B8 |

Hi Jen

Itisi B6 ihas been my contact and | let her know you'd be arranging for a box.

She removed the heart last night and put it in formalin so that's ready to ship. We won't be able to get other
tissues but hopefully this will be helpful.

If you need additional info, please let me know. | have a bunch of cases | need to report to you so I'll get those
submitted asap.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

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

Sent:; B6 18:53 AM
To: Freeman Lisa <Lisa. Freeman@tufts edu>
Subject: RE:; B6 -

Hi Lisa,

Ok, we can offer a full gross necropsy if the vet will perform that and collect the tissues on the list. Alternatively,
if the vet will only get the heart, they can put the full heart intact into 10% NBF. Either way, we can send a box to
collect.

Will you please confirm that it's! B6 iI'll need to make a purchase request.
Thank you again,
Jen

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

WL, FCAILN B DRI

| b T | ) T

Sentt B6 B:OZ AM
To: Jones, Jennifer L <Jennnter Jones@fda.hhs.gov>
Subject: RE -------------- BG

Hi Jen

Unfortunately, they can't bring the body to Tufts and the dog is scheduled to be picked up for cremation today.

to pick up

FDA-CVM-FOIA-2019-1704-009662



Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda hhs.gov>
Sent B6 7:58 AM

To: Freeman, O1sa XL Isg. Freamaneutufts. edu>

Cc: Peloquin, Sarah <Sarah Peloguin@fda.hhs.gov>

Subject: RE:! B6

Hi Lisa,

Thank you for the head’s up. If the owner can bring the body to Tufts for the necropsy, we can authorize and pay
for it. | attached the most recent version of the necropsy protocol. Your lab can perform the gross necropsy and
histopathology of the non-heart tissues. We'll need a set of slide recuts sent to us for review. We'll need to
collect the intact formalin-fixed heart, fresh frozen tissues, and slide recuts. When the time comes, | can send
you a box for this with a prepaid shipping label.

If you're willing to do this, please send me an estimate for the necropsy and histopathology with recuts. I'll make
the purchase request today.

Thank you for bringing this to our attention,

Jen

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

U.S. FOOD & DRUG - i .,

A AR AR A RT Y

From: Ereeman._lisa <lisa Ereeman@tufts. edu>

Sent B6 4:19 PM
To: Jones, Jennifer L. <Jennifer.Jones@fda.nhs.gov>
Subjecti ] L —

Importance: High

Hi Jen
I Ieft_g_m_@_s_ggg_e__gn_ your machine but in case you're checking email, one of the cases | submitted:! B6
died: B6 _The owner has given permission for a necropsy or getting heart samples so | am hoping to

get ifi tOUCH With ydu asap to see if we can work it out (I'm assuming you're back at work since | got this email
from you)

thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor
Cummings School of Veterinary Medicine

FDA-CVM-FOIA-2019-1704-009663



Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www petfoodology.org

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

Sent: | B6 10:02 AM
To: Freeman, Lisa <l.isa.Freeman@tufts. edu>
Subject: RE: B6 '

Thank you for the update, Lisa. I’'m sorry to hear that he passed away. Can you please forward the records for
his case?

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

i u.s. FooD & DRUG ;ﬁm

| b T | ) T

From; Freeman, Lisa <Lisa. Freeman@iufts edu>

Sent:; B6 i13:13 PM

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

Subject:i B6

Hi Jen

Wanted to let you know that: B6 idied unexpectedly due to choking yesterday while eating. Owner
said he had been doing well and we were going to do a recheck in Feb.

So sad

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www. petfoodology.org

FDA-CVM-FOIA-2019-1704-009664



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-

JENNIFER.JO>

To: B6 i
CcC: Peloquin, Sarah

Sent: {___B6__5:01:47PM :
Subject: 800.267-cc-210-EON-375111-FDA Case Investigation for.

Good afternoon:

follow-up to our discussion, we’d like to send you a box to collect the fixed formalin heart tissue. To send the
box, | need to know the approximate size and weight of the fixed formalin container. Please send me that

information.

Then, I'll ship you a box with everything needed to package the sample. You'll reuse the box, package the
sample, use the prepaid shipping label we provide, and call UPS for the pick-up. Please return ship the box to

us on a Monday through Wednesday.

***If for some reason we are furloughed again mid-February, please do not ship during the government

shutdown. ***

We will process the tissue for histopathology and send you the results.

Please email or call with any questions.
Thank you,
Dr. Jones

Jennifer L. A. Jones, DVM
Veterinary Medical Officer

U.3. Food & Drug Administration
Center for Veterinary Medicine
Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenniferjones@fda.hhs.gov

Web: http://wvvvv,fda.qov/AnimaIVeterinary/ScienceResearoh/ucm24‘7334.htm

uﬂ W5, FOOD & DRUG .

AU R DE TR ATTCO M
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

Sent: i...B6__i7:54:04 P S )
Subject: RE: 800.267-cc-210-EON-375111-FDA Case Investigation for; | B6

Not a silly question at all. We'll collect the entire container-formalin plus tissue.

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

uﬂ W5 FOOD & DRUG

AU R DE TR ATTCO M

From: ! B6
Sent; B6 2:50 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Hello,

Sorry for the late reply! This might seem like a silly question but you want us to send the tissue once it's fixed in
a jar without formalin, correct? Or would we be sending it in the formalin still? I'm off work for the next couple of
days but can send you all the information on Monday - sorry for the delay!

Thank youl!

B6

Or. B6 at 1:02 PM Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:

Good afternoonEL B6

I'm sorry to hear that! B6 :passed away. We've been following his case since Dr. Freeman reported it. As a
follow-up to our discussion, we’d like to send you a box to collect the fixed formalin heart tissue. To send the
box, | need to know the approximate size and weight of the fixed formalin container. Please send me that

information.

Then, I'll ship you a box with everything needed to package the sample. You'll reuse the box, package the
sample, use the prepaid shipping label we provide, and call UPS for the pick-up. Please return ship the box to
us on a Monday through Wednesday.

***If for some reason we are furloughed again mid-February, please do not ship during the government
shutdown. ***

We will process the tissue for histopathology and send you the results.
Please email or call with any questions.

Thank you,

Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)

FDA-CVM-FOIA-2019-1704-009666



8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

Web: hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.hitm

|r" U.S. FOOD & DRUG

AT MERDSTRATIC R
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

Sent: i...B6__i7:54:04 P S )
Subject: RE: 800.267-cc-210-EON-375111-FDA Case Investigation for; | B6

Not a silly question at all. We'll collect the entire container-formalin plus tissue.

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

uﬂ W5 FOOD & DRUG

AU R DE TR ATTCO M

From: ! B6
Sent; B6 2:50 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Hello,

Sorry for the late reply! This might seem like a silly question but you want us to send the tissue once it's fixed in
a jar without formalin, correct? Or would we be sending it in the formalin still? I'm off work for the next couple of
days but can send you all the information on Monday - sorry for the delay!

Thank youl!

B6

Or. B6 at 1:02 PM Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:

Good afternoonEL B6

I'm sorry to hear that! B6 :passed away. We've been following his case since Dr. Freeman reported it. As a
follow-up to our discussion, we’d like to send you a box to collect the fixed formalin heart tissue. To send the
box, | need to know the approximate size and weight of the fixed formalin container. Please send me that

information.

Then, I'll ship you a box with everything needed to package the sample. You'll reuse the box, package the
sample, use the prepaid shipping label we provide, and call UPS for the pick-up. Please return ship the box to
us on a Monday through Wednesday.

***If for some reason we are furloughed again mid-February, please do not ship during the government
shutdown. ***

We will process the tissue for histopathology and send you the results.
Please email or call with any questions.

Thank you,

Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)

FDA-CVM-FOIA-2019-1704-009666



8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

Web: hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.hitm

|r" U.S. FOOD & DRUG

AT MERDSTRATIC R

FDA-CVM-FOIA-2019-1704-009667



From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: ___:J_c_)__r_l_e§___4enn|fer L

Sent: B6 i2:10:38 PM

Subject: RE{ _._.B6 i

Hi Jen O
Were you able to get this worked out with B6 ‘at P B6
Tharks T T e

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L. <Jennifer.Jones@fda.hhs.gov>
Sent: Wednesday, B6 8:53 AM
To: Freeman, Lisa <Lisa. Freeman@ ufts.edu>

Subject: RE:| B6

Hi Lisa,
Ok, we can offer a full gross necropsy if the vet will perform that and collect the tissues on the list. Alternatively,
if the vet will only get the heart, they can put the full heart intact into 10% NBF. Either way, we can send a box to

collect.

Will you please confirm that it's B6 ? I'll need to make a purchase request.
Thank you again, ' '
Jen

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

U.S. FOOD & DRUG - s

[CAR 34 YAt

From: Freeman, L|sa <|.isa [ reemam@tutts edu>

Sent: Wednesday, ! B6 18:02 AM

To: Jones, Jennlfer L <Jemmter Jomee@ma hhs.gov>
Subject: RE:{  B6 |

Hi Jen

Unfortunately, they can't bring the body to Tufts and the dog is scheduled to be picked up for cremation today.

tissues? The referring vetis W|II|ng to help get some samples and | can probably drive to B6 itonight
to pick up R~ AN
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

FDA-CVM-FOIA-2019-1704-009668



Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda hhs.gov>
Sent: Wednesday, | B6 17:58 AM

To: Freeman, Lisa <l|isa. Freeman@iufts edu>

Cc: Peloquin, Sarah.sSarab, Peloguin@fda hhs. gov>
Subject: RE: ! B6

Hi Lisa,

Thank you for the head’s up. If the owner can bring the body to Tufts for the necropsy, we can authorize and pay
for it. | attached the most recent version of the necropsy protocol. Your lab can perform the gross necropsy and
histopathology of the non-heart tissues. We'll need a set of slide recuts sent to us for review. We'll need to
collect the intact formalin-fixed heart, fresh frozen tissues, and slide recuts. When the time comes, | can send
you a box for this with a prepaid shipping label.

If you're willing to do this, please send me an estimate for the necropsy and histopathology with recuts. I'll make
the purchase request today.

Thank you for bringing this to our attention,

Jen

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

U.S. FOOD & ORUG - s

A i it
G 1B T AT 2 B B

From: Freeman, Lisa <Lisa.Freeman@iufts. edu>
Sent: Tuesday, i B6 i4:19 PM
To: Jones, Jennifer L <Jennifer. Jones@fda hhs gov>

Subject:{  B6

Importance: High

| left a message on your machine but in case you're checking email, one of the cases | submittedi ~ B6
died this morning. The owner has given permission for a necropsy or getting heart samples so | am hoping to
get in touch with you asap to see if we can work it out (I'm assuming you're back at work since | got this email

from you)

thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009669



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

Sent: Monday, | B6 110:02 AM
To: Freeman,l Lisa <l.isa, IF:'r@@mam@tuﬂsn@du>
Subject: RE:! B6 ’

Thank you for the update, Lisa. I’'m sorry to hear that he passed away. Can you please forward the records for
his case?

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

U5, FOOD & DRUG w;%

i o S (3 Y 2

From: Freeman, Lisa <lisa.lreeman@iufts edu>

Sent: Sunday, ! B6 1 3:13 PM

To: Jones, Jenniter [ <Jennifer. Jones@fda.hhs.gov>

Subject: B6

Hi Jen .

Wanted to let you know that| B6 ' died unexpectedly due to choking yesterday while eating. Owner
said he had been doing well and we were going to do a recheck in Feb.

So sad

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www, petfoodology.org

FDA-CVM-FOIA-2019-1704-009670



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: _Freeman, Lisa
Sent: i B6__? ._.5_6._5.9_P|V|
Subject: RE:! B6

Yes. We're collecting the tissue.

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

uu{iﬂi‘flﬁﬁm W5, FOOD & DRUG

AT EAEMNG TR AT W

From:_Freeman. lisa <lisa.Ereeman@tufts.edu>

Sent B6 9:11 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE:{ ' B6

Hi Jen

Were you able to get this worked out with: 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.petfoodology.org

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

Sentt B6 i8:53 AM
To: Freeman, _I:_l_g_g_i!t__@g?ﬁ_f_l_r@@mam@kuifza adu>
Subject: RE:{ ____Bé_____}

Hi Lisa,

Ok, we can offer a full gross necropsy if the vet will perform that and collect the tissues on the list. Alternatively,
if the vet will only get the heart, they can put the full heart intact into 10% NBF. Either way, we can send a box to
collect.

Will you please confirm that it’s B6 'l need to make a purchase request.
Thank you again,
Jen

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

FDA-CVM-FOIA-2019-1704-009671



From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Senti B6 8:02 AM

To: Jones Jennifer L <J@mmif@r Jones@fda.hhs. aov>
Subject: RE:{ ___B6 |

Hi Jen

Unfortunately, they can't bring the body to Tufts and the dog is scheduled to be picked up for cremation today.
If we can't do whole body donation, to you have a preferred approach to getting heart and any other selected
tissues? The referring vet is willing to help get some samples and | can probably drivetoi B6 itonight
to pick up

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda hhs. gov>
Sent B6 7:58 AM

To: Freeman, Lisa <l isa.Freeman@tufts. edu>

Cc: Peloquin, Sarah <Sa|rah Peloguin@fda.hhs. gov>
Subject: RE:: B6

Hi Lisa,

Thank you for the head’s up. If the owner can bring the body to Tufts for the necropsy, we can authorize and pay
for it. | attached the most recent version of the necropsy protocol. Your lab can perform the gross necropsy and
histopathology of the non-heart tissues. We'll need a set of slide recuts sent to us for review. We'll need to
collect the intact formalin-fixed heart, fresh frozen tissues, and slide recuts. When the time comes, | can send
you a box for this with a prepaid shipping label.

If you're willing to do this, please send me an estimate for the necropsy and histopathology with recuts. I'll make
the purchase request today.

Thank you for bringing this to our attention,

Jen

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

Ju.s. FOOD & DRUG . vem ...

‘ s B LG T 0

From: Freeman, Lisa <l jsa. reemanciiufts edy>

Sent:! B6 1 4:19 PM
To: Jones____,_J_g_r]_Q_l_fg_[_I:_sJ@mmIf@rJam@s@ifda hhs.gov>
Subject:| ___B6 |

Importance: High

Hi Jen
| left a message on your machine but in case you're checking email, one of the cases | submittedi B6

FDA-CVM-FOIA-2019-1704-009672



died this morning. The owner has given permission for a necropsy or getting heart samples so | am hoping to
get in touch with you asap to see if we can work it out (I'm assuming you're back at work since | got this email

from you)

thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

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

Sent:! B6 10:02 AM
To: Freeman, Lisa <Lisa.Freeman@tufts edu>
Subject: RE: ! B6 '

Thank you for the update, Lisa. I'm sorry to hear that he passed away. Can you please forward the records for

his case?

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

U.S. FOOD & DRUG .- m .

AT A Y ARTAE )

From: Freeman, Lisa <l.isa.Freeman@tufts edu>

Sent; B6 i3:13 PM

To: Jones, Jennifer L <Jennifer.Jones@ifda. hhs. gov>

Subject:i B6 '

Hi Jen

Wanted to let you know that: B6 idied unexpectedly due to choking yesterday while eating. Owner
said he had been doing well and we were going to do a recheck in Feb.

So sad

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009673



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: _Freeman, Lisa
Sent: i B6__? ._.5_6._5.9_P|V|
Subject: RE:! B6

Yes. We're collecting the tissue.

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

uu{iﬂi‘flﬁﬁm W5, FOOD & DRUG

AT EAEMNG TR AT W

From:_Freeman. lisa <lisa.Ereeman@tufts.edu>

Sent B6 9:11 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE:{ ' B6

Hi Jen

Were you able to get this worked out with: 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.petfoodology.org

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

Sentt B6 i8:53 AM
To: Freeman, _I:_l_g_g_i!t__@g?ﬁ_f_l_r@@mam@kuifza adu>
Subject: RE:{ ____Bé_____}

Hi Lisa,

Ok, we can offer a full gross necropsy if the vet will perform that and collect the tissues on the list. Alternatively,
if the vet will only get the heart, they can put the full heart intact into 10% NBF. Either way, we can send a box to
collect.

Will you please confirm that it’s B6 'l need to make a purchase request.
Thank you again,
Jen

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

FDA-CVM-FOIA-2019-1704-009671



From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Senti B6 8:02 AM

To: Jones Jennifer L <J@mmif@r Jones@fda.hhs. aov>
Subject: RE:{ ___B6 |

Hi Jen

Unfortunately, they can't bring the body to Tufts and the dog is scheduled to be picked up for cremation today.
If we can't do whole body donation, to you have a preferred approach to getting heart and any other selected
tissues? The referring vet is willing to help get some samples and | can probably drivetoi B6 itonight
to pick up

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda hhs. gov>
Sent B6 7:58 AM

To: Freeman, Lisa <l isa.Freeman@tufts. edu>

Cc: Peloquin, Sarah <Sa|rah Peloguin@fda.hhs. gov>
Subject: RE:: B6

Hi Lisa,

Thank you for the head’s up. If the owner can bring the body to Tufts for the necropsy, we can authorize and pay
for it. | attached the most recent version of the necropsy protocol. Your lab can perform the gross necropsy and
histopathology of the non-heart tissues. We'll need a set of slide recuts sent to us for review. We'll need to
collect the intact formalin-fixed heart, fresh frozen tissues, and slide recuts. When the time comes, | can send
you a box for this with a prepaid shipping label.

If you're willing to do this, please send me an estimate for the necropsy and histopathology with recuts. I'll make
the purchase request today.

Thank you for bringing this to our attention,

Jen

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

Ju.s. FOOD & DRUG . vem ...

‘ s B LG T 0

From: Freeman, Lisa <l jsa. reemanciiufts edy>

Sent:! B6 1 4:19 PM
To: Jones____,_J_g_r]_Q_l_fg_[_I:_sJ@mmIf@rJam@s@ifda hhs.gov>
Subject:| ___B6 |

Importance: High

Hi Jen
| left a message on your machine but in case you're checking email, one of the cases | submittedi B6

FDA-CVM-FOIA-2019-1704-009672



died this morning. The owner has given permission for a necropsy or getting heart samples so | am hoping to
get in touch with you asap to see if we can work it out (I'm assuming you're back at work since | got this email

from you)

thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

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

Sent:! B6 10:02 AM
To: Freeman, Lisa <Lisa.Freeman@tufts edu>
Subject: RE: ! B6 '

Thank you for the update, Lisa. I'm sorry to hear that he passed away. Can you please forward the records for

his case?

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

U.S. FOOD & DRUG .- m .

AT A Y ARTAE )

From: Freeman, Lisa <l.isa.Freeman@tufts edu>

Sent; B6 i3:13 PM

To: Jones, Jennifer L <Jennifer.Jones@ifda. hhs. gov>

Subject:i B6 '

Hi Jen

Wanted to let you know that: B6 idied unexpectedly due to choking yesterday while eating. Owner
said he had been doing well and we were going to do a recheck in Feb.

So sad

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

FDA-CVM-FOIA-2019-1704-009673



From: B6

To: _dJones, Jennifer L
Sent: i __B6 __i5:0828PM
Subject: Re: 800.267-cc-210-EON-375111-FDA Case Investigation foril B6

Thank you! Sorry for the delay in getting back to you again. The biopsy jar is the 1.25 gallon size, it measures
approx 11 inches high by 6-7 inches diameter. Let me know if you need any other information!

Thank youl

B6

On B6 at 14:54 Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov> wrote:

Not a silly question at all. We’ll collect the entire container-formalin plus tissue.

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421

U.S. FOOD & DRUG _

AT DN TR AT I

From:i B6

Sent:; B6 2:50 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>

Subject: Re: 800.267-cc-210-EON-375111-FDA Case Investigation forf  B6 |

Hello,

Sorry for the late reply! This might seem like a silly question but you want us to send the tissue once it's fixed in
a jar without formalin, correct? Or would we be sending it in the formalin still? I'm off work for the next couple
of days but can send you all the information on Monday - sorry for the delay!

Thank you!

B6

FDA-CVM-FOIA-2019-1704-009674



B6

Good afternoon B6

I’'m sorry to hear thatE_ _ipassed away. We’ve been following his case since Dr. Freeman reported it. As a
follow-up to our discussion, we’d like to send you a box to collect the fixed formalin heart tissue. To send the
box, I need to know the approximate size and weight of the fixed formalin container. Please send me that
information.

Then, I’ll ship you a box with everything needed to package the sample. You’ll reuse the box, package the
sample, use the prepaid shipping label we provide, and call UPS for the pick-up. Please return ship the box to us
on a Monday through Wednesday.

***If for some reason we are furloughed again mid-February, please do not ship during the government
shutdown. ***

We will process the tissue for histopathology and send you the results.
Please email or call with any questions.
Thank you,

Dr. Jones

Jennifer L. A, Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road. G704

Laurel. Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685
e-mail: jermiferjonesicofda hhs. gov

Web: http:www fda gov- AnimalVeterinary SeienceResearch ucm 247334 htm

FDA-CVM-FOIA-2019-1704-009675
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn Recipients/cn=0f6ca12eaa9348959%a4cbb1e82%af244-Jennifer.Jo>

To: B6

Sent: i B6 13:03:15 PM ____________________________
Subject: RE: 800. 267 cc-210-EON-375111-FDA Case Investigation for BG
Hii_B6 |

Thank you. "How much does it weigh?

Take care,

Jen

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

WY 0.8, FOOD & DRUG

I TIBEIN DS R AT b

From:: B6

Sent; ) L. 112:08 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: 800.267-cc-210-EON-375111-FDA Case Investigation for' B6

Thank you! Sorry for the delay in getting back to you again. The biopsy jar is the 1.25 gallon size, it measures
approx 11 inches high by 6-7 inches diameter. Let me know if you need any other information!

Thank youl!

B6

[ 2

Oni Bé ‘at 14:54 Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:
Not a silly question at all. We'll collect the entire container-formalin plus tissue.

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

U.S. FOOD & DRUG -

| ADMINISTRATION =8

From: B6
Sent: F B6 IO B P

Es

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: 800.267-cc-210-EON-375111-FDA Case Investigation for B6

Hello,

Sorry for the late reply! This might seem like a silly question but you want us to send the tissue once it's fixed in
a jar without formalin, correct? Or would we be sending it in the formalin still? I'm off work for the next couple of
days but can send you all the information on Monday - sorry for the delay!

Thank you!

B6

FDA-CVM-FOIA-2019-1704-009677



On Wed,| Bé iat 1:02 PM Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:
Good afternoon ; ___ B6 5

follow-up to our discussmn, we'd like to send you a box to collect the fixed formalln heart tissue. To send the
box, | need to know the approximate size and weight of the fixed formalin container. Please send me that
information.

Then, I'll ship you a box with everything needed to package the sample. You'll reuse the box, package the
sample, use the prepaid shipping label we provide, and call UPS for the pick-up. Please return ship the box to
us on a Monday through Wednesday.

***|f for some reason we are furloughed again mid-February, please do not ship during the government
shutdown. ***

We will process the tissue for histopathology and send you the results.
Please email or call with any questions.

Thank you,

Dr. Jones

Jennifer L. A. Jones, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration
Center for Veterinary Medicine
Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm

U.S. FOOD & DRUG -
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From: B6

To: Jones, Jennifer L

CcC: Reimschuessel, Renate

Sent: 12/19/2018 7:32:25 PM

Subject: Suspect grain free canine DCM case

Hello, my name is: B6 iand | am a veterinary cardiologist |qBGJosh Stern gave me your

contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let
me know if you would like me to proceed with sending samples to Vet-LIRN.

i B6 !

Thank you for all of your help,

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)

FDA-CVM-FOIA-2019-1704-009679



From: B6

To: Jones, Jennifer L

CcC: Reimschuessel, Renate; Peloquin, Sarah
Sent: 12/22/2018 10:20:54 PM

Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. | submitted a complain with as much information as | could. The
ICSR number is 2060525 and the report ID is 250430.

Have a great holiday and new year,

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To:! B6 |

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

We would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https./www, safetyreporting. hihs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

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

u' W5 FOOD & DRUG
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From:: B6

Sent: Wednesday, December 19, 2018 2:32 PM

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

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Subject: Suspect grain free canine DCM case

Hello, my name isi B6 ‘and | am a veterinary cardiologist in____B6____i Josh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let
me know if you would like me to proceed with sending samples to Vet-LIRN.

Thank you for all of your help,

B6 |

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you believe that you have received
this message in error, please notify the sender immediately by return electronic mail, and please delete it without further review, disclosure, or copying.)
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From: B6

To: Jones, Jennifer L

CcC: Peloquin, Sarah

Sent: 2/5/2019 12:52:43 AM

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank vou so much for getting back to me. Because I did not get as many samples as I probably should have, I think I have
about 0.5 pounds of fixed samples and frozen samples. There are three small biopsy jars (about 2 inches tall) each and a
serum and plasma sample.
Ship to;

B6

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

Sent: Thursday. January 31, 2019 6:31 AM

To:i B6

Cc: Peloquin, Sarah <Sarah.Peloquin‘@fda.hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

Good moming i B6 }
Thank you for submitting the report. We can send yvou 2 boxes to collect the fixed and frozen samples. You will reuse the
boxes we send and package the samples per the instructions in the box. You’ll affix the prepaid shipping label to the box
and call UPS for a pick-up on Monday-Wednesday. Please send me the following information so I can prepare the boxes:
e Approximate size and weight of each set of samples (frozen and fixed)
® Address for where to ship the boxes.
Thank you kindly for your help,
Jen

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

US. FOOD & DRUG - wim .. _
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From: B6

Sent: Monday, January 07, 2019 2:59 PM

To: Jones, Jennifer L <Jennifer Jonesa tda hhs.gov>
Subject: RE: Suspect grain free canine DCM case

I was just following up regarding the grain free DCM case I had contacted you about prior to the holidays with
ICSR number is 2060325 and the report ID is 250430. T was hoping to find out about receiving shipping materials
for our samples.

Thank you and hope you had a great holiday,

From: B6

FDA-CVM-FOIA-2019-1704-009682



Sent: Saturday, December 22, 2018 2:21 PM

To: Jones, Jennifer L <Jenniter Jonesa:fda hhs.gov>

Cc: Reimschuessel, Renate <Renate Remmschuesselafda hhs gov>: Peloquin, Sarah <Sarah Peloguinia tda hhs gov>
Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number is 2060525 and the report ID is 250430.

Have a great holiday and new year,

From: Jones, Jennifer L <Jennifer Jones i« fda bhs.cov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To:i B6 !

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

We would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https.//www.safetyreporting.hhs. aov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

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

5 FOOD & DRUG .. W
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From:: B6

Sent: Wednesday, December 19, 2018 2:32 PM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>
Subject: Suspect grain free canine DCM case

Hello, my name is i B6
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let
me know if you would like me to proceed with sending samples to Vet-LIRN.

Thank you for all of your help,

i B6 |

| =

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you believe that you have received
this message in error, please notify the sender immediately by return electronic mail, and please delete it without further review, disclosure, or copying.)

FDA-CVM-FOIA-2019-1704-009683



CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you believe that you have received
this message in error, please notify the sender immediately by return electronic mail, and please delete it without further review, disclosure, or copying.)

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)

FDA-CVM-FOIA-2019-1704-009684



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-

JENNIFER.JO>

To: B6 i

Sent: 5/6/2019 11:05:02 AM

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Attachments: image002.png; image004.png; image005.png; image006.png; image007.png; image008.png;

image009.png

The tissues are being prepped for histopathology. As soon as they are done, our pathologist will review them. Ill

send the results as soon as possible.
Thank you,
Jen

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

W& FOOD & DRUG
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From: B6

Sent: Friday, May 03, 2019 5:40 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just following up on the samples | submitted for Thor several months ago to see if there are any

results.

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

Sent: Wednesday, March 13, 2019 4:01 AM

To:i B6

Cc:' Peloquin, Sarah <Sarah. Peloguin@fda. hhs. gov> '
Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Good morningi B6

Thank you for the email. We should be scheduling an appointment to prepare the next set of tissues for
histopathology in the coming weeks. It'll then be a few more weeks after that to get the slides prepared and read

by our pathologist.

I'll let you know as soon as | get a report.

Thank you again for helping with the investigation,
Jen

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

ol 1.5, FOOD & DRUG
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From:i B6

Sent: Tuesday, March 12, 2019 7:55 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

FDA-CVM-FOIA-2019-1704-009685



Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just curious if you had any idea about how long it takes to hear back after submitting samples.

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

Sent: Thursday, January 31, 2019 6:31 AM

To:! B6 ;

Cc: Peloquin, Sarah <Sarah.Peloguin@fda. hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for submitting the report. We can send you 2 boxes to collect the fixed and frozen samples. You will
reuse the boxes we send and package the samples per the instructions in the box. You'll affix the prepaid
shipping label to the box and call UPS for a pick-up on Monday-Wednesday. Please send me the following
information so | can prepare the boxes:

e Approximate size and weight of each set of samples (frozen and fixed)

e Address for where to ship the boxes.
Thank you kindly for your help,
Jen

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

S, FOLIEY e CYRLIG
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From: B6

Sent: Monday, January 07, 2019 2:59 PM

To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject: RE: Suspect grain free canine DCM case

| was just following up regarding the grain free DCM case | had contacted you about prior to the
holidays with ICSR number is 2060525 and the report ID is 250430. | was hoping to find out about
receiving shipping materials for our samples.

Thank you and hope you had a great holiday,

From:; B6 ;

Sent: Saturday, December 22, 2018 2:21 PM

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

Cc: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Peloquin, Sarah
<Sarah. Peloguin@fda.hhs.gov>

Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number is 2060525 and the report ID is 250430.

Have a great holiday and new year,

FDA-CVM-FOIA-2019-1704-009686



From: Jones, Jennifer L <Jennifer.Jones@fda hhs.gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To:; B6

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

Hii B6 |

We Would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https: /www. safetyreporting.hihs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

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

w WS FOOD & DRUG
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From: B6

Sent: Wednesday, December 19, 2018 2:32 PM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda. hhs.gov>
Subject: Suspect grain free canine DCM case

Hello, my name is: B6 iand | am a veterinary cardiologistin ___B6  iJosh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let

me know if you would like me to proceed with sending samples to Vet-LIRN.

B6 |

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)
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it without further review, disclosure, or copying.)
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CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-

JENNIFER.JO>

To: B6 i

Sent: 5/6/2019 11:05:02 AM

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Attachments: image002.png; image004.png; image005.png; image006.png; image007.png; image008.png;
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The tissues are being prepped for histopathology. As soon as they are done, our pathologist will review them. Ill

send the results as soon as possible.
Thank you,
Jen

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

W& FOOD & DRUG
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From: B6

Sent: Friday, May 03, 2019 5:40 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just following up on the samples | submitted for Thor several months ago to see if there are any

results.

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

Sent: Wednesday, March 13, 2019 4:01 AM

To:i B6

Cc:' Peloquin, Sarah <Sarah. Peloguin@fda. hhs. gov> '
Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Good morningi B6

Thank you for the email. We should be scheduling an appointment to prepare the next set of tissues for
histopathology in the coming weeks. It'll then be a few more weeks after that to get the slides prepared and read

by our pathologist.

I'll let you know as soon as | get a report.

Thank you again for helping with the investigation,
Jen

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

ol 1.5, FOOD & DRUG
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From:i B6

Sent: Tuesday, March 12, 2019 7:55 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

FDA-CVM-FOIA-2019-1704-009685



Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just curious if you had any idea about how long it takes to hear back after submitting samples.

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

Sent: Thursday, January 31, 2019 6:31 AM

To:! B6 ;

Cc: Peloquin, Sarah <Sarah.Peloguin@fda. hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for submitting the report. We can send you 2 boxes to collect the fixed and frozen samples. You will
reuse the boxes we send and package the samples per the instructions in the box. You'll affix the prepaid
shipping label to the box and call UPS for a pick-up on Monday-Wednesday. Please send me the following
information so | can prepare the boxes:

e Approximate size and weight of each set of samples (frozen and fixed)

e Address for where to ship the boxes.
Thank you kindly for your help,
Jen

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

S, FOLIEY e CYRLIG
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From: B6

Sent: Monday, January 07, 2019 2:59 PM

To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject: RE: Suspect grain free canine DCM case

| was just following up regarding the grain free DCM case | had contacted you about prior to the
holidays with ICSR number is 2060525 and the report ID is 250430. | was hoping to find out about
receiving shipping materials for our samples.

Thank you and hope you had a great holiday,

From:; B6 ;

Sent: Saturday, December 22, 2018 2:21 PM

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

Cc: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Peloquin, Sarah
<Sarah. Peloguin@fda.hhs.gov>

Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number is 2060525 and the report ID is 250430.

Have a great holiday and new year,

FDA-CVM-FOIA-2019-1704-009686



From: Jones, Jennifer L <Jennifer.Jones@fda hhs.gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To:; B6

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

Hii B6 |

We Would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https: /www. safetyreporting.hihs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6

Sent: Wednesday, December 19, 2018 2:32 PM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda. hhs.gov>
Subject: Suspect grain free canine DCM case

Hello, my name is: B6 iand | am a veterinary cardiologistin ___B6  iJosh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let

me know if you would like me to proceed with sending samples to Vet-LIRN.

B6 |

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 ;

Sent: 6/13/2019 2:19:22 PM

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211
B6

No waorries. | expect the histopathology should be read in the next 2-3 weeks.
Please let me know if you need additional updates : )
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6

Sent: Friday, June 07, 2019 5:09 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

| apologize that | keep harassing you but are there any updates as far as when the histopath will be available?
My client has called several times and if | can give him an ETA that would be very helpful.

Thaok vou,

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

Sent: Monday, May 06, 2019 4:05 AM

To: B6

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

The tissues are being prepped for histopathology. As soon as they are done, our pathologist will review them. Ill
send the results as soon as possible.

Thank you,

Jen

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

U.S. FOOD & DRUG -

From:i B6

Sent: Friday, May 03, 2019 5:40 PM

To: Jones, Jennifer L <Jennifer.Jones@fda. hihs, gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

W iy

Hi Jen, | was just following up on the samples | submitted for Thor several months ago to see if there are any
results.

FDA-CVM-FOIA-2019-1704-009689



Thank you,

__________________

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

Sent: Wednesday, March 13, 2019 4:01 AM

To:! B6 i

Cc: Peloquin, Sarah <Sarah.Peloquin@fda. hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for the email. We should be scheduling an appointment to prepare the next set of tissues for
histopathology in the coming weeks. It'll then be a few more weeks after that to get the slides prepared and read
by our pathologist.

I'll let you know as soon as | get a report.

Thank you again for helping with the investigation,

Jen

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

U.S. FOOD & ORUG - mim_.
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From:: B6

Sent: Tuesday, March 12, 2019 7:55 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just curious if you had any idea about how long it takes to hear back after submitting samples.
Thanks,

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

Sent: Thursday, January 31, 2019 6:31 AM

To:i B6 ;

Cc: Peloquin, Sarah <Sarah.Peloguin@fda. hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for submitting the report. We can send you 2 boxes to collect the fixed and frozen samples. You will
reuse the boxes we send and package the samples per the instructions in the box. You'll affix the prepaid
shipping label to the box and call UPS for a pick-up cn Monday-Wednesday. Please send me the following
information so | can prepare the boxes:

o Approximate size and weight of each set of samples (frozen and fixed)

o Address for where to ship the boxes.
Thank you kindly for your help,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6
Sent: Monday, January 07, 2019 2:59 PM

FDA-CVM-FOIA-2019-1704-009690



To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject: RE: Suspect grain free canine DCM case

| was just following up regarding the grain free DCM case | had contacted you about prior to the
holidays with ICSR number is 2060525 and the report ID is 250430. | was hoping to find out about
receiving shipping materials for our samples.

Thank you and hope you had a great holiday,

From:: B6

Sent: Saturday, December 22, 2018 2:21 PM

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

Cc: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Peloquin, Sarah
<Sarah. Peloguin@fda.hhs.gov>

Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number 1s 2060525 and the report ID 1s 250430.

Have a great holiday and new year,

Sarah

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs. gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To: B6 i

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

We would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https: /iwww. safetyreporting. hhs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6

Sent: Wednesday, December 19, 2018 2:32 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hihs, gov>
Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda hhs.goy>
Subject: Suspect grain free canine DCM case
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Hello, my name ist B6 iand | am a veterinary cardiologistini __B6 _ Josh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let
me know if you would like me to proceed with sending samples to Vet-LIRN.

Thank you for all of your help,

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)
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believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)
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it without further review, disclosure, or copying.)
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 ;

Sent: 6/13/2019 2:19:22 PM

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211
B6

No waorries. | expect the histopathology should be read in the next 2-3 weeks.
Please let me know if you need additional updates : )
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6

Sent: Friday, June 07, 2019 5:09 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

| apologize that | keep harassing you but are there any updates as far as when the histopath will be available?
My client has called several times and if | can give him an ETA that would be very helpful.

Thaok vou,

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

Sent: Monday, May 06, 2019 4:05 AM

To: B6

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

The tissues are being prepped for histopathology. As soon as they are done, our pathologist will review them. Ill
send the results as soon as possible.

Thank you,

Jen

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

U.S. FOOD & DRUG -

From:i B6

Sent: Friday, May 03, 2019 5:40 PM

To: Jones, Jennifer L <Jennifer.Jones@fda. hihs, gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

W iy

Hi Jen, | was just following up on the samples | submitted for Thor several months ago to see if there are any
results.

FDA-CVM-FOIA-2019-1704-009689



Thank you,

__________________

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

Sent: Wednesday, March 13, 2019 4:01 AM

To:! B6 i

Cc: Peloquin, Sarah <Sarah.Peloquin@fda. hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for the email. We should be scheduling an appointment to prepare the next set of tissues for
histopathology in the coming weeks. It'll then be a few more weeks after that to get the slides prepared and read
by our pathologist.

I'll let you know as soon as | get a report.

Thank you again for helping with the investigation,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From:: B6

Sent: Tuesday, March 12, 2019 7:55 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just curious if you had any idea about how long it takes to hear back after submitting samples.
Thanks,

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

Sent: Thursday, January 31, 2019 6:31 AM

To:i B6 ;

Cc: Peloquin, Sarah <Sarah.Peloguin@fda. hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for submitting the report. We can send you 2 boxes to collect the fixed and frozen samples. You will
reuse the boxes we send and package the samples per the instructions in the box. You'll affix the prepaid
shipping label to the box and call UPS for a pick-up cn Monday-Wednesday. Please send me the following
information so | can prepare the boxes:

o Approximate size and weight of each set of samples (frozen and fixed)

o Address for where to ship the boxes.
Thank you kindly for your help,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6
Sent: Monday, January 07, 2019 2:59 PM
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To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject: RE: Suspect grain free canine DCM case

| was just following up regarding the grain free DCM case | had contacted you about prior to the
holidays with ICSR number is 2060525 and the report ID is 250430. | was hoping to find out about
receiving shipping materials for our samples.

Thank you and hope you had a great holiday,

From:: B6

Sent: Saturday, December 22, 2018 2:21 PM

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

Cc: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Peloquin, Sarah
<Sarah. Peloguin@fda.hhs.gov>

Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number 1s 2060525 and the report ID 1s 250430.

Have a great holiday and new year,

Sarah

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs. gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To: B6 i

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

We would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https: /iwww. safetyreporting. hhs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

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

b FOOLD & DRWE e

G O 10 % 3 AT 8 6 b

From: B6

Sent: Wednesday, December 19, 2018 2:32 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hihs, gov>
Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda hhs.goy>
Subject: Suspect grain free canine DCM case
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Hello, my name ist B6 iand | am a veterinary cardiologistini __B6 _ Josh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let
me know if you would like me to proceed with sending samples to Vet-LIRN.

Thank you for all of your help,

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)
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CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)

FDA-CVM-FOIA-2019-1704-009692



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 .
Sent: 8/12/2019 5:16:59 PM
Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From:! B6

Sent: Friday, August 09, 2019 12:49 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, just checking in to see when the histopath reports for my patient ill be available.

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs, gov>
Sent: Thursday, June 13, 2019 7:19 AM
Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

No waorries. | expect the histopathology should be read in the next 2-3 weeks.
Please let me know if you need additional updates : )
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From:i B6

Sent: Friday, June 07, 2019 5:09 PM

To: Jones, Jennifer L <Jennifer. Jones@fda.hihs, gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

| apologize that | keep harassing you but are there any updates as far as when the histopath will be available?
My client has called several times and if | can give him an ETA that would be very helpful.

Thank you,

From: Jones, Jennifer L <Jennifer.Jones@fda hhs.gov>
Sent: Monday, May 06, 2019 4:05 AM
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To:! B6
Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

The tissues are being prepped for histopathology. As soon as they are done, our pathologist will review them. Ill
send the results as soon as possible.

Thank you,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6

Sent: Friday, May 03, 2019 5:40 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hihs, gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just following up on the samples | submitted for Thor several months ago to see if there are any
results.

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

Sent: Wednesday, March 13, 2019 4:01 AM

To:i B6

Cc: Peloquin, Sarah <Sarah.Peloguin@fda. hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Good morning; __ B6__;

Thank you for the email. We should be scheduling an appointment to prepare the next set of tissues for
histopathology in the coming weeks. It'll then be a few more weeks after that to get the slides prepared and read
by our pathologist.

I'll let you know as soon as | get a report.

Thank you again for helping with the investigation,

Jen

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

US. FOOD & DRUG - wim .
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From: B6

Sent: Tuesday, March 12, 2019 7:55 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just curious if you had any idea about how long it takes to hear back after submitting samples.

Thanks,
i B6

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs, gov>
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Sent: Thursday, January 31, 2019 6:31 AM

To:: B6

Cc: Peloquin, Sarah <Sarah. Peloguin@fda. hhs. gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for submitting the report. We can send you 2 boxes to collect the fixed and frozen samples. You will
reuse the boxes we send and package the samples per the instructions in the box. You'll affix the prepaid
shipping label to the box and call UPS for a pick-up on Monday-Wednesday. Please send me the following
information so | can prepare the boxes:

o Approximate size and weight of each set of samples (frozen and fixed)

o Address for where to ship the boxes.
Thank you kindly for your help,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer
Tel: 240-402-5421 ”
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From: B6

Sent: Monday, January 07, 2019 2:59 PM

To: Jones, Jennifer L <Jennifer.Jones@ifda.hhs gov>
Subject: RE: Suspect grain free canine DCM case

| was just following up regarding the grain free DCM case | had contacted you about prior to the
holidays with ICSR number is 2060525 and the report ID is 250430. | was hoping to find out about
receiving shipping materials for our samples.

From:; B6 5

Sent: Saturday, December 22, 2018 2:21 PM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@ida.hhs.gov>; Peloquin, Sarah
<Sarat. Peloguin@fda.hhs.gov>

Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number is 2060525 and the report ID is 250430.

Have a great holiday and new year,

B6 |

From: Jones, Jennifer L <Jennifer.Jones@fda hhs.gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To:! B6 i

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case
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We would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https: /www. safetyreporting.hihs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6

Sent: Wednesday, December 19, 2018 2:32 PM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda hihs. gov>
Subject: Suspect grain free canine DCM case

Hello, my name is| B6 i and | am a veterinary cardiologistin,__B6 iJosh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let

me know if you would like me to proceed with sending samples to Vet-LIRN.
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it without further review, disclosure, or copying.)

CONFIDENTIALITY NOTICE: Information contained in this message and any attachments is intended only for the addressee(s). If you
believe that you have received this message in error, please notify the sender immediately by return electronic mail, and please delete
it without further review, disclosure, or copying.)
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 ;

CcC: Peloquin, Sarah

Sent: 8/30/2019 4:00:35 PM

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211
Attachments: 800.267-cc-211-EON-374547 .docx

Good morning .. B6__ i

| got the result back this morning. From the pathologist: “The antemortem diagnosis in this dog that
spontaneously died was DCM. While heart was not available, the marked hepatic chronic passive congestion
would support significant cardiac disease.”

Please share the results with the owner.

Thank you kindly,

Jen

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

Sent: Monday, August 26, 2019 7:31 AM

To:: B6 g

Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

The pathologist is reviewing his records. If he hasn’t reviewed it, I've requested that he review it first this week.
I’'m so sorry for the delay.
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: B6

Sent: Friday, August 23, 2019 11:29 AM

To: Jones, Jennifer L <Jennifer. Jones@fda.hihs, gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, were you able to get any information for me? The owner continues to call us and is very upset that we
haven’t heard anything.

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

Sent: Monday, August 12, 2019 10:17 AM

To:i B6

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211
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Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From:; B6

Sent: Friday, August 09, 2019 12:49 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, just checking in to see when the histopath reports for my patient ill be available.

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

Sent: Thursday, June 13, 2019 7:19 AM

To: ! B6

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

No waorries. | expect the histopathology should be read in the next 2-3 weeks.
Please let me know if you need additional updates : )
Jen

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

Sent: Friday, June 07, 2019 5:09 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

| apologize that | keep harassing you but are there any updates as far as when the histopath will be available?
My client has called several times and if | can give him an ETA that would be very helpful.

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

Sent: Monday, May 06, 2019 4:05 AM

To:i B6

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

The tissues are being prepped for histopathology. As soon as they are done, our pathologist will review them. Ill
send the results as soon as possible.

Thank you,

Jen
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Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From:| B

Sent: Friday, May 03, 2019 5:40 PM

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

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just following up on the samples | submitted for Thor several months ago to see if there are any
results.

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

Sent: Wednesday, March 13, 2019 4:01 AM

To:! B6 :

Cc: Peloquin, Sarah <Sarah.Peloguin@fda.hhs. gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank you for the email. We should be scheduling an appointment to prepare the next set of tissues for
histopathology in the coming weeks. It'll then be a few more weeks after that to get the slides prepared and read
by our pathologist.

I'll let you know as soon as | get a report.

Thank you again for helping with the investigation,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From:i B6

Sent: Tuesday, March 12, 2019 7:55 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hihs, gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Hi Jen, | was just curious if you had any idea about how long it takes to hear back after submitting samples.
Thanks,

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

Sent: Thursday, January 31, 2019 6:31 AM

To:! B6 |

Cc: Peloquin, Sarah <Sarah. Peloguin@fda.hhs. gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

reuse the boxes we send and package the samples per the instructions in the box. You'll affix the prepaid
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shipping label to the box and call UPS for a pick-up on Monday-Wednesday. Please send me the following
information so | can prepare the boxes:
e Approximate size and weight of each set of samples (frozen and fixed)
e Address for where to ship the boxes.
Thank you kindly for your help,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From:: B6

Sent: Monday, January 07, 2019 2:59 PM

To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject: RE: Suspect grain free canine DCM case

| was just following up regarding the grain free DCM case | had contacted you about prior to the
holidays with ICSR number is 2060525 and the report ID is 250430. | was hoping to find out about
receiving shipping materials for our samples.

Thank vou and hope you had a great holiday,

B6

From:; B6 i

Sent: Saturday, December 22, 2018 2:21 PM

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

Cc: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Peloquin, Sarah
<Sarah. Peloguin@fda.hhs.gov>

Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number 1s 2060525 and the report ID 1s 250430.

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs, gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To:i B6 i

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

We would absolutely appreciate collecting those samples.

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?
https. //www. safetyreporting. hihs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

FDA-CVM-FOIA-2019-1704-009701



Thank you again for your help and collaboration. Happy Holidays,
Jen

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

I G Wi %R T R b

From:; B6

Sent: Wednesday, December 19, 2018 2:32 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hihs gov>

Cc: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs. gov>
Subject: Suspect grain free canine DCM case

Hello, my name is: B6 iand | am a veterinary cardiologist ini____B6 | Josh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let

me know if you would like me to proceed with sending samples to Vet-LIRN.

Thank you for all of your help,
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From: B6

To: Jones, Jennifer L
Sent: 8/30/2019 4:32:25 PM
Subject: RE: Suspect grain free canine DCM case-800.267-cc-211

Thank vou for getting this back to me. We did also send samples of the left ventricle both frozen and fixed so I am a little
disappointed to see that we didn’t get any results for that.

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

Sent: Friday, August 30, 2019 9:01 AM

To:i B6

Cc: Peloquin, Sarah <Sarah Peloquin/@fda hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-2 11

I got the result back this morning. From the pathologist: “The antemortem diagnosis in this dog that spontancously died
was DCM. While heart was not available. the marked hepatic chronic passive congestion would support significant cardiac
disease.”

Please share the results with the owner.

Thank vou kindly,

Jen

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

US. FOOD & DRUG - nis
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From: Jones, Jennifer L

Sent: Monday, August 26, 2019 7:31 AM

To:i B6
Cc: Peloquin, Sarah <Saral. Peloguinig fda hhs. gov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-2 11

The pathologist is reviewing his records. If he hasn’t reviewed it, I've requested that he review it first this week.
I’'m so sorry for the delay.
Jen

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

LS. FOOE & DRUG
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From:; B6 i

Sent: Friday, August 23,2019 11:29 AM

To: Jones, Jennifer L <Jennifer Jones @ tda hhs cov>

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

Hi Jen, were you able to get any information for me? The owner continues to call us and is very upset that we haven’t heard
anything.

Thank vou,

FDA-CVM-FOIA-2019-1704-009709



From: Jones, Jennifer L <Jennifer Jones'afda hhs sov>

Sent: Monday, August 12, 2019 10:17 AM

To:i B6

Subject: RE: Suspect grain free canine DCM case-800.267-cc-2 11

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

W5, FOOM & DRLG
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From:i B6

Sent: Friday, August 09, 2019 12:49 PM

To: Jones, Jennifer L <Jennifer Jonesafdahhs.cov>

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

Hi Jen, just checking in to see when the histopath reports for my patient ill be available.

Thank vou,

From: Jones, Jennifer L <Jennifer Jones'afda hhs sov>

Sent: Thursday, June 13, 2019 7:19 AM

To:i B6

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

Hii B6 :
No worries. I expect the histopathology should be read in the next 2-3 weeks.
Please let me know if vou need additional updates : )

Jen

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

‘ 4@3%
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From:i B6

Sent: Friday, June 07, 2019 5:09 PM

To: Jones, Jennifer L <Jenniter Jonesa:fda hihs.cov>

Subject: RE: Suspect grain free canine DCM case-800.267-cc-2 11

I apologize that I keep harassing vou but are there any updates as far as when the histopath will be available? My client has
called several times and if I can give him an ETA that would be very helpful.

Thank you,

From: Jones, Jennifer L <Jenniter Jones ¢ fda hhs gov>

Sent: Monday, May 06, 2019 4:05 AM

To: ! B6

Subject: RE: Suspect grain free canine DCM case-800.267-cc-2 11
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The tissues are being prepped for histopathology. As soon as they are done, our pathologist will review them. I'll send the
results as soon as possible.

Thank you,

Jen

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

G G T 4 )

From:: B6

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

Hi Jen, I was just following up on the samples I submitted for Thor several months ago to see if there are any results.

Thank you,

From: Jones, Jennifer L <Jennifer Jongs«w fda bhs.gov>
Sent: Wednesday, March 13, 2019 4:01 AM

To:! B6
Cec: Peloquin, Sarah <Sarah, Peloquinig tda hhs.gov>

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

........... -

Good momingi B6

Thank you for the email. We should be scheduling an appointment to prepare the next set of tissues for histopathology in
the coming weeks. It’ll then be a few more weeks after that to get the slides prepared and read by our pathologist.

I'll Iet vou know as soon as I get a report.

Thank you again for helping with the investigation,

Jen

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

il 0.5, FOOD & DRUG
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From:! B6
Sent: Tuesday, March 12, 2019 7:55 PM

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

Hi Jen, I was just curious if you had any idea about how long it takes to hear back after submitting samples.

From: Jones, Jennifer L <Jennifer Jones« fda hhs cov>

Sent: Thursday, January 31, 2019 6:31 AM

To:: B6

Cc: Peloquin, Sarah <Sarah Peloquiniafda hhs gov>

Subject: RE: Suspect grain free canine DCM case-800.267-ce-211

FDA-CVM-FOIA-2019-1704-009711



Thank vou for submitting the report. We can send yvou 2 boxes to collect the fixed and frozen samples. You will reuse the

boxes we send and package the samples per the instructions in the box. You’'ll affix the prepaid shipping label to the box

and call UPS for a pick-up on Monday-Wednesday. Please send me the following information so I can prepare the boxes:
e Approximate size and weight of each set of samples (frozen and fixed)

e Address for where to ship the boxes.
Thank vou kindly for vour help,
Jen

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

o s, FOOD & DRUG
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From:! B6

Sent: Monday, January 07, 2019 2:59 PM

To: Jones, Jennifer L <Jennifer Jonesiatdaihs. cov>
Subject: RE: Suspect grain free canine DCM case

I was just following up regarding the grain free DCM case I had contacted you about prior to the holidays with
ICSR number is 2060525 and the report ID is 250430. I was hoping to find out about receiving shipping materials
for our samples.

Thank you and hope you had a great holiday,

Fromi B6 i
Sent: Saturday, December 22, 2018 2:21 PM

Cc: Reimschuessel, Renate <Renate Renmschuesselw fda.hhs gov>: Peloquin, Sarah <Sarah Peloquinia tda hhs . gov>
Subject: Re: Suspect grain free canine DCM case

Thank you so much for your help. I submitted a complain with as much information as I could. The ICSR
number 1s 2060525 and the report ID 1s 250430.

Have a great holiday and new year,

From: Jones, Jennifer L <Jennifer Jones« fda hhs gov>
Sent: Wednesday, December 19, 2018 11:39:49 AM
To:i B6 |

Cc: Reimschuessel, Renate; Peloquin, Sarah

Subject: RE: Suspect grain free canine DCM case

In order for me to send you a box to collect the samples, I'll need an official report. You can mention in the
report, that | recommended you submit a complaint. Can you please submit a consumer complaint here?

FDA-CVM-FOIA-2019-1704-009712



https:/iwww. safetyreporting. hhs. gov/

Please send me the ICSR number (confirmation code) to help me locate the report. I'll ship a box to you after
the new year because of the holidays.

Thank you again for your help and collaboration. Happy Holidays,

Jen

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

' %, FOOD & DRUG
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From:i B6 i

Sent: Wednesday, December 19, 2018 2:32 PM

To: Jones, Jennifer L <Jennifer.Jones@ifda. hhs. gov>

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda hihs. gov>
Subject: Suspect grain free canine DCM case

Hello, my name is! Bé iand | am a veterinary cardiologistin; B6 ! Josh Stern gave me your
contact information after | had a patient experience a sudden death following a diagnosis of DCM while on a
grain free diet (Taste of the Wild — Prey). Unfortunately, | did not receive the full necropsy protocol until after the
body had been picked up for cremation services but he had suggested | get a sample of heart, skeletal muscle,
liver, and serum so | have frozen and fixed samples from the left ventricle, skeletal muscle, and liver and there
should be some serum in the fridge. | would love to send these samples in if they will be at all helpful. Please let

me know if you would like me to proceed with sending samples to Vet-LIRN.

Thank you for all of your help,

B6 i
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Client:

Patient: B 6

Initial Complaint:

Initial Complaint:

Initial Complaint:

Initial Complaint:

Initial Complaint:

Initial Complaint:
Cardiology N/R Yearly

SOAP Text Jul 32014 12:19PM - Rush, John

Initial Complaint:
Cardiology recheck

SOAP Text Nov 62014 3:31PM B6 i

Page 21207
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Client: B 6

Patient:

Initial Complaint:
Recheck - Rush

Initial Complalnt

Chief New - ' B6 i

SOAP Text Dec 16 2015 9:28AM - B6 i

12/16/2015 9:28:10 AM EXAM, GENERAL

____E_i_§__'1s a 4 yo FS Pitbull, presenting for a history of} B6 5

-Hx of rads at DVM which showed calcification of i B6 i
-Hx of Grade II/VI left 51ded systolic heart murmur (evaluated by Dr. Rush at TCSVM)--Aortlc stenos1s w/mitral valve thickening

-Currently on Glucosamine and fish oil supp.
-E/D well, no V/D/C/S

-Only pet in household

-UTD on vax

Qbiective (O

B6

H/L: NSA with Grade III/VI systolic heart murmur (left sided); Eupneic; Normal bronchovesicular sounds bilaterally with no
crackles/wheezes ausculted. FPSS.

Assessment (A)

Al Bilateral stifle effusion--R/O CrCL tear (R>L) -vs- Other soft tissue injury (i.e. collateral ligament damage vs other)

A2: Hx¢ B6
A3: Hx of Grade III/VI systolic heart murmur--Aortlc stenosis w/mitral valve thickening

B6

Page 3/207

Plan (P)

SOAP completed by B6 ;
SOAP reviewed by:
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Client: B 6

Patient:

Prescribed 4 B6 8 -
Instructions - Give 1 capsule by mouth 3 times daily starting 1/19/16 a.m - Expires: 12/30/2016 No Refills
Initial Complaint:

SOAP Text Jan 152016 9:46AM - Rush, John

Initial Complaint:
d/o chief, eventually admit to B ward, i
**Owner to sit with dog in waiting room until pre-med, ok per } B6

SOAPText | BB 7:49AM-| B6

Bé ;

......................... -

Objective

B6

H/L: TI-ITI/VI left sided systolic murmur, NSR, FPSS. Normal BV sounds bilaterally, no crackles or wheezes.

B6

Assessment

Al: bilateral CCL ruptures (R>L)

A2: Heart murmur: secondary to Aortic stenosis with mitral valve thickening
A3: History of calcenean tendon calcification

Plan

Page 41207
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Client: B 6

Patient:
"SOAPText] B6  7:18AM- Clinician, Unassigned FHSA
Subjective
{ 'B6_tisa 5 yo SF pit bull 1 day post-op forari ___ B8 __procedure.{ BE_}has a history of Grade II/VI left sided systolic heart
murmur (evaluated by Dr. Rush at TCSVM)--Aortic stenosis w/mitral valve thickening. Also has history of{ | B6 §
— S

Overnight patient remained calm, ate well and had normal urination/defecation.

BAR, slightly tentative, euhydrated, BCS {Bé!

Obiective

B6

H/L: III/VI left sided systolic murmur again noted. NSR. FPSS. Normal BV sounds bilaterally. no crackles or wheezes

B6

Assessment
Al: 1 day post-op left TPLO- recovering
A2: History of aortc stenosis

Plan
Continue supportive care
Medications

- B6

B6

SOAP Text i | B6 SSAM - Clinician, Unassigned FHSA
Subjective I
i B6_lisa 5 yo SF pit bull 2 days post-op for ai__ Be " procedure.] B6__} has a history of Grade II/VI left sided systolic heart
murmur (evaluated by Dr. Rush at TCSVM)--Aortic stenosis w/mitral valve thickening. Also has history of 7™ "™ "5~~~}
calcification.

Page 5/207
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Client:
Patient: B 6

Overnight patient remained calm, ate well and had normal urination/defecation.

Objective

B6

H/L: III/VI left sided systolic murmur again noted, NSR, FPSS. Normal BV sounds bilaterally, no crackles or wheezes

B6

A2: History of aortc stenosis

Plan
TGH today
Meds TGH

1 B6

Initial Complaint:
Ortho Special

SOAP Text Feb 32016 8:38AM-§

B6

2/3/2016 8:38:52 AM EXAM, GENERAL

Page 6/207
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Client:
Patient:

B6

Subjective (S)

Objective (0)

T: HR: RR:

EENT:
PLN:
H/L:
Abd:
UG:
MSI:
Neuro:

Assessment (A)

Al:
A2:

Plan (P)

BW:

SOAP completed by:
SOAP reviewed by:

Initial Complaint:

SOAP Text Mar 23 2016 9:34AM - B6

Chief recheckB6__xr:

3/23/2016 9:35:03 AM EXAM, GENERAL

_physical therapy sessions at Canine i B6 iP is currently on{ B8 isupplementation and{ _B6 }O would like
{___..Bs ___itobedoncon B6 “because she is concerned that the!___B6___iwill need to be repaired as well. O has no other
concerns.

Objective (O)

B6

H/L: aorﬁc sfenosis, III:IV/\/I niunnur, normal bronchovesicular sounds bilaterally

B6

Assessment (A)

A1l Hx of partial right B6 ) performed previously, healing well

A2: Hx of right

B6 i

A3: Hx of grade II-IV/VI systolic heart Murmur- aortic stenosis w/ mitral thickening

Page 71207
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Client:

Patient: B 6

Plan (P) e ,
P1: Sedation and Radiographs¢  B6 lview radiographs)

P2: P can return to normal exercise (as allowed with cardiac disease)

SOAP completed by B6
SOAP reviewed by:

Initial Complaint:

Emergency

SOAP Text Oct 72016 2:27PM - Clinician, Unassigned FHSA

10/7/2016 2:31:26 PM NEW VISIT (ER)

Doctor:, B6 ;
Student:! B6 5

Presenting complaint: chronic weight loss for the past few months
Referral visit? yes

Diagnostics completed prior to visit: Abdominal and thoracic radiographs, CBC/Chem

HISTORY:

B6

EXAM:

P S7h iV LV B v o

C/V: grade 2/6 systolic ejection quality murmur; no arrhythmia ausculted

B6

DIAGNOSTICS:

Page /207
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Client: B 6

Patient:

10/7 (Tufts):

Cardiology consult with echocardiogram:

-Stable SAS (mild to moderate) with mild CVD. There is mild LA enlargement. The cardiac structure appears similar to last exam.
We do not have previous chest radiographs here at Tufts, so it is difficult to say if the cardiomegaly seen on radiographs this week is
progressive. Given that the heart is otherwise stable, no cardiac medications are indicated. If infection is suspected, there should be
a low threshold for starting antibiotics given the SAS. Recheck echocardiogram in 6-9 months.

ASSESSMENT:

Al: Weight loss, chronic: r/o IBD vs EPI vs. Vit B12 deficiency vs. other malabsorption disease vs. neoplasia (considered much less
likely)

A2: Systolic murmur - previously diagnosed SAS, mitral valve diseas, LA enlargement

i B6 i

4

PI.AN:

B6

Client communication:

unfortunately cannot peform an abdominal ultrasound today because of their full schedule and inability to send her on an emergency
basis on a Froday afternoon because she is not critical. Recommended an appointment with the internal medicine service at which
time further diagnotics and recheck echo could be done - likely could schedule within 1-2 weeks. Owner stated that her rdvm wished
for the dog to get an ultrasound today and that's why they send her. Offered to look at internal meds schedule to find her the earliest

A S
..............

normal proceedings.

After cardio consult (much unchanged from previous visit), discussed additional work-up and again recommended Internal Medicine
consultation. At that time, a fasted GI panel and abdominal ultrasound could be performed as well as other testing that may be
indicated. In the meantime, try increasing meal size, weight her weekly, and keep track of bowel movements. Owner was
appreciative in the end and apologized for earlier frustration.

B6 i

Initial Complaint:
*Video* weight loss, U/S

............................. -

SOAP Text Oct 17 2016 10:54AM -l B6 i

PC: weight loss of last ~6 weeks, more flatulence as well.

Stools have been historically normal, but recently soft otherwise normal. No vomiting. Occasional sneezing, normal for her. Hacks
occasionally - sometimes afier coming inside, sometimes with exercise. Eye discharge from one eye more than the other at times.
Strong energy level, but perhaps more quiet? H/o mild-mod SAS and mild CVD - patient of Tufts Cardio Service

Diet - Orijens 6 fish - 2 cups BID (incr from 1cup BID 2 weeks ago)

Page 9/207
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Client:
Palt?:nt: B 6

Meds - B8 + probiotic yogurt

B6

H/L - Gr II/VI HM, normal BV sounds bilat

B6

Chronic (>1 month) weight loss and flatulence - r/o IBD vs neoplasia vs parasitic
Mild jejunal changes - r/o IBD
Mild adrenal enlargement - /0 adenoma, hyperplasia

Plan;

Initial Complaint:
Recheck-Rush

SOAP Text Jan 252017 8:39AM - Rush, John

Initial Complaint:
IM Tech, B12 - Told to FAST

Other pef B6 ihasa 10am withi _ B6

I AN Pt 4
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Client:

Patient: B 6

SOAP Text Jan 25 2017 10:33AM - IM Technician, Scheduling

Initial Complaint:
Recheck-Rush

SOAP Text Jan 18 2018 2:29PM - Rush, John

Initial Complaint:
Recheck-Rush

SOAP Text Apr 17 2018 11:42AM - Rush, John

Initial Complaint:
Recheck-Rush

SOAP Text Jul 26 2018 3:42PM - Rush, John

Initial Complaint:
Recheck - Rush

SOAP Text Sep 28 2018 12:34PM - Rush, John

Disposition/Recommendations

Page 11/207
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Client:
Patient: B 6
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Client:
Patient: B 6

ARCHIEVED INS. CLAIM FORM 6/13

Page 14/207

FDA-CVM-FOIA-2019-1704-009733



Client: B 6

Patient:

ARCHIEVED RDVM RECORDS
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Client: B 6

Patient:

I——

ARCHIEVED RDVM RECORDS

-
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Client: B 6

Patient:
ARCHIEVED RDVM RECORDS

% tm%ﬁ“z
: W B6

ﬁmﬂ Teery

B o
o ke ?-'?-Wfi WL hw]
fuﬂ

Page 17/207

FDA-CVM-FOIA-2019-1704-009736



Client:
Patient: B 6

ARCHIEVED RDVM RECORDS

o .

Page 18/207

FDA-CVM-FOIA-2019-1704-009737



Client: B 6

Patient:

ARCHIEVED RDVM RECORDS

RA
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Client: B 6

Patient:

ARCHIEVED RDVM RECORDS

Mg
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Client: B 6

Patient:

ARCHIEVED RDVM RECORDS
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Client:
Patient: B 6

ARCHIEVED RDVM RECORDS

INVOICE
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Attachments: “BAp 11719 paE (!:ardio report 1-17-19.pdf; discharge 1-17-19.pdf

To: Jones, Jennifer L
Sent: 2/24/2019 11:57:16 PM
Subject: B6 i

Hi Jen

This is for: B6

Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 244864, was successfully submitted on
10/9/2018 10:05:22 AM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of

2055827.

Dog had recheck 1/17/19 and had significantly improved myocardial contractility after diet change (and lower

BNP) — reports attached

We will recheck again in April
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org
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From: Andrea Fascetti <ajfascetti@ucdavis.edu>

To: Jones, Jennifer L

Sent: 6/14/2019 5:51:24 PM

Subject: Re: Amino Acid Contract Updates
Attachments: Normal Dog U AA 06142019.xlIsx

Hi Jen - Please find attached results for normal dogs.
Let me know if you have any questions about these findings.

Is it possible to set up a call - I had a few questions that might be easier to discuss in person regarding your
email.

I am out on vacation next week - we will be if __B6 i but if you are available, I should have some time no

................... -

Monday to chat (at least we would both be on the same time zone).
Might that work for you?
Kind regards -

Andrea

On Jun 13, 2019, at 11:42 AM, Jones, Jennifer L <jennifer jones@tda hhs.gov> wrote:

Thank you, and | hope all is well.
Kind regards,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)

FDA-CVM-FOIA-2019-1704-009936



8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

Web: hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Jones, Jennifer L
CcC: Carey, Lauren
Sent: 7/30/2019 12:28:35 AM
Subject: Made one edit on one slide - could you please bring this one to AVMA?
Attachments: FDA CVM_DCM presentation to AVMA meeting 8.2.2019.pptx

Thanks!

Lee Anne

Lee Anne M. Palmer, 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.palmer@fda.hhs.gov
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Norris, Anne

CcC: Palmer, Lee Anne; Jones, Jennifer L
Sent: 12/6/2018 7:43:49 PM

Subject: DCM Epi #'s

Attachments: December 2018 DCM Update.doc
Anne,

Forwarding our numbers to you. Lee Anne and Jen have had a chance to look at it, so | think we’re all on the
same page on our side. Let me know what | can help with.

Thanks,
Lauren

Lauren Carey, DVM

Veterinary Medical Officer / Adverse Event Review Team

Center for Veterinary Medicine

Office of Surveillance and Compliance
U.S. Food and Drug Administration
Tel: 240-402-5732

Fax: 240-276-9993
Lauren.Carey@fda.hhs.gov

U.S. FOOD & DRUG
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: 11/8/2018 11:25:35 AM
Subject: RE: reported cases
HiJen .

| have about 8 more to report that I've gotten behind on — I'll catch up on those this weekend.

Darcy, Josh, Ryan, John, and | wrote an update on the DCM issue which will be published in JAVMA Dec 1.
We've been hearing a lot of confusion and misinformation so hopefully this will remind people that it's not just
taurine deficiency and it's not just grain-free diets. And that people should be reporting cases to you to help get
this figured out quickly. So, you may start to get more cases reported.

Also, | was talking to Darcy yesterday and we were wondering if it would be worth another call to catch up.
Thanks!
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent: Wednesday, November 07, 2018 10:11 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>

Subject: RE: reported cases

Hi Lisa,
We have all of the cases you listed below except | B6 !Its fine to send me the additional records for the

cases @

Thank you for your tireless efforts at getting us the information.
It's greatly appreciated!!
Jen

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

U.S. FOOD & DRUG .- wam ...
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From: Freeman, Lisa <l jsa.l-reeman@édiufts edy>
Sent: Monday, October 01, 2018 3:51 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: reported cases

Hi Jen
| was looking through which cases I've submitted (have a bunch more to add) and saw that 3 were in a separate

FDA-CVM-FOIA-2019-1704-009940



account and there a few that are not showing up as having been reported.
1. Could you check to see that these 3 are listed as having been reported?
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2. Also, | have a 3 others that are not listed in my account but I'm pretty sure | reported. If not, I'll get them

submitted:
°
- B6
°

3. | keep sending you the extra medical records that won't fit in the reporting portal. |s there someone else |

should send these to so | don't keep clogging your inbox?

Many thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>
To: Palmer, Lee Anne

CcC: Carey, Lauren; Hartogensis, Martine

Sent: 6/26/2018 5:58:55 PM

Subject: RE: If you can share the new file from the Cardiologists that mention Nutro, that would be great -
thanks!

Attachments: CVCA-Diet Breakdown by Brand.xlsx; CVCA-Diet Breakdown by Breed.xIsx

Absolutely! These are the two we received from CVCA. I've included them in my indexing. The really interesting
brand is Natural Balance Grain Free-These are 3 labrador retrievers-no legumes but a ton of starch from
potatoes.

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

i LS, FOOD & DRUG

YIS R AT O

From: Palmer, Lee Anne

Sent: Tuesday, June 26, 2018 1:31 PM

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

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: If you can share the new file from the Cardiologists that mention Nutro, that would be great - thanks!

Hi Jen — | apologize if | missed the email, but please send the new cases — thanks!
Lee Anne
Lee Anne M. Palmer, VMD, MPH

Team Leader HFV-242, Supervisory VMO

Center for Veterinary Medicine

OSC, Division of Veterinary Product Safety
U.S. Food and Drug Administration

Tel: 240-402-5767
Leeanne.palmer@fda.hhs.gov

U.S. FOOD & DRUG
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From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>

To: Norris, Anne; Jones, Jennifer L; Rotstein, David; Edwards, David; Hartogensis, Martine;
Burkholder, William; Palmer, Lee Anne; DelLancey, Siobhan

CcC: Carey, Lauren; Lovell, Randall A; Ceric, Olgica; Nemser, Sarah; Conway, Charlotte; Atkinson,
Krisztina Z; Hodges, April

Sent: 5/22/2018 12:36:06 PM

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

That sounds like a reasonable approach

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN
Phone 1-240-402-5404

Fax 301-210-4685
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

From: Norris, Anne

Sent: Tuesday, May 22, 2018 8:34 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina. Atkinson@fda.hhs.gov>; Hodges, April
<April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

From: Jones, Jennifer L

Sent: Tuesday, May 22, 2018 8:31 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David. Edwards@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

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

FDA-CVM-FOIA-2019-1704-009948
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From: Rotstein, David

Sent: Tuesday, May 22, 2018 8:25 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<garah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

B5

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

W ,%
Wil ihezadd

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

From: Reimschuessel, Renate

Sent: Tuesday, May 22, 2018 8:18 AM

To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

FDA-CVM-FOIA-2019-1704-009949
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Just some food for thought.... rr

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN
Phone 1-240-402-5404

Fax 301-210-4685
http:// www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

From: Edwards, David

Sent: Tuesday, May 22, 2018 7:54 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hi everyone,

B5

B5

B5
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Thanks,
Dave

From: Rotstein, David

Sent: Monday, May 21, 2018 7:49 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

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

From: Hartogensis, Martine

Sent: Monday, May 21, 2018 7:47 AM

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thanks Bill and your concerns are noted!

B5
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Thank you all for your help and dedication to this fascinating issue!

Martine

From: Burkholder, William

Sent: Friday, May 18, 2018 5:04 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5 ,

Bill
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What Socrates is really supposed to have said: **The only true wisdom is in knowing that you know nothing.”

From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thanks, Jen, very interesting issue! ! B5

B5

7 o

| also cleaned up and B5 | (added a few things). Thanks — hope we can figure
this one out!

Lee Anne

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 1:54 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<8arah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Any other ideas or suggestions?

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

US. FOOD & DRUG -,

From: Hartogensis, Martine

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,

FDA-CVM-FOIA-2019-1704-009953



Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thank you Jen! Sounds good and looking forward to the meeting.

Martine

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 6:42 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

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

b2 Aty

From: Hartogensis, Martine

Sent: Thursday, May 17, 2018 7:52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, excellent work! One question though...é B5

BS

Thanks in advance!

Martine

From: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs. gov>

Date: May 17, 2018 at 2:27:35 PM EDT

To: Palmer, Lee Anne <LeeAnne Palmer@fda.hhs.gov>, Hartogensis, Martine

<Martine Hartogensis@ftda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs. gov>
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Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne Norris@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate. Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda.hhs gov>, Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Indeed! Brands mentioned included California Naturals, Rachel Ray, Ellen DeGeneres’ Halo brand - esp the
vegan formulation - and a few other niche brands I didn’t catch.

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

Date: May 17, 2018 at 2:14:48 PM EDT

To: DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Hartogensis, Martine

<Martine. Hartogensis(@@fda.hhs.gov>, Jones, Jennifer L <Jennifer. Jones(@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@tda.hhs. gov>, Ceric, Olgica <Olgica.Ceric(@fda hhs.gov> Nemser, Sarah
<Sarah.Nemser(@tda.hhs. gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hah! Perfect timing! VWe're all heading down the same path...

From: DelLancey, Siobhan

Sent: Thursday, May 17, 2018 2:13 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

cardiomyopathies. See attached slide.

From: Palmer, Lee Anne <LeeAnne Palmer(tda hhs.gov>

Date: May 17, 2018 at 2:06:04 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda. hhs.gov>, Jones, Jennifer L <Jennifer Jones(fda. hhs.gov>,
Rotstein, David <David.Rotstein@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@fda. hhs.cov>, Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs. gov>,
Ceric, Olgica <Olgica. Ceric(@fda. hhs. gov>, Nemser, Sarah <Sarah Nemser(@fda hhs gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5
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From: Hartogensis, Martine

Sent: Thursday, May 17, 2018 11:59 AM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

FDA-CVM-FOIA-2019-1704-009956



Excellent work Jen!!

Martine

From: Jones, Jennifer L

Sent: Thursday, May 17, 2018 11:29 AM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Please see the PPT for the rationale/summary

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

LS. KOO0 & DRUS @%
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From: Rotstein, David

Sent: Monday, May 14, 2018 10:22 AM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

I do not know B5 Once we get a better handle on a specific cause, we can work on that.

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>, Jones,
Jennifer L <Jennifer Jones(@tda.hhs gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda.hhs.gov>, Lovell,
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Randall A <Randall.Lovell(@fda hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

This is very interesting. ! B5 .Dave, do you BS
E B5 :

Martine

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,
This is fantastic. B5
B5
B5 2999

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

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David.Rotstein@ftda hhs.gov>, Hartogensis, Martine <Martine. Hartogensis@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov>

Cc: Burkholder, William <William Burkholder@fda.hhs gov>, Carey, Lauren <Lauren.Carey(@tda hhs gov>,
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Norris, Anne <Anne.Norris@ftda. hhs.gov>, DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Lovell,

Randall A <Randall. Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

B5

I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

From: Rotstein, David
Sent: Wednesday, May 9, 2018 4:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine

<Martine . Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!

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

Date: May 9, 2018 at 4:09:18 PM EDT
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To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Rotstein, David <David.Rotstein(@fda.hhs.gov>,
Jones, Jennifer L <Jennifer Jones(fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets
From: Hartogensis, Martine
Sent: Wednesday, May 9, 2018 2:17 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Dave!

Martine

From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

there and we can set the meeting up from that point.

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

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

Subject: RE: DCM

Thank you Jen and Dave! Very interesting and sounds like you all are on it The resident | spoke to was Dr.

B6

Keep us posted!
Thanks again!

Martine

_ Hi Martine,

B5

B5

I'm happy to share more info as needed.
Jen

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

. FOOD & DRUS #Em
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From: Rotstein, David
Sent: Tuesday, May 08, 2018 9:45 AM
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To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: DCM

Martine,

Jen and | spoke with cardiologists from NCSU and a few other institutions. That’s how we were able to get the
information.

B5

B5

B5

Looping in Jen.
Thanks for the update!
dave

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 9:00 AM

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

Thank you Dave! We did not go around yesterday because the Vet-LIRN folks came in for their routine

presentation.

B5

Martine

FDA-CVM-FOIA-2019-1704-009962



From: Rotstein, David

Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: Re: DCM

Martine

B5

B5

B5

There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine Hartogensis(@fda hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

To: Rotstein, David <David.Rotstein(@fda.hhs.gcov>

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

Martine
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>

To: Norris, Anne; Rotstein, David; Jones, Jennifer L; Reimschuessel, Renate; Edwards, David;
Hartogensis, Martine; Burkholder, William; DeLancey, Siobhan

CcC: Carey, Lauren; Lovell, Randall A; Ceric, Olgica; Nemser, Sarah; Conway, Charlotte; Atkinson,
Krisztina Z; Hodges, April

Sent: 5/22/2018 1:12:50 PM

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

From: Norris, Anne

Sent: Tuesday, May 22, 2018 8:49 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine
<Martine . Hartogensis@fda.hhs.gov>; Burkholder, William <William Burkholder@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina. Atkinson@fda.hhs.gov>; Hodges, April
<April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

That should be fine. | apologize if we already discussed this, B5

B5

From: Palmer, Lee Anne

Sent: Tuesday, May 22, 2018 8:39 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards,
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder,
William <William.Burkholder@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
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<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

B5

From: Rotstein, David

Sent: Tuesday, May 22, 2018 8:37 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

Anne,

Agreed.

B5

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

& DRUG

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

From: Norris, Anne

Sent: Tuesday, May 22, 2018 8:34 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>

FDA-CVM-FOIA-2019-1704-009965



Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

From: Jones, Jennifer L

Sent: Tuesday, May 22, 2018 8:31 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

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

Sent: Tuesday, May 22, 2018 8:25 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison
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CVM OSC/DC/CERT
7519 Standish Place
240-506-6763 (BB)

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

From: Reimschuessel, Renate

Sent: Tuesday, May 22, 2018 8:18 AM

To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

Just some food for thought.... rr

Renate Reimschuessel V.M.D. Ph.D. Vet—-LIRN
Phone 1- 240-402-5404

Fax 301-210-4685
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm
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From: Edwards, David

Sent: Tuesday, May 22, 2018 7:54 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hi everyone,

Thanks,
Dave

From: Rotstein, David

Sent: Monday, May 21, 2018 7:49 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Monday, May 21, 2018 7:47 AM

To: Burkholder, William <William.Burkholder@fda.hhs.gov>: Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thanks Bill and your concerns are noted!

Jen, does CVCA know we need individual complaints for each case? We need to tell them and we may only
reach a subset of the cases.

Thank you all for your help and dedication to this fascinating issue!

Martine

From: Burkholder, William

Sent: Friday, May 18, 2018 5:04 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5
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Bill

What Socrates is really supposed to have said: *“The only true wisdom is in knowing that you know nothing.”

From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

| also cleaned up anoé B5 added a few things). Thanks — hope we can figure
this one out! ‘

Lee Anne

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 1:54 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Any other ideas or suggestions?

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

5. FO00 & DRUG &fm
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From: Hartogensis, Martine

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thank you Jen! Sounds good and looking forward to the meeting.

Martine

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 6:42 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<8arah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

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

Sent: Thursday, May 17, 2018 7:52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

Thanks in advance!

Martine

From: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs. gov>

Date: May 17, 2018 at 2:27:35 PM EDT

To: Palmer, Lee Anne <LeeAnne Palmer(@fda.hhs.gov>, Hartogensis, Martine

<Martine Hartogensis@ftda.hhs.gov>, Jones, Jennifer L <Jennifter Jones@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne Norris@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate. Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda.hhs gov>, Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Indeed! Brands mentioned included California Naturals, Rachel Ray, Ellen DeGeneres’ Halo brand - esp the
vegan formulation - and a few other niche brands I didn’t catch.

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

Date: May 17, 2018 at 2:14:48 PM EDT

To: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Hartogensis, Martine

<Martine. Hartogensis(@@fda.hhs.gov>, Jones, Jennifer L <Jennifer. Jones(@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@tda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda.hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hah! Perfect timing! VWe're all heading down the same path...

From: DelLancey, Siobhan
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Sent: Thursday, May 17, 2018 2:13 PM

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

<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,

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

<Sarah.Nemser@fda.hhs.gov>
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

As luck would have it, I'm at CE today listening t B6

cardiomyopathies. See attached slide.

talk about nutrition and

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>
Date: May 17, 2018 at 2:06:04 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Jones, Jennifer L <Jennifer.Jones(@fda . hhs.gov>,

Rotstein, David <David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@tda.hhs.gov>, DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Lovell,

Randall A <Randall. Lovell@@fda. hhs.gov>, Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>,

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

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets
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From: Hartogensis, Martine

Sent: Thursday, May 17, 2018 11:59 AM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent work Jen!!

~-Just a few questions Bs

B5

Martine

From: Jones, Jennifer L

Sent: Thursday, May 17, 2018 11:29 AM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5
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Please see the PPT for the rationale/summary

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

/Aww
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From: Rotstein, David

Sent: Monday, May 14, 2018 10:22 AM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

I do not know: B 5 Once we get a better handle on a specific cause, we can work on that.

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

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

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall. Lovell{@fda. hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

This is very interesting. | BS :..Dave, do you have any idea

B5

Martine

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5
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From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

This is fantasticé B5

B5

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

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David.Rotstein@ftda hhs.gov>, Hartogensis, Martine <Martine Hartogensis@tda.hhs.gov>,
Jones, Jennifer L <Jennifer. Jones@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs. gov>,
Norris, Anne <Anne Norris@fda. hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(fda.hhs.gov>, Lovell,
Randall A <Randall. Lovell{@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Hi there —itis still VERY ROUGH (will final it up next week sometime B5

I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne
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From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!

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

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Rotstein, David <David. Rotstein(@fda.hhs.gov>,
Jones, Jennifer L <Jennifer Jones(@@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda. hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets
From: Hartogensis, Martine
Sent: Wednesday, May 9, 2018 2:17 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Davel
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From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

| spoke with{ B6 @ Cardiac Care for Pets. He is going to look into times/dates with the cardiologists

there and we can set the meeting up from that point.

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

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

Subject: RE: DCM

Thank you Jen and Dave! Very interesting and sounds like you all are on it! The resident | spoke to was Dr.

B6 |

!
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B6
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Keep us posted!
Thanks again!

Martine

Hi Martine,

I'm happy to shiare more info as rieeded.
Jen

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

Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: DCM

Martine,

Jen and | spoke with cardiologists from NCSU and a few other institutions. That's how we were able to get the
information.

Looping in Jen.
Thanks for the update!

dave
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David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail

the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine
Sent: Tuesday, May 08, 2018 9:00 AM

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

Subject: RE: DCM

Thank you Dave! We did not go around yesterday because the Vet-LIRN folks came in for their routine

presentation.

Martine

From: Rotstein, David
Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Subject: Re: DCM

Martine

There's a way to go on this moving forward.

Dave
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From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

To: Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

Martine
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Schmidt, Rich

CcC: Ceric, Olgica

Sent: 5/7/2018 10:41:29 AM

Subject: Vet-LIRN samples for testing (800.267)
Attachments: 800.267-Covance lab sub form-5.4.2018.xlIs

Good morning Rich,
We shipped another set of samples for testing. The tracking is:

Tracking Number: 12444207009

It should arrive by close of business today.
Thank you,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

Web: hitp://iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him

it .5, FOOLD & DRUG
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; Hartogensis, Martine; Palmer, Lee Anne

CcC: Burkholder, William; Carey, Lauren; Norris, Anne; DeLancey, Siobhan; Lovell, Randall A;
'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Ceric, Olgica; Nemser, Sarah

Sent: 5/17/2018 3:28:30 PM

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Attachments: 800.267-DCM-Grainfree analysis.pptx; DCM-Case Report Analysis-5.17.2018.xls

Please see the PPT for the rationale/summary

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

Sent: Monday, May 14, 2018 10:22 AM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov=>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer(ofda.hhs.gov>, Rotstein, David <David.Rotstein(@fda.hhs.gov>, Jones,
Jennifer L <Jennifer.Jones(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@tda. hhs.cov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

This is very interesting. : B5
i B5 i

Martine

From: Palmer, Lee Anne

FDA-CVM-FOIA-2019-1704-009984



Sent: Friday, May 11, 2018 4:30 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,

Randall A <Randall.Lovell@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

From: Rotstein, David
Sent: Friday, May 11, 2018 4:14 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,

Randall A <Randall.Lovell@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

From: Palmer, Lee Anne <LeeAnne Palmer(@tda.hhs.gov>
Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David Rotstein(@fda.hhs.gov>, Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>,

Jones, Jennifer L <Jennifer Jones(@@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,

Randall A <Randall.Lovell(@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Hi there —itis still VERY ROUGH (will final it up next week sometime

B5
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I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!

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

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones@@tda.hhs.gcov>

Cc: Burkholder, William <William.Burkholder@@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@tda. hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets
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From: Hartogensis, Martine

Sent: Wednesday, May 9, 2018 2:17 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Dave!

Martine

From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

| spoke withj B6 ECardiac Care for Pets. He is going to look into times/dates with the cardiologists
there and we can set the meeting up from that point.

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine
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Sent: Tuesday, May 08, 2018 10:58 AM

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

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: DCM

Thank you Jen and Dave! Very interesting and sounds like you all are on it! The resident | spoke to was Dr.

B6

Keep us posted!
Thanks again!

Martine

Hi Martine,

I'm happy to share more info as needed.

Jen

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

US. FOOD & DRUG .- wim .
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From: Rotstein, David
Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: DCM

Martine,

Jen and | spoke with cardiologists from NCSU and a few other institutions. That’s how we were able to get the

information.
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Looping in Jen.
Thanks for the update!
dave

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 9:00 AM

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

Thank you Dave! We did not go around yesterday because the Vet-LIRN folks came in for their routine
presentation.

Martine

From: Rotstein, David

Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: Re: DCM

Martine

B5
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There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

To: Rotstein, David <David.Rotstein(@fda.hhs.gov>

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

Martine
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Hartogensis, Martine; DelLancey, Siobhan; Palmer, Lee Anne; Rotstein, David

CcC: Burkholder, William; Carey, Lauren; Norris, Anne; Lovell, Randall A; Reimschuessel, Renate;
Ceric, Olgica; Nemser, Sarah

Sent: 5/18/2018 5:53:58 PM

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Attachments: Diet Breakdown by Brand.xlIsx; Diet Breakdown by Brand1.xlsx; Diet Breakdown by Breed.xlsx

Here are the spreadsheets CVCA sent.

Any other ideas or suggestions?

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

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thank you Jen! Sou