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

To: Rotstein. David; Cleary, Mlchael * HQ Pet Food Report Notification;
i B6 .

Sent: 6/11/2019 6:08:45 PM

Subject: Taste of the Wild Sierra Mountain dry: Lisa Freeman - EON-390197

Attachments: 2068089-report.pdf; 2068089-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390197] has been created in the EON System.

A "PDF" report by name "2068089-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 "2068089-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-390197

ICSR #: 2068089
EON Title: Related PFR Event created for Taste of the Wild Sierra Mountain dry; 2068089

AE Date 01/02/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068089

Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain dry

Description: Eating Taste of the Wild Sierra Mountain since June 2018 (Acana Heritage Poultry before that).
This diet was fed to multiple dogs - have not screened other dogs yet so unknown whether they are also affected.
Echo showed reduced contractlllty and mlld left atrial enlargement BNP and troponin mlldly elevated, tropomn

months
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Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 7

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain dry

This report is linked to:
Initial EON Event Key: EON-376361
Initial ICSR: 2061171

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390197

USA

To view the Related PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=10100&
1ssueld=407469& parentlssueTypeld=12

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
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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.
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Report Details - EON-390197

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:
Report Submission Date:
Initial Report Date:
Parent ICSR:
Follow-up Report to
FDARequest:
Reported Problem:

Product Information:

Animal Information:

2068089

Followup

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-06-11 14:02:24 EDT

01/14/2019

2061171

Yes

Problem Description:

Eating laste of the Wild Sierra Mountain since June 2018 (Acana Heritage
Poultry before that). This diet was fed to multiple dogs - have not screened other
dogs yet so unknown whether they are also affected. Echo showed reduced

k Dafe Probiem Staﬂed: 01/02/2019
No

Concurrent Medical
Problem:

Outcome to Date: Stable

Product Name: Taste of the Wild Sierra Mountain dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use

Description:
Information:

See diet history for more details. TOTW fed June, 2018 to
present. Acana Heritage Free Run Poullry before that

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species:

Type Of Breed: Retriever - Golden

Gender: Female
Reproductive Status: Intact
_Pregnancy Status: Not Pregnant

Lactation Status: Not lactating
Weight: 30.4 Kilogram
Age: 3 Years

Assessment of Prior
Health:

Number of Animals 7
Given the Product:

Excellent

Number of Animals 1
Reacted:

Owner Information: Owner Yes
Information
provided:
Contact: Name: E
Phone:i B6
Email:i

FOUO- For Official Use Only 1
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Report Details - EON-390196

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

Report Submission Date:

Initial Report Date:
Parent ICSR:

Follow-up Report to
FDARequest:
Reported Problem:

Product Information:

Animal Information:

2068087

Followup

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-06-11 13:56:24 EDT

02/24/2019

2063118

Yes

BEG diet being fed to 7 dogs. We evaluated her other dog-_____B__§__ iwho had a

murmur and elevated BNP. with reduced contractility and slevatad troponin folind
_0n exam (see previous report - 2061171). Owner worried about this dog's

breathing so we screened her and found reduced contractility, elevated troponin,

but normal BNP Changlng diet on both dogs to Pro Plan Sensitive Skmlstomach

Problem Description:

__B_G Solden 3 years B"'rh'c';rfchvi ______ B6__(Golden 3 years 9 months
Date Problem Started: 01/14/2019
Concurrent Medical No
Problem:

Outcome to Date; Better/Improved/Recovering

Product Name: _Taste ofthe Wild Sierra Mountain Dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use  pescription:
Information:

_ Please see diet history for addifional information

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species:

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered

Weight: 25.8 Kilogram

Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product;

Number of Animals 2

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name: i
Phone:i B6
Email: |

Address: | B6

FOUO- For Official Use Only 1
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Report Details - EON-390197

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

ICSR: 2068089

Type Of Submission: Followup

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

Reporting Type: Voluntary

Report Submission Date: 2019-06-11 14.02:24 EDT
Initial Report Date: 01/14/2019

Parent ICSR: 2061171

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Eating laste of the Wild Sierra Mountain since June 2018 (Acana Heritage
Poultry before that). This diet was fed to multiple dogs - have not screened other
dogs yet so unknown whether they are also affected. Echo showed reduced

: 01/02/2019

No

Problem:

Outcome to Date

: Stable

Product Information: Product Name:

Product Type

Taste of the Wild Sierra Mountain dry
: Pet Food

Lot Number:

Package Type:

Product Use

Information:

BAG

Description: See diet history for more details. TOTW fed June, 2018 to

present. Acana Heritage Free Run Poullry before that

Manufacturer

{Distributor Information

Purchase Location
Information

Animal Information: Name:

Type Of Species:

Type Of Breed
Gender:
Reproductive Status
Pregnancy Status
_Lactation Status
Weight

Age

Assessment of Prior

: Retriever - Golden

- Female

: Intact

: Not Pregnant

: Not lactating

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:

Owner Information:

FOUO- For Official Use Only

: 30.4 Kilogram
: 3 Years
Excellent
7
1
Owner Yes
Information
provided:
Contact: Name:
Phone: B 6
Email:
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: _,_2/24/2Q.1.9_.11;.19_:_] 9 PM
Subject: B6 :
Attachments: rpt_medical_record_preview.pdf
Hi Jen

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

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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Client: B 6

Patient:

C/Vno murmurs_or arrhvthmias ausculted. femoral pulses strong and svnchronous

ASSESSMENT: _
Al B6
PLAN;

" Be

B6 __jl:25:46 PM

Prescribed 4 B6 i
Instructions - Give 1/2 tablet orally every 12 hours. Give with food. - Expires: 7/1/2018 No Refills

Initial Complaint:
Cardiology DCM study

SOAP Text Jan 16 2019 3:09PM - Rush, John

Subjective
Objective
Assessment

Plan
Disposition/Recommendations

Page 2/20
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Client:
Patient:

B6
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Client:

B6

Patient:
Patient History

2:06 AM Vitals
2:06 AM Vitals
2:06 AM Vitals
2:06 AM Vitals
2:06 AM Vitals

B 6 11:40 AM Email
1:27 PM Appointment
1:.30 PM UserForm

02:03 PM Treatment

3:14 PM UserForm

Page 5/20
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;; B6
Sent: 2/24/2019 11:24:38 PM

Subject: Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-380714
Attachments: 2063118-report.pdf; 2063118-attachments.zip

A PFR Report has been received and PFR Event [EON-380714] has been created in the EON System.

A "PDF" report by name "2063 118-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063118-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-380714
ICSR #: 2063118
EON Title: PFR Event created for Taste of the Wild Sierra Mountain Dry; 2063118

AE Date 01/14/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063118

Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain Dry

Description: BEG diet being fed to 7 dogs. We evaluated her other dog, LBG who had a murmur and elevated
BNP, with reduced contractility and elevated troponin found on exam (see previous report - 2061171). Owner
worried about this dog's breathing so we screened her and found reduced contractility, elevated troponin, but

normal BNP. Changing diet on both dogs to Pro Plan Sensitive Skin/Stomach Salmon and will recheck in 3
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Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 7

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain Dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 ..

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-380714

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=397723

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

FDA-CVM-FOIA-2019-1704-008103



you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380714
ICSR; 2063118

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 18:16:40 EST

Reported Problem: Problem Description:  BEG diet being fed to 7 dogs. We evaluated her other doq B6 iwhohada

murmur and elevated BNP, with reduced contractility and Blavatad troponin found
_ On exam (see previous report 2061171). Owner worried about this dog's
breathing so we screened her and found reduced contractility, elevated troponin,
but hormal BNP Changing diet on both dogs to Pro Plan Sensitive Skin/Stomach

i Bs iGolden 3 years B months B6 -Golden 8 years 9 months

Date Problem Started: 01/14/2019

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Information: Product Name: Taste of the Wild Sierra Mountain Dry
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use  pescription: . Please see diet history for additional information
Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Name: i B6 |
Type Of Species: Dog
Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered
Weight: 25.8 Kilogram
Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product:

Number of Animals 2

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

B6

Phone;

Email:

- B6

Unlted States

Address i

Healthcare Professional practice Name:  Tufts Cimmings School of Veterinary Medicine

FOUO- For Official Use Only 1
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Report Details - EON-376363
ICSR; 2061172

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-14 17:14:59 EST

Reported Problem: Problem Description:  Eating BEG diet. developed DCM and CHF 4/11/18 Owner changed diet to Royal

Canin Early Cardiac and dog has improved significantly. Will recheck again in 3
_months. Have not gotten approval for you o contact owner but sent an email today

Date Problem Started: 04/11/2018

Concurrent Medical No
Problem:

Outfcome to Date: Better/Improved/Recovering

Product Information: Product Name: = Zignature kangaroo dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use Description: = See diet history for more details. Zignature Sept 2017-April
Information: 2017 Acana Pork/Squash before that
Manufacturer

/Distributor Information:

Purchase Location
Information:

Animal Information: Name: : B6 |
Type Of Species: Dog
Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered
Weight: 26.3 Kilogram

Age: iB6} Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name:
Phone:é B 6
Email:|

Address: ; B 6

United States
Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine
Information: _

Contact: Name: = lisaFreeman
Phone: (508) 887-4523
Email; lisa.freeman@tufts.edu

FOUO- For Official Use Only 1
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification§

10/8/2018 7:28:33 PM

B6

Pro Plan Savory dry - chicken: Lisa Freeman - EON-367850

2055797-report.pdf; 2055797-attachments.zip

A PFR Report has been received and PFR Event [EON-367850] has been created in the EON System.

A "PDF" report by name "2055797-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 "2055797-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-367850

ICSR #: 2055797

EON Title: PFR Event created for Pro Plan Savory dry - chicken beef or lamb (1 cup TID); 2055797

AE Date B6 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Retriever - Labrador
Age 7 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055797
Product Group: Pet Food

Product Name: Pro Plan Savory dry - chicken, beef, or lamb (1 cup TID)
Description: Presented to ER o

B6 E‘for CHF and DCM (had rads at RDVM for cough). Full echo on

8/28/18. Unlikely to be associated with diet but reporting because he is sometimes fed the lamb formula Pro Plan.

Taurine WNL

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

FDA-CVM-FOIA-2019-1704-008109



Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Pro Plan Savory dry - chicken, beef, or lamb (1 cup TID)

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 ..

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-367850

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport. jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=384772

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 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
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.
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Report Details - EON-367850
ICSR; 2055797

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2018-10-08 15:17:24 EDT
Reported Problem: Problem Description:  Presented to ER on_ B8 _ifor CHF and DCM (had rads at ROVM for cough).
Full echo on 8/28/18 Unlikely to be associated with diet but reportmg because he
_Is somefimes fed the lamb formula Pro Plan. Taurnine WNL ,
Date Problem Started::  "Be |
Concurrent Medical Yes
Problem:
Pre Existing Conditions:i B6
Outcome to Date. Stable
Product Information: Product Name: Pro Plan Savory dry - chicken, beef, or lamb (1 cup TID)
Product Type: Pet Food
Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Name:. | B6:
Type Of Species: Dog
Type Of Breed: Retriever - Labrador

Gender: Male

Reproductive Status: Neutered
Weight: 37.7 Kilogram
Age: 7 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product;

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: -------- B6 | i
Phone:.:._._._._._.é_é._._ |
Email:! B6

Address: |

Unlted States

Healthcare Professional Ppractice Name:  Tufts Cummings School of Veterinary Medicine
Information: ’

Contact Name: Lisa Freeman

Phone: (508) 887-4523

FOUO- For Official Use Only 1
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Client BG

Patient: |

(negative)
Travel history: None

EXAM:

B6

C/V: grade IV-V/VI L systolic heart murmur, thready pulse quality, no arrythmia ausculted

ASSESSMENT:

A1l: Heart murmur, cardiomegaly, r/o DCM, CHF

- B6

~ B6

Diagnostics completed: NOVA

Diagnostics pending: CBC/Chem, cardio consult

Client communication:

Told O that gave: B6 EAIso told them that he had significant heart murmur today. On rads he has
enlarged heart and pulmonary edema. Gavé'L___ B6 io draw fluid out of lungs. On triage US also has decreased
contractility. This is seen with DCM, which can be seen with genetics and age. Gave diuretic because heart is being

oxygen supplementation. O asked if common to see acute signs with DCM. Told O that likely had minor progreesive
changes culminating in breathing difficulty. O asked if fluid could be related to pneumonia. Told O that unlikely, but

also why we do recheck rads (looking to see improvement withi B6 'if it is CHF). O asked about treatment for DCM.

Informed O that will be diuretic to make them urinate out his retained fluid. O asked if will drink more. Told will need

free choice water while on diuretic. O asked what other drugs he might be on. Discussed;. B6 which will help

Page 2/27
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Client: B 6

Patient:

with contractility. Also informed O that with DCM are at risk for arrhythmia, which we havent noticed yet but he may
need medication for if he develops it. O asked if drugs might shrink his heart. Told it likely won't make a significant
difference in heart size. However, may shrink heart enough to relieve any compression on trachea and may help with
relieving cough. rDVM was worried that cardiomegaly was contributing to his coughing. Told O that coughing is likely
related to pulmonary edema. O asked about prognosis and told them that the goal is 6 months without another
episode of failure. Some dogs may live longer than that, but on average they generally come back in failure in 6
months. O asked when they might be able to take him home, told them likely Monday. O was very distressed about 6
month timeline, was very surpirsed and upset. Told O that we frequently have dogs live past the 6 months, but it is
hard for us to tell beyond that. Told O that he will need to be on medications and have follow-up with Cardio. O asked if
he can go back to his normal acitivty levels. Told O that he will need to have pretty strict exercise restriction and that
Cardio will guide them further.

SOAP approved (DVM to sign):i B6 L DVM ECC Resident
SOAPText! BE | 9:40AM - B6
7 yo MN LRT

- Coughing since start of the week, initially received doxy b/c boareded at week; not febrile at rDVM

Subjective:
- BAR, friendly, lovely dog

Objective:
B6
CVS: 3-4/6 systolic left murmur, crt normal, pulses SS, mmbr PM, peripheral limbs warm

Assessment:
1. CHF, suspected secondary to DCM

Plan:

Page 3/27
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Client: B 6

Patient:

Initial Complaint:
New -: B6 L presumed DCM from ICU

SOAP Text Aug282018 5:23PM-i _B6 |

Disposition/Recommendations

Page 4127
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Client:
Patient:

B6

Page 5/27
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Client: B 6

Patient:

Taurine Level
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Clifznt: B6

Patient: |
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Client:
Paltei:erzlrtlt: B 6

Amino Acid Labs Taurine results 8/28/18
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Client:
Palt?élnt: B 6

Amino Acid Labs Taurine results 8/28/18
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Client: |
Paltei:erzlrtlt: B6

Amino Acid Labs Taurine results 8/28/18
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Client:
Patient:

B6

Vitals Results

B6

7:19:38 PM
7:19:39 PM
7:19:40 PM
7:19:41 PM
8:01:18 PM
10:51:29 PM
10:51:30 PM
10:52:15PM
10:55:36 PM
11:11:46 PM
11:15:36 PM
11:59:29 PM
11:59:30 PM
1:06:28 AM
1:06:38 AM
1:06:39 AM
1:07:29 AM
1:16:20 AM
1:16:30 AM
1:16:40 AM
1:24:55 AM
1:59:16 AM
1:59:17 AM
2:00:45 AM
3:07:42 AM
3:07:43 AM
3:08:14 AM
3:51:34 AM
3:51:49 AM
3:51:50 AM
3:56:33 AM
4:53:31 AM
4:53:41 AM
4:53:42 AM
5:05:59 AM
5:47:32 AM
5:47:33 AM
5:47:43 AM
6:58:01 AM
6:58:02 AM

Heart Rate (/min)
Respiratory Rate
Temperature ()
Lasix treatment note
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Lasix treatment note
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Catheter Assessment
Temperature ()
Amount eaten
Eliminations
Cardiac rhythm
Heart Rate (/min)
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Catheter Assessment
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
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Client:
Patient: B 6
Vitals Results

6:58:10 AM Respiratory Rate
7:36:37 AM Weight (kg)
7:36:43 AM Eliminations
7:36:58 AM Respiratory Rate
7:40:41 AM Amount eaten
7:40:57 AM Cardiac rhythm
7:40:58 AM Heart Rate (/min)
8:15:42 AM Lasix treatment note
8:57:02 AM Cardiac rhythm
8:57:03 AM Heart Rate (/min)
8:57:12 AM Respiratory Rate
9:02:45 AM Catheter Assessment

B 6 9:02:59 AM Eliminations
9:58:29 AM Respiratory Rate
11:03:50 AM Respiratory Rate
11:36:45 AM Respiratory Rate
11:36:53 AM Heart Rate (/min)
11:42:00 AM Eliminations
12:53:35PM Respiratory Rate
1:51:27 PM Amount eaten
2:11:08 PM Respiratory Rate
2:32:31 PM Lasix treatment note
2:32:41 PM Catheter Assessment
2:46:00 PM Respiratory Rate
2:50:43 PM Eliminations
4:29:41 PM Weight (kg)
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Client:
Patient:

B6

RDVM,

B6
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Client:
Palt?élnt: B 6
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Client: B 6

Patient:

RDVM, B6 *Radsi _B6 !
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Client:

Patient:
Patient History
06:37 PM UserForm
7:19 PM Vitals
7:19 PM Vitals
7:19 PM Vitals
7:19 PM Vitals
7:19 PM Vitals
8:01 PM Vitals
8:13 PM Prescription
9:00 PM UserForm
9:24 PM Purchase
9:24 PM Purchase
9:25PM Purchase
9:25 PM Purchase
9:25 PM Purchase
9:58 PM Purchase
10:02 PM Purchase
10:.02 PM Purchase
10:06 PM Purchase
10:06 PM Purchase
10:49 PM Labwork
10:51 PM Treatment
B 6 10:51 PM Vitals
10:51 PM Vitals
10:52 PM Treatment
10:52 PM Vitals
10:55 PM Vitals
10:55 PM Treatment
11:11 PM Treatment
11:11 PM Vitals
11:11 PM Treatment
11:15PM Treatment
11:15PM Vitals
11:59 PM Treatment
11:59 PM Vitals
11:59 PM Vitals
1:06 AM Treatment
1:06 AM Vitals
1:06 AM Treatment
1:06 AM Vitals
1:06 AM Vitals
1:07 AM Treatment
1:07 AM Vitals
1:16 AM Treatment
1:16 AM Vitals
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Client:

B6

Patient:

Patient History
01:16 AM Treatment
01:16 AM Vitals
01:16 AM Treatment
01:16 AM Vitals
01:24 AM Treatment
01:24 AM Vitals
01:59 AM Treatment
01:59 AM Vitals
01:59 AM Vitals
02:00 AM Vitals
03:07 AM Treatment
03:07 AM Vitals
03:07 AM Vitals
03:08 AM Treatment
03:08 AM Vitals
03:51 AM Treatment
03:51 AM Vitals
03:51 AM Treatment
03:51 AM Vitals
03:51 AM Vitals
03:56 AM Treatment

B 6 03:56 AM Vitals
04:53 AM Treatment
04:53 AM Vitals
04:53 AM Treatment
04:53 AM Vitals
04:53 AM Vitals
05:05 AM Treatment
05:05 AM Vitals
05:06 AM Treatment
05:47 AM Treatment
05:47 AM Vitals
05:47 AM Vitals
05:47 AM Treatment
05:47 AM Vitals
06:58 AM Treatment
06:58 AM Vitals
06:58 AM Vitals
06:58 AM Treatment
06:58 AM Vitals
07:36 AM Treatment
07:36 AM Vitals
07:36 AM Treatment

Page 24127

FDA-CVM-FOIA-2019-1704-008136



Client:

B6

Patient:
Patient History
7:36 AM Vitals
7:36 AM Treatment
7:36 AM Vitals
7:40 AM Treatment
7:40 AM Treatment
7:40 AM Vitals
7:40 AM Treatment
7:40 AM Vitals
7:40 AM Vitals
8:15 AM Vitals
8:16 AM Treatment
8:57 AM Treatment
8:57 AM Vitals
8:57 AM Vitals
8:57 AM Treatment
8:57 AM Vitals
9:.02 AM Treatment
9:.02 AM Vitals
9:02 AM Treatment
9:02 AM Vitals
B 6 9:11 AM Purchase
9:22 AM Purchase
9:52 AM UserForm
9:58 AM Treatment
9:58 AM Treatment
9:58 AM Vitals
10:04 AM Deleted Reason
11:.03 AM Treatment
11:03 AM Vitals
11:29 AM Treatment
11:31 AM Purchase
11:.36 AM Treatment
11:36 AM Vitals
11:.36 AM Treatment
11:36 AM Vitals
11:42 AM Treatment
11:42 AM Vitals
11:42 AM Treatment
11:42 AM Purchase
11:47 AM Labwork
12:53 PM Treatment
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Client:

B6

Patient:

Patient History
12:53 PM Vitals
01:51 PM Treatment
01:51 PM Treatment
01:51 PM Vitals
02:11 PM Treatment
02:11 PM Vitals
02:30 PM Prescription
02:31 PM Prescription
02:32 PM Vitals
02:32 PM Treatment
02:32 PM Treatment
02:32 PM Vitals
02:34 PM Purchase
02:46 PM Treatment
02:46 PM Vitals
02:50 PM Treatment

B 6 02:50 PM Vitals
03:05 PM UserForm
12:25 PM Appointment
04:00 PM UserForm
04:00 PM Purchase
04:04 PM Treatment
04:29 PM Vitals
04:49 PM Purchase
05:24 PM Purchase
05:27 PM Labwork
06:02 PM UserForm Cardio Discharge - DCM CHF Form Saved to

Record

06:17 PM Prescription
06:19 PM Purchase E
09:54 AM Prescription
09:54 AM Purchase
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Report Details - EON-380716

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2063119

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2019-02-24 18:45:24 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:

ventricular contractile function noted on most recent echo. Eating BEG diet.
. Owner changed to Royal Canin Early Cardiac diet and we will recheck in April

Date Problem Started: 01/02/2019

Concurrent Medical Yes

Problem:

Pre Existing Conditions: |

B6

Outcome to Date; Stable

Product Name:
Product Type: Pet Food

Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry

Lot Number:

Package Type: BAG

Product Use pescription:
Information:. =

14 cup kibble (divided into 2 meals) 1 thsp cooked chicken

BID Owner switched to Weight Control version of same diet
(salmon, lentil, green bean) just a few days before visit

Manufacturer
/Distributor Information:

Purchase Location
Information:

Name: . B6
Type Of Species: Dog

Type Of Breed: Chihuahua

Gender: Female

Reproductive Status: Neutered

Weight: 3.72 Kilogram

Age: 9 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner
Information
provided:
Contact:
Address;

Yes

United States

Healthcare Professional practice Name:
Information:

| Tufts Cumhwings School of Vetérinafy Medicine

Contact: Name:

FOUO- For Official Use Only 1

Lisa Freeman
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Report Details - EON-390030

ICSR: 2067990

Type Of Submission: Followup

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

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

Report Submission Date: 2019-06-10 10:42:47 EDT

Initial Report Date: 02/24/2019

Parent ICSR: 2063119

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Has been regularly rechecked aftet | B6 iProgressive reduction in left

ventricular contractile function noted on most recent echo. Eating BEG diet.
 Owner changed to Royal Canin Early Cardiac diet and we will recheck in April
Abril cardiology recheck - echo measurements improved overall - eating Royal

k Dafe Probiem Staftedﬁ 01/02/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: | B6
Outcome to Date: Better/Improved/Recovering '
Product Information: Product Name:  Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry
Product Type: Pet Food
Lot Number:
Package Type: BAG
Product Use Description: 1/4 cup kibble (divided into 2 meals) 1 tbsp cooked chicken
Information: . BID Owner switched to Weight Control version of same dist |
_ (salmqn, Ientil, green bean)vjust_ a few days befo_re vi_sit v
Manufacturer

{Distributor Information:

Purchase Location
Information:

Animal Information: Name: . . BB i
Type Of Species: Dog
Type Of Breed: Chihuahua
Gender: Female
Reproductive Status: Neutered
Weight: 3.72 Kilogram
Age: 9 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: ..BG _______

FOUO- For Official Use Only 1
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4chh1e829af244-Jennifer.Jo>
To: 'Freeman, Lisa'

Sent: 3/12/2019 11:00:00 AM
Subject: RE: GlLab Results
Thanks, Lisal

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

u' U5 FOOD & DRUG

II ADBMENIETRATIOM

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Sunday, March 10, 2019 2:48 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: FW: GlLab Results

Hi Jen, - -
Troponin results on a bunch of the dogs that I've already reported. The 4 B6 :boxers are recheck values —

B et

' 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: Tufts Veterinary Cardiology Service
Sent: Friday, March 08, 2019 10:40 AM _
To: Freeman, Lisa <|,isa. IF:'r@@man@tuﬂsn@du>;E B6
Subject: FW: GlLab Results '

| can put into SS.

From: Clinical Pathology Lab <clinpath@@tufts. edu>
Sent: Friday, March 8, 2019 8:28 AM

To: Tufts Veterinary Cardiology Service <cardiovet@tufts. edu>; B6
Subject: FW: GlLab Results

Forwarding Troponin Results that I think were sent through Cardio service.

FDA-CVM-FOIA-2019-1704-008155



B6

! !
| -i

Clinical Pathology Laboratory

B6

From: gilab@cvm.tamu.edu [gilab@cvm.tamu.edu]
Sent: Wednesday, March 06, 2019 6:21 PM

To: Clinical Pathology Lab

Cci B6

Subject: GILab Results

Greetings:
Please see the attachment for updated results for your patient(s).
To obtain results faster, you can also login to our website at http://vetmed tamu.edu/gilab/service/clinic-login

to view results immediately when they become available.
Your username i B6

Thank you for using the GI Lab

The GI Lab - Promoting gastrointestinal health in companion animals
(979) 862 2861; FAX (979) 862 2864 http //vetmed tamu edu/gilab

Accessioni_ BB
Patient:; B6 77

sk sk sk sk sk sk sk sk koK ok koK ok sk ok ok sk ok okosk skoskosk sk ke skosksk o skosksk sk kskskoskokok

Ultra-Sensitive Troponin I Fasting

Timing: Fasting
Resulti B6
Range: 0 - 0.06

B6

sk sk sk skosk sk sk sk sk skosk sk ok sk sk skoskoskosk skoskook skoskosk skoskoskoskskoskoskosk skoskoskskokoskosk

Report Comments:
sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skoskoskosk skoskosk skoskosk sk skoskosk sk skoskosk skoskoskskokoskosk

Accession B6

FDA-CVM-FOIA-2019-1704-008156



sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Ultra-Sensitive Troponin I Fasting

Timing; Fasting
Result B6
Range: 0 - 0.06

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Report Comments:
sk sk sk sk sk sk sk sk ok ok sk ok ok sk ok ok sk ok sk skoskoskoskoskok skesksk ko sksk sk koskskokkok

sk sk 3k ok sk sk sk ok sk sk ok o0k oK 3K 3K 3R 3K SR SR Kk sk sk sk sk sk sk sksk sk sksk sk kR skkokok

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Result:i B6 E

................. pu PO

Range: 0 - 0.06

sk sk sk sk sk sk sk sk sk sk sk sk sk sk sk skeoskosk skoskosko sk shokosk ok sk skosk sk skoskoskskokosk sk

Report Comments:
sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Accessioni B6 !

Patient! B6 |

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Ultra-Sensitive Troponin I Fasting

Timing; Fastin

Result: B6 |

................ DRS——

Range: 0 - 0.06

B6

FDA-CVM-FOIA-2019-1704-008157



B6

koo sk skosk sk skosk sk skok sk skosk skok SRSk sk sk sk sk sksk sk sk sk sk sksk sk ks sk skskskskoskok

Report Comments:
sk 3k 3k 3k 3k ok ok sk ok sk ok ok 3k ok ok sk sk ok sk ok sk ok ok ok ok sk ok sk ok ok ok ok sk ok skook skookookok

sk sk sk sk sk skosk sk sk sk skook sk sk sk skoskosk skoskosko sk sk sk koo sk sk skeosk sk skokosk sk

Ultra-Sensitive Troponin I Fasting

Timing; Fasting
Result:
Range: 0 - 0.06

sk sk sk skoskosk sk sk sk sk sk sk sk sk sk ks skosk skoskook skoskosk skoskoskosk sk skoskosk skoskoskskokoskosk

Report Comments:
skosk sk skosk sk sk sk sk ok skok ok ok ok ok ok ok ok ok ok okosk sk e skoskosk sk sk kskskokokok

sk sk sk skoskosk sk sk sk sk sk sk sk sk sk ks skosk skoskosk sk skosk skoskoskoskosk skosksk skoskosk skokoskosk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Range: 0 - 0.06

sk sk sk skoskosk sk sk sk sk sk sk sk sk sk ks skosk skoskosk sk skosk skoskoskoskosk skosksk skoskosk skokoskosk

Report Comments:
sk sk sk skosk sk sk sk sk ok skok ok ok ok ok ok ok ok ok ok okosk sk e skoskosk sk sk kskskokokok
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Accession. B6
Patient: B6

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Ultra-Sensitive Troponin I Fasting

Range: 0 - 0.06

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Report Comments:
sksk sk skosk sk sk sk sk ok skook ok sk ok ok ok ok ok sk sk skosk sk ke sk sksk ke sksk sk koskskoskkok

Accessior B6

prmrdememamem s, e emd

Patient:; B6

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Range: 0 - 0.06

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Report Comments:
sk 3k ok 3k skook ok ok skookook sk skosk sk sk skoskosk ok skoskosk skesk sksk sk ks skskosk sk sksk sk sk skk

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Ultra-Sensitive Troponin [ Fasting

FDA-CVM-FOIA-2019-1704-008159



Timing: Fasting

Range: 0 - 0.06

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Report Comments:
sksk sk skosk sk sk sk sk ok skook ok sk ok ok ok ok ok sk sk skosk sk ke sk sksk ke sksk sk koskskoskkok

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Result B6

.

Range: 0 - 0.06

sk sk sk skoskoskoskosk ok skosk sk sk sk sk sk skoskosk skoshosko sk shosko sk skoskosk shoskoskosko sk shokosk sk

Report Comments:
sk sk ok sk skoske ok sk sk sk sk sk sk sk sk sk sk skeoske ok sk sk sk sk sk sk sk sk sk sk sk skeooke skeoskoske sk sk skook
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 11/11/2018 1:56:12 AM

Subject: DCM (not Lisa Freeman and/or Tufts) 11/10/2018 2055

Attachments: Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon & Peas Formula

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

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

FDA-CVM-FOIA-2019-1704-008172



Report Details - EON-370755

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2058695

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-11-10 13:35:47 EST

Yes

Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date:

08/06/2018

Low taurine level eating Wellness Simple grain free for 3 months prior to testing
and Wellness Core L ow fat Grain Free food for 3 years before that. Taurine level

No

Unknown

Product Name:

Product Type:
Lot Number:
UPC:

Package Type:
Package Size:
Purchase Date:

Possess Unopened

Product:

Possess Opened

Product;
Storage Conditions:

Product Use

Information:

 Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weioht Salmon &

Peas Formula Dry Dog Food

Pet Food

7634489329

BAG

24 Pound

05/21/2018

No

No

In original bag in covered container in garage

Description:
First Exposure

Date:

Last Exposure

Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the

Adverse Event:

Adverse Event
Abate After

Product Stop:

Product Use

Started Again:

Perceived
Relatedness to

Adverse Event:

Other Foods or
Products Given
to the Animal
During This Time

4 cups a day
05/21/2018

08/31/2018

3 Months

Yes

Unknown

No

Definitely related

Period:

No

Manufacturer Name:

FOUO- For Official Use Only 1

 WellpetLLC
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L; Peloquin, Sarah
CcC: Rotstein, David; Carey, Lauren; Hartogensis, Martine
Sent: 8/1/2018 12:11:35PM )
Subject: RE: 800.267-FDA Case Investigation for‘é B6 EEON-359970

Thanks — | have been following a FB page from my home computer (without commenting in any way, of
course). | wonder if it's the same — many had been working with Josh Stern at UC Davis. Hopefully some will
report to us as well.

From: Reimschuessel, Renate

Sent: Wednesday, August 1, 2018 8:01 AM

To: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer
L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I'm sharing the file for your additional information.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

From: Reimschuessel, Renate

Sent: Wednesday, August 1, 2018 7:54 AM

To: ! B6

Subject: RE: 800.267-FDA Case investigation for: B6 IEON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https:./iwww. safetyreporting. hhs. gov

Best Regards,
Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN

Phone 1- 240-402-5404
Fax 301-210-4685

FDA-CVM-FOIA-2019-1704-008183



hitp:/ www fda.gov/ AnimalVeterinary/GcienceResearch/ucm247 334 him

From} B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda hhs gov>
Subject: Re: 800.267-FDA Case Investigation for B6 EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. |  B6 IS ari B6 Eand is

their names.

All of the information on these pages was supplied by the individual dog owners. lItis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

B6

FDA-CVM-FOIA-2019-1704-008184



From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>

To: Hartogensis, Martine; Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:16:19 PM

Subject: RE: 800.267-FDA Case Investigation for: B6  (EON-359970

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

Sent: Wednesday, August 1, 2018 8:13 AM

To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov> !
Subject: RE: 800.267-FDA Case Investigation fc: B6 EON-359970

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <Qlgica.Ceric@fda hhs.gov>; Nemser, Sarah <Sarah Nemser@fda hhs. gov>; Jones, Jennifer
L <Jennifer. Jones@ida.hhs.gov>; Peloquin, Sarah <Sarah. Peloquin@fda hhs.gov>

Cc: Rotstein, David <David. Rotsteingfda. hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <|.eeAnne.Palmercfda. hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Subject: FW: 800.267-FDA Case Investigation for, B6 r EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I'm sharing the file for your additional information.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

From: Reimschuessel, Renate
Sent: Wednesday, August 1, 2018 7:54 AM

FDA-CVM-FOIA-2019-1704-008185



To:i B6 ‘ ............................. .
Subject: RE: 800.267-FDA Case Investigation for, B6 ' EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https:/www.safetyreporting.hhs. gov

Best Regards,

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

http:/ Awww fda . gov/ AnimalvVeterinary/Science Research/ucm247 334 him

From: BG
Sent: Tuesday, July 31, 2018 10:57 PM
To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 jEON-35997O

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. BG is an B6 and is

aware this document is being emailed to you. Out of respect for the privacy of tH& 6§ GWIEFS, TVE Trossed out
their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

B6

FDA-CVM-FOIA-2019-1704-008186



From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>

To: Palmer, Lee Anne; Hartogensis, Martine; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:19:56 PM

Subject: RE: 800.267-FDA Case Investigation forEL B6 frEON-359970

This was sent to me by the owner of a dog that did report to FDA and has been sending me the dog’'s medical
records.

She mentioned the FB page. It looks like it might be the one Lee Anne has looked at since most of the
bloodwork is from Davis.

Jen — has Josh Stern been in the group that we spoke with?

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

From: Palmer, Lee Anne

Sent: Wednesday, August 1, 2018 8:16 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah
<Sarah.Peloquin@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Subject: RE: 800.267-FDA Case Investigationforr  B6 r EON-359970

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

Sent: Wednesday, August 1, 2018 8:13 AM

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

<QOlgica.Ceric@fda hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L

<Jennifer. Jones@fda hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@fda. hhs. gov>

Cc: Rotstein, David <Pavid.Rotstein@fda . hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda. hhs.gov> e

Subject: RE: 800.267-FDA Case Investigation for, B6 'EON-359970

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <QOlgica.Ceric@fda hhs.aov>: Nemser, Sarah <Sarah. Nemser@ida. hhs.gov>; Jones, Jennifer
L <Jennifer. Jones@ida.hhs.gov>; Peloquin, Sarah <Sarah. Peloquin@fda hhs.gov>

Cc: Rotstein, David <Ravid.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee

FDA-CVM-FOIA-2019-1704-008187



Anne <|_eeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine <Martine. Hartogensis@fda.hhs. gov>

Subject: FW: 800.267-FDA Case Investigation for; B6 ' EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I’'m sharing the file for your additional information.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

Wit/ e fda govl AnimalVeterinary/ScienceResearchiucm247 334 him

From: Reimschuessel, Renate

Sent Wednesday, August 1, 2018 7:54 AM

To: | B6

Subject RE: 800.267-FDA Case Investlgatlon for B6 !EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https./www.safetyreporting.hhs.gov

Best Regards,

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

http:/ Avww fda . gov/ AnimalVeterinary/Science Research/ucm247 334 him

From:: B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <[Renate. Reimschuessel@fda. hhs.gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 'EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet ________ B 6 ______ |s ar' B6 and is

aware this document is being emailed to you. Out of respect for the prlvacy of thé d6g dwners, Tvé &rssed out
their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

FDA-CVM-FOIA-2019-1704-008188



Please let me know when you receive this.

Thank you,

FDA-CVM-FOIA-2019-1704-008189



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

To: Reimschuessel, Renate; Palmer, Lee Anne; Hartogensis, Martine; Ceric, Olgica; Nemser, Sarah;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:25:18 PM e

Subject: RE: 800.267-FDA Case Investigation for,  B6 _ {EON-359970

Yes-Josh was in a group we spoke with. He mentioned his cases all involved Acana. After speaking w/ Andrea

_Fascetti at Davis, _ B5
i B5 !

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

W .5, FOOD & DRUG

A
ﬁ” I T EIN DS R AT b

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:20 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah
<8arah.Peloquin@fda.hhs.gov>

This was sent to me by the owner of a dog that did report to FDA and has been sending me the dog’'s medical
records.

She mentioned the FB page. It looks like it might be the one Lee Anne has looked at since most of the
bloodwork is from Davis.

Jen — has Josh Stern been in the group that we spoke with?

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

Wit/ e fda . govl AnimalVeterinary/ScienceResearch/ucm247 334 him

From: Palmer, Lee Anne

Sent: Wednesday, August 1, 2018 8:16 AM

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhis.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@ida hhs.gov>; Ceric, Olgica <Qlgica.Ceric@ida hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>; Peloguin, Sarah
<Sarah. Peloguin@fda. hhs.gov>

Cc: Rotstein, David <David. Rotstein@fda. hihs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

FDA-CVM-FOIA-2019-1704-008190



Sent: Wednesday, August 1, 2018 8:13 AM

To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlaica.Ceric@fda.hhis.gov>; Nemser, Sarah <Sarah. Nemser@fda.hihs.gov>; Jones, Jennifer L

<Jennifer. Jones@fda. hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@fda. hhs gov>

Cc: Rotstein, David <[David.Rotstein@fda. hhs.gov>; Carey, Lauren <|_auren. Carey@fda hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <QOlgica.Ceric@fda.hhs.qov>; Nemser, Sarah <Garah. Nemser@fda hhs.gov>; Jones, Jennifer
L <Jennifer. Jones@ida hhs gov>; Peloquin, Sarah <Sarah.Peloguin@fda hhs gov>

Cc: Rotstein, David <[David.Rotstein@fda. hhs.gov>; Carey, Lauren <|_auren. Carey@fda hhs.gov>; Palmer, Lee
Anne <L.eeAnne. Palmer@fda hhs gov>; Hartogensis. Martine <Martine. Hartogensis@fda.hhs gov>

Subject: FW: 800.267-FDA Case Investigation fo B6 i EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I'm sharing the file for your additional information.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

From: Reimschuessel, Renate
Sent: Wednesday, August 1, 2018 7:54 AM

To: " B6 P I
Subject: RE: 800.267-FDA Case Investigation for B6 | EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https://www.safetyreporting.hhs.gov

Best Regards,

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

Wit/ ey o aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

FDA-CVM-FOIA-2019-1704-008191



From: | B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida.hhs. gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. P B 6 __________ is ani B6 Eand is

aware this document is being emailed to you. Out of respect for the privacy of the dog owners, I've crossed out
their names.

All of the information on these pages was supplied by the individual dog owners. lItis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

FDA-CVM-FOIA-2019-1704-008192



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

To: '‘Darcy Adin’

cc: B6

Sent: 1/30/2019 4:37.05 PM

Subject: RE: Sample?

Hi Darcy,

Thank you for the kind words. B6 i1 apologize for the
delay.

We are definitely interested in the case. We'd just need a complaint submitted through the Safety Reporting Portal found
here: https://www.safetyreporting.hhs.gov/

After you submit the report, please send me the ICSR number (confirmation of report submission). We can send you a box
to collect the tissue. Was there also a full necropsy report with medical records you could share as well? Those can be
attached to the report you submit.

Please let me know if you have questions.

Thank you again for your help,

Jen

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

From: Darcy Adin <dbadin@ncsu.edu>

Sent: Friday, January 25, 2019 5:01 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Cci B6 :
Subject: Sample?

Hi Jen,

| hope you are doing well - not sure how the partial government shutdown is impacting your area specifically?

B6 iwas able to collect fresh frozen myocardium from one of our presumed diet induced DCM cases and we

are wondering if we should hang on to this in a -80 freezer or send you the sample for testing? This is an almost 2yr Ml
Yorkie mix that was diagnosed in April 2018 and was eating Castor and Pollux Organic GF Small Breed. The owners tried
to change the diet to a grain based Royal canin diet but because of lack of interest he was changed to Primal (raw and
grain free). He represented in September 2018 for CHF and was then changed to Fromm Adult Gold Small breed,
grain-based supplemented with boiled chicken and rice. Progressive disease was noted at each exam

supplemented with taurine.

Thanks for your thoughts!
Take care
Darcy

FDA-CVM-FOIA-2019-1704-008193



From: B6 g
To: Jones, Jennifer L; B6 iADIN,DARCY BRITTAIN

Sent: 1/31/2019 4:47:01 PM
Subject: Fwd: Safety Report ID 252600 Submission Confirmation
Hi Jennifer,

Here 1s the Safety Report Confirmation. Please contact me if you need any additional imnformation.
i B6 i

---------- Forwarded message ---------

From: <noreply.safetyreporting@hhs. gov>

Date: Thu, Jan 31, 2019 at 11:37 AM

Subject: Safety Report ID 252600 Submission Confirmation
To: 4 B6 '

Your initial Pet Food Safety Report, ID 252600, was successtully submitted on 1/31/2019 11:24:47 AM EST to
the FDA, and it was i1ssued an Individual Case Safety Report Number (ICSR) of 2062004.

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have
questions please refer to the Portal’s Contact Us page for further instructions.

FDA-CVM-FOIA-2019-1704-008194



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6cal12eaa9348959a4chbb1e829af244-Jennifer.Jo>

To: B6 i ADIN,DARCY BRITTAIN

CC: Peloquin, Sarah

Sent: 2/1/2019 3:16:52 PM

Subject: RE: 800.267-cc-212- Safety Report ID 252600 Submission Confirmation

Thank you for submitting the report.

We will send you a box to collect the frozen heart tissue. 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. ***

Thank you again for your help,

Jen

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

U5, FOOD & DRUG

AOMEMIETRATION

From:: B6
Sent: Thursday, January 31, 2019 11:47 AM _
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>i B6
ADIN,DARCY BRITTAIN <adind@ufl.edu>

Subject: Fwd: Safety Report ID 252600 Submission Confirmation

i Jennifer,
Here 1s the Safety Report Confirmation. Please contact me 1f you need any

additional information.
B6 |

---------- Forwarded message ---------

From: <noreply.safetyreporting@hhs.gov>

Date: Thu, Jan 31, 2019 at 11:37 AM

Subiject; Safety Report 1D 252600 Submission Confirmation
To! B6

Your initial Pet Food Safety Report, ID 252600, was successfully submitted on 1/31/2019 11:24:47 AM EST to
the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2062004.

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have
questions please refer to the Portal’'s Contact Us page for further instructions.

FDA-CVM-FOIA-2019-1704-008195



From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>
To: Jones, Jennifer L; Nemser, Sarah
Sent: TTUBE T TH2:17:41 PM
Subject: FW: Nutritionally-mediated DCM case necropsy recommendations
Attachments: 800.267-Vet-LIRN Rapid Necropsy-DCM-v7.pdf

fyi

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

hitp/ Awvww fda.gov/ Animalveterinary/ScienceResearch/ucm247334.m

From: Joshua A Stern <jstern@ucdavis.edu>

Sent:i B6 10:39 PM

To: i B6 i

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Subject: Nutritionally-mediated DCM case necropsy recommendations

future cases we have seen some dogs take 9-12months to show improvement after diet change and taurine +
carnation supplementation (regardless of measured taurine levels). I'm so glad to hear the owner had a positive
experience and wish this case wasn't ending this way for everyone!

The FDA can really use the help with tissue samples. Please ensure that you report the case to the FDA and if
you are abele to use the attached protocol to obtain samples for them they would greatly appreciate it. I believe
they will pay necropsy costs and cover shipping for you. The person to contact (Renate Reimschuessel) at the
FDA is CC'd on this email. Your willingness to help us get to the bottom of this horrible disease is greatly
appreciated.

Best

Josh

Joshua Stern, DVM, PhD, DACVIM (Cardiology)
Associate Professor & Chief of Service: Cardiology

Interim Small Animal Clinic Director
Department of Medicine & Epidemiology

FDA-CVM-FOIA-2019-1704-008196



University of California Davis; CCAH Room 258
(614) 390.1516 cell (530) 752.2475 office
istern@ucdavis.edu

Associate Editor - Journal of Veterinary Cardiology
www. journals. elsevier.com/ournal-of-veterinary-cardiology

FDA-CVM-FOIA-2019-1704-008197






From: B6

To: Jones, Jennifer L
Sent: | B6__14:32:34 PM
Subject: Necropsy authorization

Dear Dr. Jones,
| left a message on your number this morning but figured | would also follow up with an email. Dr. Josh Stern

gave us your contact information — | reached out to both Renate and Sarah but both appear out.of the office_._._,
today We have a nutrltlon medlated DCM case, dlagnosed at UC Dauvis that will be euthanlzed BG E

§_u_6'fﬁ|t the body/tissues towards research on this condition. Please give me a call at your earliest convenience
to discuss next steps B6

Tel B6

Fa>

Bé

¢ Eitsboor Find us on Yelp 83

FDA-CVM-FOIA-2019-1704-008199



L

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

To: E B E

CcC: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Peloquin, Sarah

Sent: {___B6__i5:40:43 PM
Subject: 800.267-cc-295-RE: Necropsy authorization
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Good afternoon.......B6..___}
Thank you for contacting us about your case. As we discussed on the phone, 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.gov/

o Please send me the ICSR number (confirmation code) from the report.

We will send you 2 boxes with the materials to collect the fixed and frozen samples, including jars with formalin.
You will reuse the boxes we send and package the samples per the instructions in the box.
o Please send me an estimate for the necropsy. After the necropsy is complete, we will call back with our
VISA information to reimburse your hospital.
o After the necropsy is complete, please send me the approximate weight of the following individual groups:
o Fixed tissues in the jars
o Frozen tissues
We will use this information to make prepaid shipping labels for you. You'll affix the prepaid shipping
label to the box and call UPS for a pick-up on Monday-Wednesday.

| attached a copy of our network procedures. They explain how Vet-LIRN operates and how veterinarians help
with our case investigations. An owner friendly version is also attached.

For more information, please also visit our open access article in JAVMA that explains the FDA Animal Food
Concern Reporting process. It's free and located here: https://avmajournals.avma.org/doi/pdf/10.2460
/javma.253.5.550

Thank you again,
Jen

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

i LS, FOOD & DRUG

AR EIND S VI ATIC W

From: B6
Sent: Tuesday,; B8 112:33 PM

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

Dear Dr. Jones,

| left a message on your number this morning but figured | would also follow up with an email. Dr. Josh Stern
gave us your contact information — | reached out to both Renate and Sarah but both appear out of the office
today. We have a nutrition mediated DCM case, diagnosed at UC Davis that will be euthanized: B6
_B6_iis in CHF and isn't responding to treatment. She is a 3.5yrold, FS, Golden Retriever. The owner is willing to
submit the body/tissues towards research on this condition. Please give me a call at your earliest convenience

FDA-CVM-FOIA-2019-1704-008200



to discuss next steps B6

B6

B

) Ficébsok. (Find us on Yelp B
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From: Nemser, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5FC1EB8D2F5944ECAA02F40E225C2054-

SNEMSER>
To: Jones, Jennifer L
Sent: {_..B6___111:44:34 PM
Subject: FW: Necropsy authorization

Forwarding this one on - DCM

Sarah Nemser M.S.
Vet-LIRN Network Coordinator
tel: 240-402-0892

fax: 3012104
sarah.nemser@fda. hhs.gov

From:| B6 :
Sent:! B6 i112:01 PM

To: Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Necropsy authorization

Hi Sarah,
| left a message on your number this morning but figured | would also follow up with an email. Dr. Josh Stern
gave us your contact information. We have a nutrition mediated DCM case, diagnosed at UC Davis that will be

Retriever. The owner is willing to submit the body/tissues towards research on this condition.: B6 is out of
the office today. Please give me a call at your earliest convenience to discuss next stepsi B6
Sincerely,

B6 :

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

B6

w7 Facebook | Find us on Yelp %]
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SOAP Text!




Client:
Palt?élnt: B 6

Vaccination status/flea & tick preventative use: UTD

Travel history: unknown

EXAM: performed with flow by 02

ASSESSMENT:

B6

PLAN:
Diagnostics:

B6

Treatments:

B6

Diagnostics completed:

B6

hrmrmmmmm e

Diagnostics pending:
CBC

Page 2147
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Client: B 6
Patient:

Chemistry

BNP

Client communication:

SOAP Text: | B6 T 3.38AM B6

SIGNALMENT: 8yo FS English Bulldog
PRESENTING COMPLAINT: dyspnea

HISTORY:

she had a hacking non productive cough. Has not appreciated it before today. Went to rDVM where radiographs were
performed. No history of heart or pulmonary disease. No recent vomiting or diarrhea. Has recently been doing well at
home with no concerns.

Prior medical history: B6
Current medications: B6 i
Diet: Core Wellness, mix of wet and dry, grain free diet

On presentation, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so placed in
02 on Unasyn overnight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement overnight with
persistent tachycardia, but excellent appetite and good spirits.

SUBJECTIVE:

B6

OBIJECTIVE:

Page 3/47
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Client:
Patient: B 6

RECTAL: NP

ASSESSMENT:

B6

PLAN:

P1:
P2:
P3:
P4.:
P5:
Pé6:
P7:

B6

Diagnostics completed:

B6

Cardio Consult: DCM, suspect early CHF - adc: B6 §q8

Diagnostics pending:
BNP

Troponin

Taurine

Deposit & estimate statusi B6_

Resuscitation code (if admitting to ICU)E

B6 |

| it

Bijor sudden onset dyspnea. O found her laying and

trembling with shallow and rapid breathing. Owner also noticed that she had a hacking non productive cough. Has not
appreciated it before. Went to rDVM where radiographs were performed. No history of heart or pulmonary disease. No
recent vomiting or diarrhea, hasbeen doing well at home with no concerns. Was on Core Wellness dry and wet grain

Page 4/47
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Client:
Patient: B 6

free diet.

On presentation to ER, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so

assess due to dyspnea and conformation, but showed DCM and suspect CHF.

Overnight, P had normal vitals, with RR 24-36 with no to mild effort in O2 cage. Walked well outside of O2 cage, but at

this morning. Has receivedi B6 +so far sinc¢ | B6 |
Subjective
B6

Objective

B6

H/L: No murmur ausculted although very difficult auscultation due to the constant panting. No obvious arrhythmia
either. Jugular pulse bottom 1/3 of the neck. Femoral pulses strong and synchronized with heawrt beat. Normal BVS

=
B6

B6

- Mild cardiomegaly and left atrial enlargement without evidence of decompensation. Echocardiography can be
considered (to evaluate mitral valve and to evaluate for pulmonary hypertension).

B6

“Cardio Consult: DCM, suspect early CHF - adi B6 8

Diagnostics completed:

Diagnostics pending:
BNP

Page 5/47
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Client: B 6

Patient:

Troponin
Taurine

Assessment (A)

Bé :
Plan (P)

SOAP completed by B6

SOAP reviewed by: B6 : DVM

Addendum:

SOAP Text E"."_.Eé .......... E7:28AM -: B6 E

HISTORY:

i B6 2is ani_Be 0 FS English Bulldog that presented on._B6 ifor sudden onseté B6 O found her laying and
trembling with shallow and rapid breathing. Owner also noticed that she had a hacking non productive cough. Has not
appreciated it before. Went to rDVM where radiographs were performed. No history of heart or pulmonary disease. No
recent vomiting or diarrhea, hasbeen doing well at home with no concerns. Was on Core Wellness dry and wet grain

free diet.

On presentation to ER, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so

placed in 02 oni__ B6___lovernight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement

assess due to dyspnea and conformation, but showed DCM and suspect CHF.

Since yesterday P has been out of oxygen, increasedi B6 ito TID, and restarted‘; B6 |. Overnight, P had

normal vitals, with RR 28-32 with no effort, but panting earlier in the night. Walks well 6utside, and still has excellent
appetite.

Subjective
i B6 i

Objective

B6

Page 6/47
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Client: B 6

Patient:

B6

H/L: No murmur ausculted although very difficult auscultation due to the constant panting. No obvious arrhythmia
either. Jugular pulse bottom 1/3 of the neck. Femoral pulses strong and synchronized with heart beat. Normal BVS
bilateral

Diagnostics completed:

B6

- Mild cardiomegaly and left atrial enlargement without evidence of decompensation. Echocardiography can be
considered (to evaluate mitral valve and to evaluate for pulmonary hypertension).

B6

Cardio Consult: DCM, suspect early CHF - add pimobendan and Lasix q8

Diagnostics pending:
Troponin
Taurine

Assessment (A)

Al: DCM and suspect early CHF vs less likely pneumonia

Plan (P)

Page 7147
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Client: B 6

Patient:
SOAP completed by:i B8
SOAP reviewed by: B6 i DVM
Addendum:
_Disposition/Recommendations

Page 8/47
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Client:
Patient

B6

Page 9/47
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Units






Client: B 6

Patient

Vitals Results
3:20:08 PM Heart Rate (/min)
4:46:44 PM Amount eaten
5:41:52 PM Respiratory Rate
7:04:34 PM Fi02 (%)
7:04:58 PM Catheter Assessment
7:06:54 PM Heart Rate (/min)
7:07:03 PM Temperature (F)
7:34:10 PM Weight (kg)
7:34:17 PM Eliminations
7:45:53 PM Lasix treatment note
7:46:17 PM Respiratory Rate
8:55:18 PM Nursing note
8:55:56 PM Eliminations
9:53:33 PM Respiratory Rate
11:31:43 PM Catheter Assessment
11:32:37 PM Catheter Assessment
11:34:10 PM Heart Rate (/min)
11:34:31 PM Amount eaten
11:49:45 PM Fi02 (%)
11:49:58 PM Respiratory Rate

B 6 1:55:25 AM Respiratory Rate
3:35:30 AM Lasix treatment note
3:37:10 AM Catheter Assessment
3:45:10 AM Heart Rate (/min)
3:45:19 AM Eliminations
3:53:42 AM Fi02 (%)
3:53:53 AM Respiratory Rate
4:55:04 AM Nursing note
5:55:31 AM Respiratory Rate
6:11:40 AM Nursing note
7:19:26 AM Respiratory Rate
7:19:52 AM Fi02 (%)
7:20:14 AM Temperature (F)
7:20:30 AM Heart Rate (/min)
7:20:46 AM Amount eaten
7:33:19 AM Weight (kg)
7:33:27 AM Eliminations
8:01:36 AM Catheter Assessment
9:32:45 AM Respiratory Rate

Page 15/47
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Client: B 6
Patient:

Vitals Results
11:16:45 AM Fi02 (%)
12:41:34 PM Catheter Assessment
12:41:43 PM Respiratory Rate
12:42:33 PM Heart Rate (/min)
12:42:50 PM Lasix treatment note
1:52:56 PM Heart Rate (/min)
3:03:09 PM Fi02 (%)
3:03:22 PM Respiratory Rate
3:40:13 PM Respiratory Rate
3:55:45PM Eliminations
5:04:09 PM Respiratory Rate
5:40:13 PM Amount eaten
5:52:28 PM Eliminations
5:54:07 PM Respiratory Rate
5:54:57 PM Heart Rate (/min)
5:55:05 PM Catheter Assessment
6:52:18 PM Respiratory Rate
7:17:27 PM Eliminations
7:45:11 PM Respiratory Rate
8:01:23 PM Lasix treatment note

B 6 8:17:14 PM Eliminations
8:54:56 PM Respiratory Rate
9:32:19 PM Heart Rate (/min)
9:32:26 PM Catheter Assessment
9:32:35PM Eliminations
9:43:25 PM Respiratory Rate
10:41:18 PM Respiratory Rate
11:18:27 PM Eliminations
11:18:49 PM Weight (kg)
11:42:42 PM Eliminations
11:53:16 PM Respiratory Rate
12:52:00 AM Respiratory Rate
1:22:40 AM Heart Rate (/min)
1:22:46 AM Catheter Assessment
1:45:25 AM Respiratory Rate
2:53:51 AM Respiratory Rate
3:34:16 AM Lasix treatment note
3:34:45 AM Respiratory Rate
3:43:47 AM Eliminations
4:50:44 AM Respiratory Rate
4:52:32 AM Nursing note

Page 16/47
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Client:

B6

Patient:
Vitals Results
5:25:32 AM Catheter Assessment
5:27:43 AM Heart Rate (/min)
5:27:50 AM Respiratory Rate
5:28:01 AM Amount eaten
6:42:00 AM Respiratory Rate
7:25:45 AM Respiratory Rate
7:26:00 AM Weight (kg)
7:26:12 AM Eliminations
8:56:03 AM Respiratory Rate
9:47:19 AM Respiratory Rate
B 6 9:50:04 AM Catheter Assessment
9:50:22 AM Heart Rate (/min)
11:05:09 AM Respiratory Rate
12:00:28 PM Respiratory Rate
12:00:44 PM Eliminations
12:05:36 PM Lasix treatment note
12:55:52 PM Respiratory Rate
1:55:49 PM Respiratory Rate
3:12:43 PM Respiratory Rate
3:17:41 PM Eliminations
4:02:34 PM Respiratory Rate
Patient History
06:41 PM Vitals
06:41 PM Vitals
06:41 PM Vitals
06:41 PM Vitals
07:50 PM UserForm
09:52 PM UserForm
11:17 PM Treatment
11:17 PM Vitals
B 6 11:17 PM Tr.eatment
11:17 PM Vitals
11:19 PM Treatment
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:22 PM Purchase
11:22 PM Purchase
11:22 PM Vitals
Page 17/47
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Client: B 6

Patient

Patient History
11:22 PM Purchase
11:22 PM Purchase
11:25 PM Treatment
11:26 PM Treatment
11:26 PM Vitals
11:26 PM Treatment
11:28 PM Labwork
12:50 AM Treatment
12:53 AM Treatment
01:03 AM Treatment
01:03 AM Vitals
02:54 AM Treatment
02:54 AM Treatment
02:54 AM Vitals
02:56 AM Treatment
02:56 AM Vitals
02:56 AM Treatment
02:56 AM Vitals
02:57 AM Treatment
02:57 AM Vitals

B 6 05:07 AM Treatment
05:07 AM Vitals
07:34 AM Treatment
07:34 AM Treatment
07:34 AM Vitals
07:35 AM Treatment
07:35 AM Vitals
07:37 AM Treatment
07:37 AM Vitals
07:37 AM Treatment
07:37 AM Vitals
07:46 AM Treatment
07:46 AM Vitals
07:46 AM Treatment
07:46 AM Vitals
07:47 AM Treatment
07:47 AM Vitals
08:13 AM UserForm
08:19 AM Purchase
08:32 AM UserForm
08:39 AM Treatment

Page
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Client:
Patient: B 6

Patient History
08:45 AM Prescription
08:48 AM Prescription
09:13 AM Treatment
09:13 AM Vitals
09:14 AM Treatment
09:14 AM Vitals
09:34 AM Purchase
09:35 AM Treatment
11:03 AM Treatment
11:03 AM Vitals
11:.03 AM Treatment
11:03 AM Treatment
11:03 AM Vitals
11:.03 AM Treatment
11:03 AM Vitals
11:03 AM Treatment
11:03 AM Vitals
11:05 AM Purchase
11:39 AM Treatment
11:41 AM Treatment
12:50 PM Vitals

B 6 12:52 PM Treatment
12:54 PM Prescription
01:01 PM Deleted Reason
01:10 PM Treatment
01:10 PM Vitals
01:10 PM Treatment
01:10 PM Vitals
01:10 PM Treatment
03:14 PM Treatment
03:17 PM Treatment
03:18 PM Treatment
03:18 PM Vitals
03:18 PM Treatment
03:18 PM Vitals
03:18 PM Treatment
03:18 PM Vitals
03:20 PM Treatment
03:20 PM Vitals
04:14 PM UserForm
04:46 PM Treatment

Page 19/47
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Client:
Patient:

B6

Patient History

B6

04:46 PM
05:14 PM

05:14 PM

05:15 PM
05:15 PM
05:41 PM
05:41 PM
07:04 PM

07:04 PM
07:04 PM
07:04 PM
(07:04 PM
07:06 PM
07:06 PM
07:07 PM
07:07 PM
07:34 PM
07:34 PM
07:34 PM
07:34 PM
07:45 PM
07:46 PM
07:46 PM
07:46 PM
08:31 PM
08:55 PM
08:55 PM
09:53 PM
09:53 PM
11:07 PM
11:07 PM
11:21 PM
11:31 PM
11:31 PM
11:32 PM
11:32 PM
11:34 PM

11:34 PM
11:34 PM
11:34 PM

11:34 PM
11:49PM

11:49 PM

Vitals
Deleted Reasor

Deleted Reasor

Purchase
Purchase
Treatment
Vitals
Treatment

Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Purchase
Purchase
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment

Treatment
Vitals
Treatment

Vitals
Treatment

Treatment
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Client: B 6
Patient:
Patient History

11:49 PM Vitals
11:49 PM Treatment
11:49 PM Vitals
01:55 AM Treatment
01:55 AM Vitals
03:05 AM Treatment
03:35 AM Vitals
03:37 AM Treatment
03:37 AM Treatment
03:37 AM Vitals
03:45 AM Treatment
03:45 AM Vitals
03:45 AM Treatment
03:45 AM Vitals
03:45 AM Vitals
03:45 AM Vitals
03:53 AM Treatment
03:53 AM Vitals
03:53 AM Treatment
03:53 AM Vitals
04:50 AM Treatment
04:55 AM Treatment
04:55 AM Vitals

B 6 05:55 AM Treatment
05:55 AM Vitals
06:03 AM Treatment
06:11 AM Vitals
07:19 AM Treatment
07:19 AM Vitals
07:19 AM Treatment
07:19 AM Vitals
07:20 AM Treatment
07:20 AM Treatment
07:20 AM Vitals
07:20 AM Treatment
07:20 AM Vitals
07:20 AM Treatment
07:20 AM Vitals
07:33 AM Treatment
07:33 AM Vitals
07:33 AM Treatment
07:33 AM Vitals
08:01 AM Treatment
08:01 AM Vitals
08:01 AM Treatment
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Client:

B6

Patient:

Patient History
08:46 AM Purchase
09:32 AM Treatment
09:32 AM Vitals
09:46 AM Purchase
10:50 AM Purchase
10:51 AM Treatment
11:05 AM Purchase
11:16 AM Treatment
11:16 AM Vitals
12:41 PM Treatment
12:41 PM Vitals
12:41 PM Treatment
12:41 PM Vitals
12:42 PM Treatment
12:42 PM Vitals
12:42 PM Vitals
12:43 PM Treatment
12:46 PM Treatment
01:43 PM Purchase
01:52 PM Treatment
01:52 PM Vitals
03:03 PM Treatment

B 6 03:03 PM Vitals
03:03 PM Treatment
03:03 PM Vitals
03:40 PM Vitals
03:46 PM Labwork
03:50 PM Treatment
03:53 PM Prescription
03:55 PM Treatment
03:55 PM Vitals
05:04 PM Treatment
05:04 PM Vitals
05:09 PM Treatment
05:09 PM Treatment
05:40 PM Treatment
(05:40 PM Vitals
05:52 PM Vitals
05:54 PM Treatment
05:54 PM Vitals
05:54 PM Treatment
05:54 PM Vitals
05:55 PM Treatment
05:55 PM Vitals
06:48 PM Prescription
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Client:

B6

Patient:

Patient History
06:52 PM Treatment
06:52 PM Vitals
06:52 PM Treatment
07:17 PM Vitals
07:27 PM Treatment
07:45 PM Treatment
07:45 PM Vitals
08:01 PM Vitals
08:01 PM Treatment
08:17 PM Vitals
08:27 PM Treatment
08:54 PM Treatment
08:54 PM Vitals
09:13 PM Treatment
09:32 PM Treatment
09:32 PM Vitals
09:32 PM Treatment
09:32 PM Vitals
09:32 PM Vitals
09:43 PM Treatment
09:43 PM Vitals
10:41 PM Treatment

B 6 10:41 PM Vitals
11:07 PM Purchase
11:07 PM Purchase
11:18 PM Treatment
11:18 PM Vitals
11:18 PM Vitals
11:42 PM Vitals
11:53 PM Treatment
11:53 PM Vitals
12:52 AM Treatment
12:52 AM Vitals
01:21 AM Treatment
01:22 AM Treatment
01:22 AM Vitals
01:22 AM Treatment
01:22 AM Vitals
01:45 AM Treatment
01:45 AM Vitals
02:53 AM Treatment
02:53 AM Vitals
03:34 AM Vitals
03:34 AM Treatment
03:34 AM Treatment
03:34 AM Vitals
03:34 AM Treatment

@
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Client: B 6
Patient:
Patient History

03:35 AM Treatment
03:43 AM Treatment
03:43 AM Vitals
04:50 AM Treatment
04:50 AM Vitals
04:52 AM Vitals
05:25 AM Treatment
05:25 AM Vitals
05:25 AM Treatment
05:27 AM Treatment
05:27 AM Vitals
05:27 AM Treatment
05:27 AM Vitals
05:28 AM Treatment
05:28 AM Vitals
06:41 AM Treatment
06:42 AM Vitals
07:25 AM Treatment
07:25 AM Vitals
07:26 AM Treatment
07:26 AM Vitals
07:26 AM Treatment

B 6 07:26 AM Vitals
07:26 AM Vitals
08:56 AM Treatment
08:56 AM Vitals
09:31 AM UserForm
09:39 AM Purchase
09:47 AM Treatment
09:47 AM Vitals
09:50 AM Treatment
09:50 AM Vitals
09:50 AM Treatment
09:50 AM Vitals
09:50 AM Treatment
10:21 AM Labwork
11:05 AM Purchase
11:05 AM Treatment
11:.05 AM Vitals
11:25 AM Treatment
11:25 AM Treatment
11:48 AM Purchase
11:48 AM Treatment
12:00 PM Treatment
12:00 PM Vitals
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Client:
Patient

B6

Patient History

B6

12:00 PM
12:00 PM
12:05 PM
12:05 PM
12:55 PM
12:55 PM
1:01 PM
1:55PM
1:55 PM
3:12PM
3:12PM
3:17PM
3:17PM
3:17PM
3:55PM

3:56 PM
4:02 PM
4:02 PM
4:02 PM

4:03 PM
4:20 PM
12:52 PM

Treatment
Vitals
Vitals
Treatment
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Prescription

Prescription
Treatment
Vitals
Prescription

Prescription
Purchase
Appointment
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a
‘ Foster Hospital for Small Animals
u m m I "g S 55 Willard Streat
) North Grafton MA 01538

Veterinary Medical Center Tr = (508) 839-5395

AT TUFTS UNIVERSITY http:ffvetrmed. bufts, edu/

o

-ameted Charsss._

___B6 |

This £3HMEIS & DASED UDOV O PreeTndry S AMNation. THa & &1 CSHMARe & 6 Aot the findd bR, Every eMort il 52 MBS 10 K22p you nforined
of the cwrent status of your & threughout your amwnals hospiat-aton The fnal fee may vary considerably from this estimaled cost

s

Doctor of Recond: B6 :

e :

Tundetstand thatno guatantee of successhullreatmentis made. | certify thal | have rsad and Ay High Total B 6

understand the authorizetianfor medical end/or surgical reamant, the reasen for why suth madical
' ng/or surgical ireatmentis considered neCes5ary, 85 wel 56 15 Bdvaniades and possitie Law Tolal
complicalions. ifany | 4150 assumefinancialres ponsibility for all changes inamed bo ihis patents} | | (76 Dapost
agreeto pay75% ofthe estimatedcost althe lime efadmission. Additional deposits wikl be equired I — "
additisnal care mrprocedures are requared. lfurther agree to pay tha balance of fhe dharges whan this
pafent{s}is reeased
Procedural beiing iz Inclusiveup te andinciuding ihe sstimatss dualon ofhosplakzmon.
be additional expenses ilhospilalization extext beyond the spacied daaion
I haveread, understand, and agresto acceptthe conditisns of this beasment plan

our pefy cane

Page 11 Printed; B6 i
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Snoarely,
Dr B6

Pease visit our HerSvat website for mmre edsnwotan
hipc//vet tults el yYhesraaves t/

Fresorgdino Befi Ob chane
For Lhe saofety ond wel-being of our patients, your pel murst have hod on examinotion by one of aur vetenow exes within the gost
yeor in order 1o obioin pre saryition medrotiom.

Ondrring food:

Pleose check with your grimovy veteriaursw o uscher the recommeaded det(s). i you wish in prrohase your foxd from s,
pheave ol 7-1D doys in odvoare (508 887-9629) It ensure Hhe food &5 in stk Alernatinely, vetenowy dicts can be ordered from
online retoilers with o presyyitnan /e terioory approvdl

Choicol Trink:
Choricol Triols ore studies inwhich our veterimvy doctors work with you ond your pet In iovestiyote o specifc daease process or g
ooy new iest orirealment  Pleose see owr welsie: vet 0ufls edg frvora it d-awedirs

Casd BS Owrer | B6
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Foster Hospital for Small Animals

Cummings T

Telephone {S08) 159 195

Veterinary Medical Center Glnelmer

AT TUFTS UNIVERSITY

Radiology Reqguest & Report
L= S Oveney
e B6 | e B6 % Paticyn B)-437321
Spedes Canvine Addvess: B6 Dateofreqgeest=! B
GowyWhite Female (Joyer)
EnglshBulidog , 01373
pirthdoa= . BS
Adtevding (lniciar B6 'OWM (Residre, Candiology)
Patierd Locatcer Ward/Cage: Cardio, ICU Weight (hg) 19.60
Sedisticn

Ml Inpatient Ll pAG

[ Outpatient Time: ™ o8AG

[ waiting 1/2 dose OBAG

] Emergency DexDomitor/Butw phawol

Anesthesia to sedste/anesthetize

Exmvirutiven Desiredt 2 view CXR- DV and R lsteral
**TECHS TO HANDLE ONLY**- be careful due to dyspww=a, do not stress fusther if dyspoeic

Fresesting Comglaint and (inicd (uestors you wish 1o answer-
Redhedk rads for CHF before discharge

Pertinent Hstory:

...............

Findings

FDA-CVM-FOIA-2019-1704-008243



Cowuchnicwes

- Improving interstitial pulmonary pattern is consistent with reqponse to medical marmagement.
- Unchanged mild cardiomegaly and similar 0 mildly imgroved left airial enlageret.

- Unchanged multtifocal intesvertetwal disk disease and breed-associated vertebral anomalies.
- Unchannged modisate bilateral elbow degorerat ive joint dsease.

_ r BT MDD

S

Finalized:
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Lummings S

Telephone {(S08) 8395395

Veterinary Medical Center iyl

Mty/fvetmed fts edu/Chioe
AT TUFTS UNIVERSITY

BG Female {Spayed)
Canine English Bulidog
Grown/Whae
437321

Daily Updiste From the Cardicky y Sesvice

Today'sdate: |____B6 |

Ve amrm et e e et

Dear Dvs at: B6

Thank you for refisving patients o the Fosser Hospital for Small Animals at the Gevwmings School of Tufts
Unwersity.

Your paﬁenti B6 was admitted and isbeing cased for by the Cardiology Sesvice.

¥ isin stable condition

[ s still in the axygen cage

[ is critically ill

N disterged from the hospitel today

Today's trestments ndude:
" bloodwork planned fpending
1 echocardiograpghy - OCM and L-CHF
@diac cathever pcerdure planed
[3 ongping treatment for CHF
] ongping treatment for thrombosis
[ ongping reatment for avhythenia

Addi tionalplans:
Please allow 3-5 business days for reports 1o be finalized upon patient dschape.

Please call {SO8} 887-4896 before S5pm or email us at codmrg@uMx e if you have any questions.
Thank you!

Arvending Clinician] B6 'DVM {Resident, Cardio logy)
Faculty Clinician: lohn Rush DVM, DACVIM, DACVECC
Senior studert:

FDA-CVM-FOIA-2019-1704-008251









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

To: Jones, Jennifer L

Sent: 3/1/2019 9:50:52PM

Subject: FW: taurine results fori ... BE .. i

Attachments: Stern Lab Taurine Recommendations.pdf; T_27754.pdf; UCD Diet and DCM Handout.pdf

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-2019-1704-008254






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

To: _Jones. Jennifer L

Sent: i _.B6__5:29:55 PM

Subject: B6 i- time sensitive

Importance: High

Hi Jen

| also left you a voice message but | just heard that! B6 idied suddenly B6 i This is one

of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4" dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

The referring vet contacted me and said the owner is bringing; _B6 n for cremation. He will ask if he can get

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent: Tuesday, March 26, 2019 1:50 PM

To: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

\‘“‘ W IS, FOOD & DRUG

‘ o 5 11 A

From: Freeman, Lisa <|isa.Freeman@iufts. edu>
Sent: Saturday, March 23, 2019 11:43 AM

To: Jones, Jennifer L <Jennifer.Jones@@fida.hihs,gov>
Subject: Cobalt

Hi Jen,
In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient

FDA-CVM-FOIA-2019-1704-008260



ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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-2019-1704-008261



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

DROTSTEI>
To: Jones, Jennifer L
CccC: Peloquin, Sarah
Sent: | BB B:51:07PM_
Subject: RE: B6 i~ time sensitive

Jen,

| guess from my point of view, having an additional case would be helpful as | think some of the cases that |
looked at will fall out of the counting.

| agree it's a predisposed breed, so perhaps it may make a good comparison (though | suspect we won't see a
huge difference).

| will go the way of the consensus (three on the email @))

Dave

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

ATYMIMIETRATICN

W%A 1 j‘:::‘w“‘g“ “
%z]‘m\«m\\\& ‘

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

From: Jones, Jennifer L _

Sent: ’ B6 2:43 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>
Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: FW. B6 - time sensitive
Importance: Higr

Dave,

| know we're chatting Thursday about the results and next steps. ; BS ‘'m leaning
; B5 i

iYou’re looking at the histo, though, what do you think?
Jen

Jennifer Jones, DVM
Veterinary Medical Officer

FDA-CVM-FOIA-2019-1704-008262



Tel: 240-402-5421
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From: Freeman, Lisa <l jsa.lFreeman@Dtufts edy>

Sent: B6 12:30 PM
To: Jones, Jennifer L <Jennifer. Jones@fda. hihs gov>
Subject:i B6 - time sensitive

Importance: High

Hi Jen

| also left you a voice message but | just heard that !

idied suddenly;

B8 i This is one

of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4 dog in the household that has an elevated BNP. So, this is a particularly

interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

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

Sent: Tuesday, March 26, 2019 1:50 PM
To: Freeman, Lisa <|jsa.Freeman@tufts. edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005

(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,
Jen

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

U.S. FOOD & DRUG ...

]~ o

From: Freeman, Lisa <|_jsa.Freeman@tufts edu>
Sent: Saturday, March 23, 2019 11:43 AM

To: Jones, Jennifer L <Jennifer.Jones@ida. hihs, gov>
Subject: Cobalt

FDA-CVM-FOIA-2019-1704-008263



Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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-2019-1704-008264



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

To: Freeman, Lisa

CcC: Peloquin, Sarah

Sent: B 11:05:51 AM

Subject: RE:i B6 time sensitive (cc-297)

Thank you, Lisa. | see Jake sent you the necropsy procedures. Yes, we can work on a prioritized list for
veterinarians collecting limited tissue sets. We can also have veterinarians freeze the bodies until we send them
supplies (esp. if large intact hearts).

Please hav.  B6 veterinarian contact me directly to coordinate the sample collection and reimbursement.

I'll be at my désk until™3 pm.

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

uﬂ W& FOOD & DRUG

AU R DE TR ATTCO M

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

Sent:! B6 1 2:30 PM
To: Jonels, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: __B6 i- time sensitive

Importance: High

Hi Jen .
| also left you a voice message but | just heard that! B6 ' died suddenly; B6 EThis is one
of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4™ dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer. Jones@fda. hihs. gov>
Sent: Tuesday, March 26, 2019 1:50 PM
To: Freeman, Lisa <|jsa.Freeman@tufts edy>

FDA-CVM-FOIA-2019-1704-008265



Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

US. FOOD & DRUG -
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From: Freeman, Lisa <| isa.Freeman@iufts. edu>
Sent: Saturday, March 23, 2019 11:43 AM

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

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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-2019-1704-008266



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

To: Peloquin, Sarah

Sent: . __B6_5:32:46 PM

Subject: FW:i B6 - time sensitive

Importance: High

Hi Sarah

Got a message that Jen is out today so wanted to see how we can get samples assuming owner gives
permission

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: Freeman, Lisa

Sent: ..B8 12:30 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: B6 i- ime sensitive

Importanéeé: High

Hi Jen

| also left you a voice message but | just heard that: B6 idied suddenly {7 TTBE T i Thisis one
of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4™ dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

FDA-CVM-FOIA-2019-1704-008267



From: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Sent: Tuesday, March 26, 2019 1:50 PM

To: Freeman, Lisa <|.isa.Freeman@tufts. edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

U.S. FOOD & DRUG w%

5 T L T T

From: Freeman, Lisa <|.isa.Freeman@iufts. edu>
Sent: Saturday, March 23, 2019 11:43 AM

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

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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

To: Jones, Jennifer L

CC: Peloquin, Sarah

Sent: fBe111:13:21 AM

Subject: RE:i B6 - time sensitive (cc-297)
Thanks, Jen

| think that would be helpful. These obviously happen with no warning so that would be great to have ready to
tell vets. Including the option of freezing on that same sheet would be great. These owners wanted to get the
body back for cremation so this seemed like the best option.

and some liver

If you could send him a box for shipping, that would be great

B6

B6

We'll be seeing the other 3 dogs in the household today
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 i7:06 AM

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

Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: RE:! B6 i- time sensitive (cc-297)

Thank you, Lisa. | see Jake sent you the necropsy procedures. Yes, we can work on a prioritized list for
veterinarians collecting limited tissue sets. We can also have veterinarians freeze the bodies until we send them
supplies (esp. if large intact hearts).

FDA-CVM-FOIA-2019-1704-008269



I'll be at my desk until 3 pm.

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

3 1 0 5 Y 4455

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

Sent: B6 i2:30 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject; B6 ) - time sensitive

Importance: High

Hi Jen

| also left you a voice message but | just heard that| B6 idied suddenly _B6 ____: Thisis one
of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4t dog in the household that has an elevated BNP. So, this is a particularly

interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs. gov>
Sent: Tuesday, March 26, 2019 1:50 PM

To: Freeman, Lisa <lLisa.Freeman@tufts edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 29 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer
Tel: 240-402-5421 R
il U5, FOOD & DRUG %
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From: Freeman, Lisa <|isa.Freeman@tufts.edu>
Sent: Saturday, March 23, 2019 11:43 AM

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

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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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Report Details - EON-372828

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2050621

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-12-04 17:59:30 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:  Eating BEG diet (Earthborn) Echo had subjectively reduced contractility, elevated
NT1-proBNP and cardiac troponin | Taurine pending Owner changing diet and will

Date Problem Started: 11/20/2018

Concurrent Medical No
Problem:

Outcome to Date; Stable

Product Name: = FEarthbormn Meadow Feast dry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use nescription: | See diet history in records for more details
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Name: i B6
Type Of Species: Dog

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Intact

Pregnancy Status: Not pregnant

Lactation Status: Not lactating

Weight: 30.3 Kilogram

Age: 3 Years
Assessment of Prior Excellent
Health:
Number of Animals 5
Given the Product:
Number of Animals 4
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: B6
Phone: B6
Email: B6
Address:! '

'B6

United States

Healthcare Professional practice Name:  Tufts Cummings School of Vetérinafy Medicine
Contact: Name: Lisa Ereeman

FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-008274






Report Details - EON-372834

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2050624

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-12-04 18:12:06 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:

‘ Déte Probiem Staﬁed
Concurrent Medical

Problem:

Outcome to Date

_Littermate diagnosed with reduced cardiac contractility Eating BEG diet ,
{Earthborn) so screened all housemates Subjectively reduced contractility on
_echo and elevated NT-proBNP and cardiac troponin | Taurine pending Owner
_ changing diet and will recheck in 3 months

1 11/20/2018
No

1 Stable

Product Name:
Product Type

Lot Number:
Package Type:

Product Use Déscriptidn: »
Information:

Manufacturer

[Distributor Information
Purchase L ocation

Information:

Earthborn Meadow Feast dry
: Pet Food

BAG

» Sée diét hiétory in Medical fecoi'd fdr mdre ihfo »

Name:

Type Of Species:

Type Of Breed

Gender: Male

Reproductive Status
Weight
Age

Assessment of Prior
Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional
Information

FOUO- For Official Use Only

: Boxer (German Boxer)

: Neutered
: 30.3 Kilogram
: 3 Years

Excellent

5

4

Owner Yes
Information
provided:

Contact: Name:

................................

Address: i B6

United States

Practice Name: Tufts Cummings School of Veterinary Medicine

' Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

Contact: Name:

FDA-CVM-FOIA-2019-1704-008389
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High



lient:
(PEaltei:erzlrtlt: BG

CARDIAC TROPONIN/TEXGI SST 11/20/18

Gastrointestinal Laboratory
Dr. J.M. Steiner
Department of Small Anima Clinical Sciences
Texas A&M University
4474 TAMU
College Station, TX 77843-4474
Website User ID: clinpath@tufts.edu

GiLab Assigned Clinic ID: 11405

L Bé .. Phone: 508 867 4669
Tufts, Universibe-Clinical Pathology Lab Fax: 9 508 839 7936
Attn:{ __ B 6 i Animal Name: .
200 Westboro Road BG i
North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received: Nov 27, 2018
Tufts University-Clinical Pathology Lab Gl Lab Accessioni B6 E
Tracking Number; 1811200093 el
Test Result Reference Interval Assay Date
Uitra-Sensitive Troponin | Fasting i BB ino/ml. <08 11/27/18
Comments:

B6

Can
11/20/2018 1:18 Pl‘la
gg;DIHC TROPONIN/TEXGT

ine

Gl Lab Contact Information
Phone: (979) 862-2861

Email: giiab@evm.tamy edy
Fax: - 4
ax: (979) 862-2864 vetmed.tamu,edu/guab

Page 5/13
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Client: B 6

Patient:

CARDIAC TROPONIN/TEXGI SST 11/20/18

Gastrointestinal Laboratory
Dr. J.M. Steiner
Department of Small Animal Clinical Sciences
Texas A&M University
4474 TAMU
Coliege Station, TX 77843-4474

Important Ongoing studies
Notices: . . . . -
otiees Cobalamin Supplementation Study-Dogs and cats with cobalamin deficiengy with hormal PLI,
and either normal or low{consistent with EPI) TLI to .compare the efficacy of oral vs parenteral
cobalamin supplementation. Contact Dr. Chang at chchang@cvm:tamu.edu for further
information.

Chronic Pancreatitis with Uncontrolled Diabetes Mellitus- Seeking dogs with chronic
pancreatitis and uncontrolled diabetes mellitus for enroliment into a drug trial{medication
provided at no cost). Contact Dr. Sue Yee Lim at slim@gcvim.tamu.edu or Dr. Sina Marsilio at
smarsilio@cvm.tamu.edu

Dogs with Primary Hyperlipidemia- Prescription diet naive dogs newly diagnosed with primary
hyperlipidemia are eligible to be enrolled in a dietary trial. Contact Dr. Lawrence at
ylawrence@cvmitamu.edu for more information.

Dogs with Chronic Pancreatitis-Dogs with chronic pancreatitis (¢cPLi >400pg/L) and
hypertriglyceridemia (>300 mgtd!) are eligible to be enrolled in.a dietary trial. Contact Dr.
Lawrence at ylawrence@cvm.tamu.edu

Chranic enteropathies in dogs-Please fill out this brief form hitp://tinyurl.com/ibd-enroll to see
if your patient qualifies.

Feline Chronic Pancreatitis- Cats with chronic pancreatitis for more than 2 weeks and fPL| >10
ug/L are eligible for enroliment into a treatment trial investigating the efficacy of prednisolone or
cyclosporine. Please contact Dr. Yamkate for further information at pyamkate@cvm.tamu.edu.

We ¢an not accept packages that are marked "Bill Receiver”

Use our preprinted shipping labeis to save on shipping. Call 979-862-2861 for assistance. The
Gl Lab is not here to accept packages on the weekend. Samples may be compromised if you
ship for arrival on Saturday or Sunday or if shipped via US Mail.

Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu

Fax: (979)862-2864 vetmed.tamu.edu/gilab
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Client:
Patient:

B6
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Client:
Patient: B 6

Patient History

11/20/2018 11:45 AM

11/20/2018 12:23 PM
11/20/201801:11 PM
11/20/2018 04:04 PM
11/20/2018 04:04 PM
11/20/2018 04:04 PM
11/20/2018 04:55 PM
11/20/2018 05:45 PM
11/20/2018 05:46 PM
11/21/2018 11:25 AM

11/26/2018 11:33 AM

Appointment

UserForm
UserForm
Purchase
Purchase
Purchase
Treatment
Labwork
Purchase
UserForm

Email

Page

12/13
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Thank you,



Report Details - EON-372834

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2050624

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-12-04 18:12:06 EST

Reported Problem: Problem Description:

‘ Déte Probiem Staﬁed
Concurrent Medical

Problem:

Outcome to Date

_Littermate diagnosed with reduced cardiac contractility Eating BEG diet ,
{Earthborn) so screened all housemates Subjectively reduced contractility on
_echo and elevated NT-proBNP and cardiac troponin | Taurine pending Owner
_ changing diet and will recheck in 3 months

1 11/20/2018
No

1 Stable

Product Information: Product Name:

Product Type

Lot Number:
Package Type:

Product Use

Information:

Manufacturer
[Distributor Information:

Purchase L ocation

Information:

Earthborn Meadow Feast dry
: Pet Food

BAG

Déscriptidn: . seediet hiétory in medical record for more info

Animal Information: Name:

Type Of Species:
Type Of Breed:
Gender;
Reproductive Status:
Weight:

Age:

Assessment of Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Boxer (German Boxer)
Male

Neutered

30.3 Kilogram

3 Years

Excellent

Owner Yes
Information

provided:

Contact:

Address: |

=
i

United States

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
1

FDA-CVM-FOIA-2019-1704-008404






Report Details - EON-380707
ICSR; 2063114

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 16:31:40 EST

Reported Problem: Problem Description: = DCM and CHF diagnosed Aug 2018 We saw 1/11/19 - CHF still not well

controlled Eating Purina Lamb and Rice - unlikely to be associated with DCM but
_reporting just in case Owner is now changmg to different diet and will recheck n3

_________________________________________

i Be_:troponini_ B i but taurine normal { B6 plasma, B6 whole blood)

Lymemrmem o R e T N

Date Problem Started: 08/01/2018

Concurrent Medical No
Problem

» Outcome to Date Worse/Declining/Deteriorating

Product Information: Product Name: Purina One Smart Blend | amb and Rice dry
Product Type: Pet Food
Lot Number:
Product Use | Description: | 1/2 cup twice daily since a plippy See diet hlstory for
Information:. =~ additional details
Manufacturer

IDistributor Information:

Purchase L ocation
Information:

Animal Information: Name:

Type Of Species: Dog
Type Of Breed: Doberman Pinscher
Gender: Male
Reproductive Status: Neutered
Weight 29. 9 Kilogram

Assessment of Prlor Excellent
Health:

Number of Animals 3
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: E ,
Phone:§ B6

Email i

Addressi B6

Unlted States

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine

Information: ...
Contact: Name: Lisa Freeman
Phone; (508) 887-4523
Email: lisa.freeman@tufts.edu
FOUO- For Official Use Only 1
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Report Details - EON-380709

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2063117

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2019-02-24 17:31:22 EST

Reported Problem:

Product Information:

Animal Information;

Problem Description: _ Murmur and arthythmia ausculted by RDVM. Echoed by another cardiologist who
referred to us for study Eating Fromm L g Breed Adult (not grain free) so unclear if
_ diet related. Screened other 2 standard poodles in household eating same diet
and their hearts wete fine. Owners have changed diet for all 3 dogs to lams
MiniChunks and we will recheck in 3 months

Date Problem Started: 01/29/2019

Concurrent Medical Yes
Problem;

Pre Existing ‘Conditions:il B6 !

Outcome to Date; Stable

Product Name:  Fromm Large Breed Adult d‘ry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use pescription: Please see diet histary for additional details
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name: . B6
Type Of Species: Dog

Type Of Breed: Poodle - Standard

Gender: Male

Reproductive Status: Neutered

Weight: 24 Kilogram

Age: 16 Years

Assessment of Prior Good
Health:

Number of Animals 3
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes

Information

provided:
Contact: Name: '
Phone:é B6
Email:g

Address:!

B6

United States

Healthcare Professional | practice Name:  Tufts Cummings School of Veterinary Medicine

Information: .
Contact: Name: = |isaFreeman

FOUO- For Official Use Only 1
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Report Details - EON-380709

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2063117

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2019-02-24 17:31:22 EST

Reported Problem:

Product Information:

Animal Information;

_ Murmur and arthythmia ausculted by RDVM. Echoed by another cardiologist who
referred to us for study Eating Fromm L g Breed Adult (not grain free) so unclear if

_ diet related. Screened other 2 standard poodles in household eating same diet
and their hearts wete fine. Owners have changed diet for all 3 dogs to lams
MiniChunks and we will recheck in 3 months

Date Problem Started: 01/29/2019

Problem Description:

Concurrent Medical Yes
Problem;

B6

Pre Exisﬁng ‘Conditionsﬁ i

Outcome to Date; Stable

Product Name: Fromm Large Breed Adult d‘ry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use Description:
Information:

Please see diet history for additional details

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:

Type Of Species:

Type Of Breed: Poodle - Standard

Gender: Male

Reproductive Status: Neutered

Weight: 24 Kilogram

Age: 16 Years

Assessment of Prior Good
Health:

Number of Animals 3
Given the Product:

Number of Animals 1
Reacted:

Owner Information: Owner Yes

Information
provided:

Contact: Name:

vy
o)

Address: |

'B6

United States

Healthcare Professional  practice Name:
Information:

Tufts Cummings School of Veterinary Medicine

Contact: Name: |isa Freeman

FOUO- For Official Use Only 1
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Client: B6

Patient: i

Disposition/Recommendations

Page 2124
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Client:
Patient:

B6

Page 3/24
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Client: i
Patient: . B 6

Patient History

02/18/2019 11:34 AM

02/20/2019 09:24 AM
02/20/2019 09:25 AM
02/20/2019 09:25 AM
02/20/2019 10:31 AM

02/20/2019 05:20 PM

02/20/2019 05:47 PM
02/21/2019 04:30 PM

Appointment

Purchase
Purchase
Purchase
UserForm

Appointment

Email
Purchase

Page 5/24
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Cummings

Veterinary Medical Center

AT TUFTS UNIVERSITY

STANDARD CONSENT PORM

| amthe owner, ar agert forthe owne, of the above desaribed andme | and have the autharity 1D eende ansent. |
haety authuwrae the Osverogs School of Veteynary Medidne at Tuls Unswessity (haren alite Qammings Sdwool) to
presrbe forreaiment of seid andve| acowding 1o the followng taws and onditive

Qs School and its offcers, agents and amployees will grovide surh vetea vy medical care as they deem
remvabie and aggropeiate wde the SosTas o=

Qs School and its oficers, agents, and enpluyers will e all remavable arein the teabment of the above
makianed anstel, wut will not be [iable for any loss or accideil that may ocos ar any dsease that may develgpasa
result ofthe care and treatment govded

| understand that the above ident fied ansmal may be trestadd by Qesvenings School shuds s under the sagevsion and
assistace of Qummings Sdwool staff rentss

in eenting this form, | hadhy eqresly adyuwiadse that rideg, banafits and altenative formes of treatment have
been explainal b me. | wdaStaY said eplsotion, and | onsent tovestmet Sould aw adfitional reatmesds ar
daywostis be required dus g the astrued care of my anemal, | understand that | will be given the ggortunvty to
dvasss and orsort 1o these addtional gooadse | wdartay that Asther or addtional treatment mey bereqguirad
withaast an apgas tusvty for disoussan and aswideration by me, inthecaseofthedash ot of ay e dvest oy
amergenwy dsvg the aontiued Gare of my anevel and | eqressly cosent to all sudh resreblebeaoment as
reaquired | rmalize and wdartay that resudts carvot be guaranteed

if any epapmest i leht with the animal, it will be axpted with the wdeSta g that Ousvmmings Schonl ammes no
repusility for any loss of apigpret that may ocas.

| agreewn pik up the andmal when rnothied that it is ready for release

in the event the andte| 5 not pided up, and iFten (10) days have expired since aregistoed letter was sevd to the
adivess given above, notfyng me in call for the ansel, the anstel may be sold ar athewte dgposal of na hmane
mana and theprovaah agplied to the charges mmuvad in wring and vesting the aeral  Faise toremeve said
anse| will not and does not relieve me fram abligation for the mosts of seovices rendered.

| hereby grant ip the Ousvenings School of Veteymary Mediiine at Tufts University, its officers and enphyer =
{ocollectively rdared to haein as Qsteregs Sdwol), and iis agerds and awge (the Graniees) the svevashile rghts o
dhatyagh / videutage the gperation ar geeduse 1o be performed, schaing agge g iate and athewbe use arh
¢hatnyagts and mages for, and in coneation with, a Gadee’s medical, e, educational, and publicity
s, by any mears, mathods and meda gwont and elatonic) now lnown ar, inthe e, daeioped that the
Gravee deerves qpropiate{povided that such ghatgyagihs and mages may not be used in for-grofit commecials,
uniee saurh arveTethks ae publiczng echaational groyave at Qstsnngs Shool). As medical and aspcal vesbmot
necessitates the remove | of tissue, cells, fluids ar body parts of my andmal, | autharize the Grardess in depoe of aruse
these tmeues, cells, fuids or body parts far sciovic and edictiosral purposes.
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Cummings

Veterinary Medical Center -

AT TUFTS UNIVERSITY ‘B6: ¢™m
Cardiology Liason: SOB-887 4896 B;_E,Psﬂﬂ Male (Neutered) Poodle

Cardiology Appontment Report
Enrolled in DCM Saudy
Date: 2 /1/2019

Attu&g Cdixrdopist
Juhn E Rush DVM, MS, DACVIM {Cardiology), DACVECC (FREMARY)

B6

B6

A tre Cosmadaint:
OCM diagwused 1/29/19by  B6 | (VPCs but asymptomatic)- Eating BEG diet x 3 years
% B6 ;

ww.&t’y‘ B6

Dixt and Supphsvwerts : fromm Large Breed Adult dry

Cwdawraadas (story:

Prior CHF diagrnosis? no

Prior heart mumur? yes

Prior ATE? no

Prior asvhythmia? yes

Monioring respirat ory rase and effort at home? no
Cough? maybe

Shorthess of tresth or difficulty beeathing? no
Syncope or collapse? no

Sudden onset lameness? chvonic lamene= and wesdve—s badk legs
Emeycise inko kxance? limited by above

CGovert Hﬂm Peltllell: in CV Systewmn:
Med‘mm B6

.............................

FDA-CVM-FOIA-2019-1704-008429

































Report Details - EON-380720
ICSR; 2063120

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 19:08:40 EST

Reported Problem: Problem Description:  Annual RDVM visit identified murmur. Echo done by mobile ultrasonographer

showed DCM. We evaluated as part of study 2/1/19 - has DCM Eating BEG diet '
 Changed to Pro Plan Weight management dry and we will recheck in 3 months

Date Problem Started: 02/01/2019
Concurrent Medical Yes

Problem:
Pre Existing Conditions:! B6
Outcome to Date; Stable
Product Information: Product Name: Earthborn Coastal Cateh dry
Product Type: Pet Food
Lot Number:

Package Type: BAG

Product Use ' pescription: Please see diet history for more info
Information: RS R R R R

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information; Name:

Type Of Species: Dog
Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered
Weight: 36.3 Kilogram

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product;

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name:
Phone:i B6
Email:é

Address:

 B6

United States

Healthcare Professional Practice Name:  Tufts Cummings School of Veterinary Medicine
(AtaiRation: o bbbl s il bl e il
Contact: Name: Lisa Freeman
Phone: (508) 887-4523

FOUO- For Official Use Only 1
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Report Details - EON-380720
2063120

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom,
Reporting Type: Voluntary

Report Submission Date: 2019-02-24 19:08:40 EST

Reported Problem: Problem Description:

 Changed to Pro Plan Weight management dry and we will recheck in 3 months

Date Problem Started:
Concurrent Medical

Problem:
Pre Existing Conditions:i

Outcome to Date:

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer

[Distributor Information:

Purchase L ocation
Information:

Animal Information; Name:

Type Of Species:L

Type Of Breed:
Gender:
Reproductive Status:
Weight:

Age: ip6:Years

Assessment of Prior
Health:

Number of Animals
Given the Product;

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

_ Annual RDVM visit identified murmur. Echo done by mobile ultrasonographer

showed DCM. We evaluated as part of study 2/1/19 - has DCM Eating BEG diet '

02/01/2019

Yes

B6

Stable

Earthborn Coastal Catch dry
Pet Food

BAG

Description: = Please see diel history for more info

Dog

Retriever - Golden

Male

Neutered

36.3 Kilogram

Excellent

1

Owner Yes
Information

provided:

Contact: Name:

Phone:;

B6

Email: i

Address: B 6

United States

Practice Name: Tufts Cummings School of Veterinary Medicine |

Contact: Lisa Freeman

Phone: (508) 887-4523

Name:

FDA-CVM-FOIA-2019-1704-008444






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

To: 'cvca  B6 Dcvcavets.com'

Sent: 3/28/20186:40:32PM

Subject: FDA Case investigation for___B6 | (EON-350158)

Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Good afternoon,__ B6___|

Thank you for submitting your consumer complaint to FDA. I’'m sorry to hear aboutg_ B6 !illness.

As part of our investigation, we’d like to request:
o Full Medical Records

o Please email (preferred) or fax (301-210-4685) a copy of;

event).

o Do you have records from her referring veterinarian?

e Potentially Test Remaining OPEN product
o Do you have any remaining product left?

o |s there a lot number or best by date for the leftover food?
e Hold any remaining UNOPENED product for potential collection.

| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and

how veterinarians help with our case investigations.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-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

ADMENIETRATICN

FDA-CVM-FOIA-2019-1704-008530



From: CVCA - Cardiac Care for Pets; B6

To: Jones, Jennifer L
Sent: 3/28/2018 10:.08:41PM
Subject: Re: FDA Case investigation for. __B6___ i(EON-350158)

Dear Dr. Jones,

.............................

including the primary veterinarian history that we have and the history from her previous emergency room visit.
Unfortunately, the diagnosis was made in October and the client has disposed of the diet. We will certainly keep
this in mind for future patients with dilated cardiomyopathy which could potentially be diet-related and have
those owners keep a sample and record the lot number for future testing/tracking. Thank you again for looking
into this issue for our patients.

Sincerely,

As part of our investigation, we’d like to request:

e Full Medical Records

event).
o Do you have records from her referring veterinarian?
e Potentially Test Remaining OPEN product
o Do you have any remaining product left?
o Is there a lot number or best by date for the leftover food?
e Hold any remaining UNOPENED product for potential collection.

I attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,

Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer
U.8. Food & Drug Administration
Center for Veterinary Medicine

FDA-CVM-FOIA-2019-1704-008541



Oftice of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4683
e-mail: jermiferjonesicofda hhs. gov

Web: httpwww ida gov AnnalVeterinary Beience Research uem 247334 htm

i LS, FOOD & DRUG

HEMENIBERATICM

CVCA - Cardiac Care for Pets

Phone:i ____B6
Fax: B6 :
Email: 77 B pvcavets.com

Visit our website at: www.cvcavets.com
"Like" us on Facebook at: www.facebook.com/CVCAVETS

"Follow" us on Instagram at: www.instagram.com/CVCAVETS

We want to hear from you! Access our online survey by clicking here.

If there is anything that we can do to improve our service for you, please do not hesitate to contact us directly. We would
greatly appreciate your feedback and invite you to fill out a survey based on your experience with CVCA.

Share your photos with us!

If vou have a photo that you would like to share, we would love to post it on our Facebook page. Like us on Facebook and post to our wall
or vou can email the image with a fun fact to cveamtof@cveavets.com and we will forward it to our Facebook administrator.

Please note -- Images are usually posted within 1 month of submission.

FDA-CVM-FOIA-2019-1704-008542



From: CVCA - Cardiac Care for Pets B6

To: Jones, Jennifer L

Sent: 3/28/2018 10:27:10 PM

Subject:

Attachments: echo 2.pdf;
_B6_ihx44.pdf;

Attached is entire medical records for!

Thank-

On Wed, Mar 28, 2018 at 6:08 PM, CVCA - Cardiac Care for Pets | B6

wrote:

Dear Dr. Jones,

Thank you for following up on our patient,; __B6_ ! We will be sending you our complete records for] B6 |

including the primary veterinarian history that we have and the history from her previous emergency room visit.
Unfortunately, the diagnosis was made in October and the client has disposed of the diet. We will certainly keep
this in mind for future patients with dilated cardiomyopathy which could potentially be diet-related and have
those owners keep a sample and record the lot number for future testing/tracking. Thank you again for looking
into this issue for our patients.

Sincerely,

As part of our investigation, we’d like to request:

e Full Medical Records

...............

event).
o Do you have records from her referring veterinarian?
e Potentially Test Remaining OPEN product
o Do you have any remaining product left?
o Is there a lot number or best by date for the leftover food?
e Hold any remaining UNOPENED product for potential collection.

I attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,

Dr. Jones

FDA-CVM-FOIA-2019-1704-008543



Jennifer L. A. Jones, DVM

Veterinary Medical Officer

LS. Food & Drug Administration

Center for Veterinary Medicine

Oftice of Research

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

Laurel. Marvland 20708

new tel: 240-402-5421

fax: 301-210-4683
e-mail: jenniferjonesicfida.hhs. gov

Web: httpwww ida sov AnimalVeterinary BoienceResearch uem247334 htm

i U5, FOOD & DRUG

ADMENIETRATICN

CVCA - Cardiac Care for Pets

B6

Phone:! B6 ;

H
............................... =

Fax:i B6 :

Email;| 6 @ovcavets.com

Visit our website at: www.cvcavets.com

"Like" us on Facebook at: www.facebook com/CVCAVETS

"Follow" us on Instagram at: www.instagram.com/CVCAVETS

We want to hear from you! Access our online survey by clicking here.

If there is anything that we can do to improve our service for you, please do not hesitate to contact us directly. We would
greatly appreciate your feedback and invite you to fill out a survey based on your experience with CVCA.

Share your photos with us!

If vou have a photo that you would like to share, we would love to post it on our Facebook page. Like us on Facebook and post to our wall

or you can email the image with a fun fact to cveainfo/@eveavets.com and we will forward it to our Facebook administrator.

Please note -- Images are usually posted within 1 month of submission.

FDA-CVM-FOIA-2019-1704-008544



CVCA - Cardiac Care for Pets

B6

Phone;. .. ..BE
Fax: | B6 .
Email:i__Be @cvcavets.com

Visit our website at: www.cvcavets.com
"Like" us on Facebook at: www.facebook.com/CVCAVETS
"Follow" us on Instagram at: www.instagram.com/CVCAVETS

We want to hear from you! Access our online survey by clicking here.
If there is anything that we can do to improve our service for you, please do not hesitate to contact us directly. We would
greatly appreciate your feedback and invite you to fill out a survey based on your experience with CVCA.

Share your photos with us!

If vou have a photo that you would like to share, we would love to post it on our Facebook page. Like us on Facebook and post to our wall
or vou can email the image with a fun fact to cveamtof@cveavets.com and we will forward it to our Facebook administrator.

Please note -- Images are usually posted within 1 month of submission.

FDA-CVM-FOIA-2019-1704-008545



Species: Caning
Breed: Labrador Retriever

Test

Resulis

Gender: Female/Spayed

Weight: 67.60 Ibs
Age: 11 Years
Doctor:'; B6

Reference Interval LOW

W
o)

NORMAL HIGH

Catalyst Dx (November 14, 2017 4:20 PM)

G
CHREA
BUN
BUN/CREA
PHOS
CA

TP

ALB
2LOB
ALB/GLOB
ALT
ALKP
GBoT
TBIL
CHOL
AMYL
LiPA

Na

K

Ma/k

il

Osm Cale

B6

T 448
05-18
7-27

25-68
79-120
52-82
22-38
Z5-43

14 -125
23- 212
0-11
00-09
110 - 320
500 - 1500
200 - 1800
144 - 160
3.5-58

1059 - 122

Printed: November 14, 2017 4:20 PM

1012717
Eifallal .Y 51
LW
HIGEH
[
HiGH
HizH
I
Pagetoft 77 o penlhndien
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....................

Gender: Female/Spayed

Patient Name; B6 | Waeight: 67.60 Ibs Bé

Species: Caning Age: 11 Years

Breed: Labrador Retriever Doctor: B6 B 6
Test Resulls Reference Interval LOW HIGH

Catalyst Dx {(November 14, 2017 4:20 PM) HMRTNZ.
G 7o 143 LR

CHEA 0.5-18

BUN 7-27

BUNICREA

PHOS 25-68

CA 79-120

TP 52.832

ALB 22-38

GLOB 5-4.5 HIGH

ALB/GLOB

ALT B 6 10 -125

ALKP 23-3212 HiGH

GoT 0.1 HIGH

TBIL 0.0-09

CHOL 110 - 320

AMYL 500 - 1500

LIBA 200 - 1800

Na 144 - 160

K 45-58

Ma/k

1 108 - 122

Osm Cale
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Patient Chart fari B6 | Client:i " B6 1

B6
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DISCHARGE INSTRUCTIONS AND REFERRAL CORRESPONDENCE

o Primary Veterinarian B6
Phone number: B6 i
Owner's names
Phone numh&s’é B 6
Patient Name: | B6 | Weight:  28.6 Kgs
Specles: Canine Breed:  Retriever, Golden
Sex: Spayed Female Age: B6 5

Admission Date:
Discharge Date: B 6

History: Presented for Screening Echocardiogram for DCM! B6 is currently in 2 Grain free diet and a low

Tauring fevel was noted on her blood work. No signs of cardias Hisease noted by the owner.

FDA-CVM-FOIA-2019-1704-008569



To: Page 2of2 2018-11-01 13:00:15 EDT BG

Diagnostic Tests Performed

Echocardiogram:Eviéence of occult dilated cardiomyopathy (DCM) based sysivlic dysfunction and left .

ventricular dilation noted on the echocardiogram today. Treaiment witl B6 ias been shown o

significantly delay the onset of congestive heart fallure (CHF) in these dogs. Sincel B6 _lis an atypical breed'to

develop DCM, and the fact that she was being fed a grain free diet, with 2 low blood tauring level, we suspect’
. thatihe cause is dietary taurine deficiency in golden retrisver. y -

Clinical Diagnosis: Qeoult Dilated Cardiomyopathy - suspect dietary deficiency, Taurine is an amina acid that..
is found in high soncentrations in heart and muscle. Ameng its many functions, i aids in normal contractle
function. Evidence shows that taurine helps mediate caicium channe! transports and modulates caleium
sensitivity of the myofibrils. Taurine deficiency as 2 cause of dijated sardiomyopathy (DOM) is not a new issue.
Tauring deficiency in cats was characterized by Fion et 4 in the fate 1980s. Taurine deficiency has since been .
characterized as a cause of acquired DCM in dogs as well. :

Treatment and Recommendations: Ongoing monitomg Is recommended for signs of lethargy, decfeased .

appetite, coughing, weakness/callapse, increased respiratory effort or rate {»40 breaths per minute AT REST)
as these may be signs of progression of cardiac disease. If any of these signs are noted, please confact 3 ts
veterinarian. L e g

Medications®

B6

- Diet: We recommend switching diet to a regular dog balanced diet and supplement Taurine and Oméga 3 a8
follow. Taurine dose in dogs is 500 mg/ dog PO g 12h. Omega-3 fatly acids may improve zppetite and reduce »
cachexia (EPA 30-40 mg/kg PO g 24h, DHA 20-25 mglkg PO g 24h}. Consider | -camitine (110 mg/kg PO g
12h} in dogs net responding fo taurine. CoEEmLT

T

Results Pending: None.

Progress Exam: We recommend a recheck Echocardiogram in 1 month, or sooner should you notice clinical
signs listed gbove, :

Questions or Problems: if any problems or guestions arise associated with the proceduresargs tio

treaiment performed at | B6 | please _do not hesitate to call us at
i BB ! If any problems o questions arse concerming. _B6__} general health, please gontact T :
i B6 if you have an emergency outside of our business hours. nleass. sont et fReil B
‘ B6 ; ~with locations ir B6 U
B6 i // o
- B6 b B6
 Approved By: - o .OwnetvAgent's Signature of

B6

P}

Coctor
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Report Details - EON-364577

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2018-09-07 17:16:09 EDT

Reported Problem:

Product Information:

Animal Information:

2054750

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Problem Description:  Not true DCM but reduced contractility§ B6 iaurine {(whole blood)
Date Problem Started: 09/05/2018

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Name: Ziwi Peak (recently started)
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

ProductName: @ Honest Kitchen Whole Grain Turkey, Beef or CHicken
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name: ' B6

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered
Weight: 31.5 Kilogram
Age:: B6 Years
Assessment of Prior ‘Excellent

Health:
Number of Animals 1
Reacted;
Owner Information: Owner Yes
Information
provided:
T ............. B 6
Phone: B6 f
e _ ................ 6
United States
FOUO- For Official Use Only 1
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Report Details - EON-367347
2055560

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-01 16:59:24 EDT

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:

0_uthme vto Date

Product Information: Product Name:

Product Type

Lot Number;

Package Type:

Product Use

Information:

Manufacture
IDistributor Information

Purchase Location

Information:

Animal Information: Name:

Type Of Species:

Type Of Breed
Gender
Reproductive Status
Weight

Age:

Asseésmént 6f Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:

Owner Information:

Healthcare Professional

Information:

FOUO- For Official Use Only

i
i

: 09/27/2018
No

: Stable

Honest Kitchen whole grain turkey, beef, or chicken + Ziwi Peak (just started |

_again) - see diet history fori B6 iattached

: Pet Food

BAG

Description:  See attached diet history

r

: Retriever - Golden

: Female

: Neutered

::29.1 Kilogram

| B6 iYears
Excellent

Owner Yes
Information

provided:

Contact: Name:

Phone:

B6

Email: |

Address:

United States

Practice Name:  Tufts Cummings School of Veterinary Medicine

Contact: Name: = LisaFreeman
Phone: (508) 887-4523
Email; lisa.freeman@tufts.edu
1
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Report Details - EON-364577
ICSR; 2054750

Type Of Submission: Initial

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

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

Report Submission Date: 2018-09-07 17:16:09 EDT

Reported Problem: Problem Description: . Not true DCM but reduced contractility.i_BGEtaurine whole blood)

Date Problem Started: 09/05/2018

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Information. Product Name: Ziwl Peak (recently started)

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

ProductName: @ Honest Kitchen Whole Grain Turkey, Beef or CHicken
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: ! B6 !

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered

Weight: 31.5 Kilogram

Age:i B6 Years W
Assessment of Prior Excellent
Health:
Number of Animals 1
Reacted;
Owner Information: Owner Yes
Information
provided:
Contact: Name: BG
Phone:! "=~ |
. maaaaa

United States

FOUO- For Official Use Only 1
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Reimschuessel, Renate

CcC: Jones, Jennifer L

Sent: 7/20/2018 12:.06:11PM :

Subject: RE: 800.267-FDA Case Investigation foril B6 {(EON-358523)

Dear Renata and Jennifer
That seems reasonable. | was never contacted about the other cases that | submitted. There was some..______ .
_confusion about the way | submitted them so | want to be sure you actually got them. B6 i

B6 i I’'m sure you're all getting slammed with reports

| (and there will probably be even more coming now) but just wanted to check to be sure they got recorded.
Thanks
Lisa

From: Reimschuessel, Renate [mailto:Renate.Reimschuessel@fda.hhs.gov]

Sent: Friday, July 20, 2018 7:55 AM

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

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gav>. ...

Subject: RE: 800.267-FDA Case Investigation for; B6 E(EON-358523)

Dear Lisa

Thanks for gathering the information.

| think, since we are getting so many reports since our CVM update, we should pass on the____E_G_____;,ase asitis
not clear-cut.

| think Jen is more familiar with the! case so I'll let her respond regarding that one.
Thank you again for all your work on this mvestlgatlon
rr

Renate Reimschuessel VM.D. PLD. Director Vet-LIRN
Phone 1-240-402-5404

Fax 301-210-4685
Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

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

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <[Renate. Reimschuessel@ida. hhs.gov>
Subject: RE: 800.267-FDA Case Investigation for;r  B6  (EON-358523)

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update oni B6 who died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

FDA-CVM-FOIA-2019-1704-009098



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

www.petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM
To: Freeman, Lisa <lisa.freeman@iufts.edu>

Subject: 800.267-FDA Case Investigation foré B6 :(EON-358523)

Dear Dr. Freeman,
Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about; B6 tiliness.
As part of our investigation, we'd like torequest: T
e Full Medical Records
o Please email (preferred) or fax (301-210-4685) a copy of: B6 :entire medical history (not just
this event), including any referral diagnostics. T

e Phone interview about B6 Ediet and environmental exposures
o Please confirm permission to contact the owner.
o The interview generally lasts 30 minutes.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.

Please respond to this email so that we can initiate our investigation.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

Renate Reimschuessel V.M.D. Ph.D.

Director: Vet—-LIRN

(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1-240-402-5404 Fax 301-210-4685
EMAIL : renate.reimschuessel(@fda.hhs.gov

Vet-LIRN

http:/www.fda. gov; AnimalVeterinary: ScienceResearch-ucm2473 34 htm

Phish-Pharm

http://mwww.fda.gov/AnimalVeterinary/ScienceResearch/Tools Resources/Phish-Pharm/default.htm

Agquaculture

http://Awww.fda.gov/AnimalVeterinary/ScienceResearch/ResearchAreas/ucm130892.htm

FDA-CVM-FOIA-2019-1704-009099



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

To: 'Freeman, Lisa'

Sent: 8/31/2018 1:03:03 PM

Subject: B6

Thank you, Lisal Enjoy your weekend,
Jen

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

it .5, FOOL & DRLG

A RAENIG YR AT CE N

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Wednesday, August 29, 2018 6:45 PM

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

Dear Jen,

| just spoke toi B6 iowner. | already submitted his case and sent in his food earlier this week
(he is deceased).

They gave permission to be contacted directly for more info. Their phone isi 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: Freeman, Lisa
Sent: Thursday, July 19, 2018 5:59 PM
To: Reimschuessel, Renate <Renate. Reimschuessel@ida hhs.gov>

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update on: B6 i who died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

FDA-CVM-FOIA-2019-1704-009103



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

www.petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM
To: Freeman, Lisa <lisa.freeman@iufts.edu>

Subject: 800.267-FDA Case Investigation for: B6  (EON-358523)

Dear Dr. Freeman,

Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about: B6 iillness.

As part of our investigation, we’d like to request:
e Full Medical Records

this event), including any referral diagnostics.

_________________ 4

e Phone interview about. B6 !diet and environmental exposures
o Please confirm permission to contact the owner.
o The interview generally lasts 30 minutes.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.

Please respond to this email so that we can initiate our investigation.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

Renate Reimschuessel V.M.D. Ph.D.

Director: Vet—-LIRN

(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1-240-402-5404 Fax 301-210-4685
EMAIL : renate reimschuessel(@fda.hhs.gov

Vet-LIRN

http:/www.fda. gov; AnimalVeterinary; ScienceRescarch-ucm 247334 htm

Phish-Pharm

Agquaculture

http://Awvww.fda.gov/AnimalVeterinary/ScienceResearch/ResearchAreas/ucm130892.htm
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 8/1/2018 10:33:10 PM e ;
Subject: _RE: 800.267-FDA Case Investigation for: .
Attachments: B6 dcm taurine deficiency 7 7 17.pdf;

Hi Jer\.._._._._._._._i
I'll askBG to send their records. I'm attaching what | have from BG and the primary care vet plus some
Tufts records including diet history.

| don't know if owner still has the original food but will check
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, August 01, 2018 2:53 PM
To: Freeman, Lisa <lisa.freeman@tufts.edu>

Thank you, Lisa.
Yes, please send B6 medical records. We can send you a box to collect the foods. Where would be
the best address? It will have a prepaid shipping label, and you can reuse the box to ship the samples by UPS.

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

U.S. FOOD & DRUG .- v .

| IR A T AR

From: Freeman, Lisa [mailto:l.isa.Freemancdiufis. edul

Sent: Wednesday, August 01, 2018 2:45 PM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>

Subject: RE: 800.267-FDA Case Investigation for B6 EON-358523)

Hi Jen
I'm still working on getting permission from BG owners. They may be on vacation — tough to get people at
this time of year.

| alsc just heard that B6 E(Boxer with low taurine eating Petcurean) has improved even further on
echo after diet change and taurine supplementation. | submitted that but wanted to be sure that got entered into
the system correctly. His cardiologist and | are happy to provide records.

Thanks

FDA-CVM-FOIA-2019-1704-009111



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: Friday, July 20, 2018 8:47 AM

To: Freeman, Lisa <l|isa.freemanciufts. edy>

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda. ihs. gov>
Subject: RE: 800.267-FDA Case Investigation for B6 (EON-358523)

Good morning Lisa,
Yes, we got the reports you previously submitted and recorded the information for our database. Will you please
forward any medical records for:

o B6 are you able to send any updates on the Taurine testing or echocardiogram (if done?)
L B6 A\lso was an autopsy done?

Thank you in advance and for your time to report all the cases!

Jen

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

.. FOOD & DRUG /«w%

2907 5% 6 A6 7 10

From: Freeman, Lisa [mailto:lisa.F reemanctufts, edu]

Sent: Friday, July 20, 2018 8:06 AM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>

Cc: Jones, Jennifer L <Jennifer. Jones@ida hhs. gov>

Subject: RE: 800.267-FDA Case Investigation fori B@ (EON-358523)

Dear Renata and Jennifer
That seems reasonable. | was never contacted about the other cases that | submitted. There was_some

confusion about the way | submitted them so | want to be sure you actually got them B6
5 B6 i I'm sure you're all getting srammeawitnrepons

i (and there will probably bé évén more coming now) but just wanted to check to be sure they got recorded.
Thanks
Lisa

From: Reimschuessel, Renate [mailio:Renate. Reimschuessel@ida hhs.aov]
Sent: Friday, July 20, 2018 7:55 AM

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

Cc: Jones, Jennifer L <Jennifer. Jones@ida hhs gov>

Subject: RE: 800.267-FDA Case Investigation for: BG (EON-358523)

Dear Lisa
Thanks for gathering the information.
| think, since we are getting so many reports since our CVM update, we should pass on the BG case as it is

FDA-CVM-FOIA-2019-1704-009112



not clear-cut.

| think Jen is more familiar with the B6 case, so I'll let her respond regarding that one.
Thank you again for all your work on this investigation.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

hitp:/ favwvw fda oVl Animalveterinary/ScienceResearch/ucm247 334 him

From: Freeman, Lisa [mailto:Lisa. Freemancdtufts. edu]

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda hhs.gov>
Subject: RE: 800.267-FDA Case Investigation for BG (EON-358523)

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update on B6 who died at home last week. | do have food from the owner if
you want that.
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www.petfoodology.org

From: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM

To: Freeman, Lisa <lisa.freeman@iufts.edu>
Subject: 800.267-FDA Case Investigation for: BG EON-358523)

Dear Dr. Freeman,

Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about BG iliness.

As part of our investigation, we'd like to request:
e Full Medical Records

o Please email (preferred) or fax (301-210-4685) acopy of B@ entire medical history (not just

e Phone interview abouti §_6_______,5diet and environmental exposures

o Please confirm permission to contact the owner.

o The interview generally lasts 30 minutes.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.

Please respond to this email so that we can initiate our investigation.

FDA-CVM-FOIA-2019-1704-009113



Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

Renate Reimschuessel V.M.D. Ph.D.

Director: Vet-LIRN

(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1- 240-402-5404 Fax 301-210-4685
EMAIL : renate reimschuessel@fda.hhs.gov

Vet-LIRN

hitp:/ www fda.gov/ AnimalVeterinary/GcienceResearch/ucm247 334 him

Phish-Pharm

hitp:/ www fda.gov/ AnimalVeterinary/ScienceResearch/Tools Resources/Phis h-Pharnm/default htm

Agquaculture

hitp:/ www fda.gov/ AnimalVeterinary/GcienceResearch/ResearchAreas/ucm 130892 htm

FDA-CVM-FOIA-2019-1704-009114



Report Details - EON-367344
ICSR; 2055558

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-01 16:39:24 EDT

Reported Problem: Problem Description:  Eating grain-free diet so owner wanted baseline echo. No clinical S|g[1§__E_pho ,

Date Problem Started: 09/1 9/201 8

Concurrent Medical No
Problem:

Outcome to Date; Stable

Product Information: Product Name: = Honest Kitchen Grain Free beef (love) fish (zeal). chicken (force) or turkey
(keen). Also, Instinct raw beef patties

Product Type: Pet Food

Lot Number:

Product Use | Description: See diet history
Information: =R

Manufacturer
IDlstrlbutor Informatlon

Purchase Locatlon
Information;

Animal Information: Name: ! B6 |

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered
Welght 25 9 Kilogram

Assessment of Prlor Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: :
Phone:% BG ]
Email:i
Address:g B 6
‘United States

Healthcare Professional practice Name:  Tufts Cummlngs School of Vetennary Medlcme

Information:
Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email; lisa.freeman@tufts.edu
Address:
FOUO- For Official Use Only 1
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Report Details - EON-390092

ICSR: 2068038

Type Of Submission: Followup

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

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

Report Submission Date: 2019-06-10 16:15:32 EDT

Initial Report Date: 05/28/2019

Parent ICSR: 2067510

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Patient presented to rDVM for evaluation of abdominal distension x 5 weeks and

Increase in respiratory rate and effort. FAST scan revealed moderate ascites,
 Patient was referred to Tufts for further evaluation. Findings consistent with

advanced DMVD with suspect | -CHE and poor contractile function. Gonsidering

LA enlargement and severity of MR and Al we would expect a better systolic

functiom B6 s recommended. Mild respiratory effort and
occasional b-lines vote in favor to L-CHF . There is enough cardiac changes to
justify L and R CHE. Since patient Is on a BEG diet, it is unclear whether diet is
playing a role on decreased contractile function. Recomimiend transition to a grain-
based, low sodium diet and consider Taurine supplementation. Abdominocentesis
_was performed (5 liters of serous sanguineous fluid) and analysisis
recommended Recommend hospitalization, patient on telemetry monitoring and
respiratory watch. Fluid check in the morning and kidney values daily while in the
hospital. Since patient is on a BEG diet, recommend transition to a grain-based,
Cveherslaeen ol i
Date Problem Started: 04/16/2019

Concurrent Medical Yes
" problem
Pre Existing Conditions:

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name: _ Fromm Game Bird Recipe Dog  Four-Star - Dry Grain-Free formula
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:
= Tvype'Of Speéiesf Dovg
Type Of Breed: Hound (unspecified)
Gender: Male

Reproductive Status: Neutered
Weight: 38.9 Kilogram
Age:: B6 Xears

Assessment of Prior Good
Health:

Number of Animals 1
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F
Patient Information
Patient: B6 Age: 6 years Referrinip Veterinarian: lBG
Patient Number:|  B6 | Weighti(kg) 25,10 Cardiologist: B6
Breed: ab.mix Sex: F Client Number: 147921

Exam Date:: 01/10/2018 08:21 BSAr 0.87

History: | B6 \was presented for evaluation of cough, labored breathing, multiple episodes of collapse,

cardiomegaly, and suspected congestive heart fai}ure.i B6 _ivas initially seen hv her tDVM on
December 30th for cough. She was initially treated with'a humidifier],  B6 i and a decrease
in length of walks and did not improve. On January 4th she had a collapse episode during which she
circled, fell over; and flopped for about a minute. She has a second less severe episode on January
Sth. Labwork at this date showed mild elevation of ALT and AST with mild increase in CK. T4 was
tow normal. She has continued to be short of breath and tires easily. She chased a squirrel a couple
of days ago and stood with a wide based stance afterward. She is on year-round heartworm, flea and
tick preventative and was last tested negative for heartworm 979/17. She eats California Natural

k

Kangaroo and Red Lgntildrv food with sianatahles and 2 thsn of eanned pumpkin. Sheisoni B6 |

| B & twice daily and B6 Thei __ B6___iwas discontinued yesterday.

Physical Examination: T 102.7 P'208 R 150, Grade 3/6 leh apical systolic murmur and gallop, Regular tachyeardia. Quiet
heart sounds. Localized fine erackles left cranial hilar region, dry cough. Poor femioral pulses.
Unremarkable abdominal palpation. mm pale pink, normal refill. Hydration OK. Normal PLNs.

Diagnostic Tests: 110/18:

i B6 i
Echo - see below. Sinus tachveardia on ECG.
Taurine level {whule blood): pending, will call with. resuts

B6

Thoracic radiographs: Mild decrease in severity of cardiomegaly (as comipgred to tDVM films from
1/9/18). Resolving cardiogenic edema.

i
i
i
L

Hospitalizaion:
An IV catheter was nlaced andi. B6._.iwas hospitalized in ICU with continuous ECG monitoring. She
was started on! B6 and| B6 in AM and 10 mg in PM). She did

well overnight' winman mprovement in respi'ratory ratesettort.i Be ihad occasional short paroxysms

of "slow” ventricular tachycardia (160-270 bpm) that were notéd noted to persist beyond ~7 pm,

i _B6_ vas started o B6 ithe following morning. She continued to do well with a
normal appetite and improved respiratory rate,

Echocardiographic Report
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ECHO REPQRT i B6 i S, 011072018 08:21

IDECHO
LA Systolic Diameter LX

DOPPLER |
AY Peak Velbcity PY Peak Gradient
AY Peak-Gradient TR Peak Velocity
MR Peak ¥ elocity TR Peak Gradient
PV Peak Veloeity
M-MODE B 6
LY Diastolic Diameter MM LVPW Diastolic Thickness MM
LV Systolic Diamster MM LVPW Systolic Thickness MM B 6
LV Fractional Shortening MM LVPW Percent Thickening MM
LY Diastolic Volume Cube VS 10 PW Ratio MM
LY Systolic Volume Cube LV Mags MM
LY Ejection Fraction Cube LV Mass Normalized MM
VS Diastolic Thickness MM RV Diastolic Dismeter MM
IV 5 Systolic Thickness MM LA Systalic Diameter MM
V5 Percent Thickening MM Aortic Root Diameter MM
Left Ventricle: Severe dilation (normalized LVIDd 2.85) with severe myocardial dysfunction (normalized LVIDs
2.34), Increased sphericity.
Left Atrium: Severe dilation;
Right Ventricle: Mild ditation with subjective decrease in contractility.
Right Atrium; Mild-dilation,
Mitral Valve: Normal valve morphology. 4+ central mitral regurgitation.
Aortic Valve: Normal,
Tricuspid Valve: Mildly thickened valve leaflets. 1+ tricuspid regurgitation. Normal regurgitant veloeitics,
Pulmonic Valve: Mildly thickened valve teaflets. Mild pulmonic insufficiency.
Aorta; Normal
Pericardiom: Normal
Diagnosis

Dilated cardiomyopathy - This is a.disease characterized by weakening of the heart muscle and dilation of the heart chambers.
As the disease progresses, it can lead to congestive heart failure (fluid in the lungs causing shortness of breath and cough).
Abnormal heart rhythms are common and can result in sudden death. Most commonly this is an inherited discase, though it
can occur secondary to a deficiency in an amine acid called taurine.

Left sided congestive heart: failure

Recommendations

Page2/4
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ECHO REPORT B6 . | B6 30821

Give all medications as directed;

One thing that can be very helpful for home monitoring is checking sleeping or resting respiratory rates. A recent study
showed that even pefs with severe heart disease rarely have resting respiratory rates greater than 30 breaths per minute unless
they are starting to decompensate for that disease, Elevated respiratory rates at home may be even more sensitive than chest
radiographs at picking up carly decompensation. Count your pet's respiratory rate when he/she is at rest or sleeping (not
within 20 minutes of being active). If histher respiratory rate is greater than 30 breaths per minute, recheck again in a couple
of hours, 1f persistently elevated above this level, call.

With advanced heart disease, our biggest dietdry congerns are adequate calorie content and low sodium content. We aim for
less than 80mg sodium per 100 kilocalories (kcal) in patients that have developed congestive heart fuilure. We do not advise
protein restriction unless there is concurrent kidney disease (i.e. kidney diets are not advised unless there is concurrent kidney
disease). Please refer to our diet handouts with a list of currently adequate diets and treats, though this list is notexclusive, If
you wigh to feed a diet that is not on these lists. you will need to eall the manufacturer of the dief to obtain a sodium content.

As we discussed, we have had three other cases of severe DCM where the dogs have been eating a kangarco and tentif dit.
There is no data that has shown an association with this diet and DCM but we are concerned there may be a connection there

and are looking into it at this time. For this reason, we would consider changing™ Be  diet.

Wesent  B6 _home with a few cans of Hill's Science Diet Canine Maintenance canned food. This food has an appropriate

level of sodium for dogs in congestive heart failure and is available-at most pet stores. Lamb should be avoided as 4 protein
source but any other protein is appropriate (with the exception of kangaroo),

The very best dict-for dogs with DEM/heatt failure is probably Hill's Science Diet Prescription j/d. This foed has a good
source of taurine, carnitine and fatty acids. However, this diet is rather costly.

We have submitted a taurine level and will call you with the results when they are available.

Exercise is dlso a concern in advanced heart disease. While cage rest is ideal with aclive heart failure. some exercise is
permissible in asymptomatic disease. However, vigorous or extended exercise should be avoided.

**rAslong ag_B6 _idoes well at home we would like to re-evaluate herin 7-10 days. At this time we will recheck her
kidney values/electrolytes and blood pressure as well as repeat chest x-rays.

Page3 /4
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ECHO REPORT B6 01/10/2018 08:21

B6 iDVM, DACVIM (Cardiology)

(Electronically Signed)
Final Date:

Like ws on Facebooks

Wiy, facebmk.cm? B6 :

***Notes to our clients**#

-Please bring all medications to your pet's scheduled appointments,

-We require a 48 hour notice for all refills, When you call to request a refill, please leave the pharmacy phone number or
clearly i,ndi.{:atf:.if.mu-nlan-ms.ninl’-inn-am-ﬂm-m'm‘patii)n at our facility. PRESCRIPTION REFILLS ARE NOT AVAILABLE

AFTER! B6 IREGULAR BUSINESS HOURS (Evenings, Fridays, holidays and
weekendiy, _
~Check out! B6 fand enter your local zip eode to search for the best prices on your medications at yOur
local pharmagies. !
-If an emergency arises with your pet,| B6 is a 24 hour facility.
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Report Details - EON-351031
ICSR; 2045676

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-04-12 13:26:01 EDT

Reported Problem: Problem Description:  _Feb 232018 Patient presented to the cardiology service at- B6 b

Ztgnature Kangatoo Formula and was adwsed to change
Date Problem Started: 02/22/2018

Concurrent Medical Yes
Problem
Pre EX|st|ng Condltlons i BG

!
i

Outcome to Date: Stable

Product Information: Product Name: Zignatute Kangaroo Formula

Product Type: Pet Food

Lot Number:
Package Type: BAG

Possess Unopened No
Product:

Possess Opened No
Product:

Product Use Description: QOwner feeding for 2.3 years prior to diagnosis.

Information: Last Exposure 03/01/2018
Date:

Time Interval 3 Years
between Product
Use and Adverse
Event:

Product Use Yes
Stopped After the
Onset of the
Adverse Event:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time

Period;
Manufacturer
/Distributor Information:
Purchase Location Name: Chewy com
Information: ~— e
Animal Information: N ‘B !

| PR

Type Of Species: Dog
Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered
Weight: 40 Kilogram

FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Age: 6 Years

Assessment of Prior Good

Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Name:
Address:

Contact;

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

1
1
Owner Yes
Information
provided:
Contact Name: B 6 i
' 'Phdne:ki _______________________________
Address:

Practice Name:

Contact;:

Address: |

Type of

Veterinarian:
Date First Seen:

B6

United States

B6

United States

Referred veterinarian

02/23/2018

B6

United States

Phone:

No

Email:

B6

Yes

Email

None

FOUO- For Official Use Only
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Report Details - EON-367845
2055793

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

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

Reported Problem: Problem Description:

Date Problem Started

Concurrent Medical
Problem

Pre Existing Conditions

Outcome to Date

. DCM and atrial fibrillation diagnosed 10/5/18
1 10/04/2018
Yes

B6

: Stable

Product Information: Product Name:

Product Type
Lot Number
Package Type

Product Use
Information

Manufacture
[Distributor Information

Purchase Location

Information:

Animal Information: Name:

Type Of Species:

Type Of Breed
Gender
Reproductive Status
Weight

Age

Assessment of Prior Excellent
Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

FOUO- For Official Use Only

 Rawz meal free dry food limited recipe wild salmon dry
: Pet Food

: BAG

r

: Mixed (Dog)

: Male

: Neutered

: 33.2 Kilogram
: 10 Years

Owner Yes
Information
provided:

Contact: Name:

Y

United States

Practice Name:  Tufts Cummings School of Veterinary Medicine

Contact: Name: lisa Ereeman
Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
1
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F
Patient Information
Patient: B6 Age: 6 years Referrinip Veterinarian: lBG
Patient Number:|  B6 | Weighti(kg) 25,10 Cardiologist: B6
Breed: ab.mix Sex: F Client Number: 147921

Exam Date:: 01/10/2018 08:21 BSAr 0.87

History: | B6 \was presented for evaluation of cough, labored breathing, multiple episodes of collapse,

cardiomegaly, and suspected congestive heart fai}ure.i B6 _ivas initially seen hv her tDVM on
December 30th for cough. She was initially treated with'a humidifier],  B6 i and a decrease
in length of walks and did not improve. On January 4th she had a collapse episode during which she
circled, fell over; and flopped for about a minute. She has a second less severe episode on January
Sth. Labwork at this date showed mild elevation of ALT and AST with mild increase in CK. T4 was
tow normal. She has continued to be short of breath and tires easily. She chased a squirrel a couple
of days ago and stood with a wide based stance afterward. She is on year-round heartworm, flea and
tick preventative and was last tested negative for heartworm 979/17. She eats California Natural

k

Kangaroo and Red Lgntildrv food with sianatahles and 2 thsn of eanned pumpkin. Sheisoni B6 |

| B & twice daily and B6 Thei __ B6___iwas discontinued yesterday.

Physical Examination: T 102.7 P'208 R 150, Grade 3/6 leh apical systolic murmur and gallop, Regular tachyeardia. Quiet
heart sounds. Localized fine erackles left cranial hilar region, dry cough. Poor femioral pulses.
Unremarkable abdominal palpation. mm pale pink, normal refill. Hydration OK. Normal PLNs.

Diagnostic Tests: 110/18:

i B6 i
Echo - see below. Sinus tachveardia on ECG.
Taurine level {whule blood): pending, will call with. resuts

B6

Thoracic radiographs: Mild decrease in severity of cardiomegaly (as comipgred to tDVM films from
1/9/18). Resolving cardiogenic edema.

i
i
i
L

Hospitalizaion:
An IV catheter was nlaced andi. B6._.iwas hospitalized in ICU with continuous ECG monitoring. She
was started on! B6 and| B6 in AM and 10 mg in PM). She did

well overnight' winman mprovement in respi'ratory ratesettort.i Be ihad occasional short paroxysms

of "slow” ventricular tachycardia (160-270 bpm) that were notéd noted to persist beyond ~7 pm,

i _B6_ vas started o B6 ithe following morning. She continued to do well with a
normal appetite and improved respiratory rate,

Echocardiographic Report
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ECHO REPORT

D ECHO
LA Systolic Diameter [X

DOPPLER |

AV Peak Velocity
AV Pesk-Gratient
MR Peak Velocity
PV Peak Velocity

M-MODE
LY Diastolic Dismeter MM
LV Syswlic Diameter MM

LY Fractional Shortening MM

LV Diastolic Yolume Cube
LY Syswolic YVolume Cubi
LYV Ejection Fraction Cube
IV5 Diastelic
W5 Systolic Thickness MM
IW5 Percent Thickening MM

Left Ventricle:

Left Atrium:
Right Ventricle:
Right Atriam;
Mitral Valve:
Aortic Valve:
Tricuspid Valve:
Pulmonic Valve:
Aorta:

Pericardinm:

Thickness MM

102018 08: 21

Pv:Peak Gradient
TR Peak Velocity
TR Peak Gradient

B6

LYPW Diastolic Thickness MM
LVPW Sysiolic Thickness MM
LWVPW Percenmt Thickening MM
1V310 PW Ratio MM

LV Mass MM

LW Mass Normalized MM

RV Biastolic Diameter MM

L& Systalic Digmeter MM
Aortic Root Diameter MM

Severe dilation (normalized LVIDd 2.85) with severe myocardial dysfunction (normalized LVIDs
2.34}). Incrensed sphericity.

Severe dilation;

Mild dilation with subjective decrease in contractility.

Mild dilation,

Normal valve morphelogy, 4+ central mitral régurgitation.

Normal.

Mildly thickened valve leaflets. 1+ tricuspid regurgitation. Normal repurgitant velocities.
Mildly thickened valve leaflets. Mild pulmonic insufficiency.

Normal

Mormal

Diagnasis

Dilated cardiomyopathy - This is a.-disease characterized by weakening of the heart muscle and dilation of the heart chambers.
As the disease progresses, it can lead to congestive heart faillure (fluid in the lungs causing shortness of breath and cough).
Abnormal heart rhythms are common and can result in sudden death. ‘Most commonly this is an inherited disease, though it
can cccur secondary 1o a deficiency in an amino acid called taurine.

Left sided congestive heart failure

Recommendations

Page2/4
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ECHO REPORT B6 . | B6 30821

Give all medications as directed;

One thing that can be very helpful for home monitoring is checking sleeping or resting respiratory rates. A recent study
showed that even pefs with severe heart disease rarely have resting respiratory rates greater than 30 breaths per minute unless
they are starting to decompensate for that disease, Elevated respiratory rates at home may be even more sensitive than chest
radiographs at picking up carly decompensation. Count your pet's respiratory rate when he/she is at rest or sleeping (not
within 20 minutes of being active). If histher respiratory rate is greater than 30 breaths per minute, recheck again in a couple
of hours, 1f persistently elevated above this level, call.

With advanced heart disease, our biggest dietdry congerns are adequate calorie content and low sodium content. We aim for
less than 80mg sodium per 100 kilocalories (kcal) in patients that have developed congestive heart fuilure. We do not advise
protein restriction unless there is concurrent kidney disease (i.e. kidney diets are not advised unless there is concurrent kidney
disease). Please refer to our diet handouts with a list of currently adequate diets and treats, though this list is notexclusive, If
you wigh to feed a diet that is not on these lists. you will need to eall the manufacturer of the dief to obtain a sodium content.

As we discussed, we have had three other cases of severe DCM where the dogs have been eating a kangarco and tentif dit.
There is no data that has shown an association with this diet and DCM but we are concerned there may be a connection there

and are looking into it at this time. For this reason, we would consider changing™ Be  diet.

Wesent  B6 _home with a few cans of Hill's Science Diet Canine Maintenance canned food. This food has an appropriate

level of sodium for dogs in congestive heart failure and is available-at most pet stores. Lamb should be avoided as 4 protein
source but any other protein is appropriate (with the exception of kangaroo),

The very best dict-for dogs with DEM/heatt failure is probably Hill's Science Diet Prescription j/d. This foed has a good
source of taurine, carnitine and fatty acids. However, this diet is rather costly.

We have submitted a taurine level and will call you with the results when they are available.

Exercise is dlso a concern in advanced heart disease. While cage rest is ideal with aclive heart failure. some exercise is
permissible in asymptomatic disease. However, vigorous or extended exercise should be avoided.

**rAslong ag_B6 _idoes well at home we would like to re-evaluate herin 7-10 days. At this time we will recheck her
kidney values/electrolytes and blood pressure as well as repeat chest x-rays.

Page3 /4

FDA-CVM-FOIA-2019-1704-009227




ECHO REPORT B6 01/10/2018 08:21

B6 iDVM, DACVIM (Cardiology)

(Electronically Signed)
Final Date:

Like ws on Facebooks

Wiy, facebmk.cm? B6 :

***Notes to our clients**#

-Please bring all medications to your pet's scheduled appointments,

-We require a 48 hour notice for all refills, When you call to request a refill, please leave the pharmacy phone number or
clearly i,ndi.{:atf:.if.mu-nlan-ms.ninl’-inn-am-ﬂm-m'm‘patii)n at our facility. PRESCRIPTION REFILLS ARE NOT AVAILABLE

AFTER! B6 IREGULAR BUSINESS HOURS (Evenings, Fridays, holidays and
weekendiy, _
~Check out! B6 fand enter your local zip eode to search for the best prices on your medications at yOur
local pharmagies. !
-If an emergency arises with your pet,| B6 is a 24 hour facility.
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Report Details - EON-367850
ICSR; 2055797

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2018-10-08 15:17:24 EDT
Reported Problem: Problem Description:  Presentedto ER6 B6  ior CHE and DCM (had rads at RDVM for cough).
Full echo on 8/28/'1& ORIKETY to be associated with diet but reportmg because he
. ~__|_§_js_9_mt_a_t_|m_<_=',_'.;s__f§g the lamb formula Pro Plan. Taurine WNL , ,
Date Problem Started.*i B6 '
Concurrent Medical Yes
Problem:
Pre Existing Conditions; Atopy (on Atopica)
Outcome to Date; Stable
Product Information: Product Name: Pro Plan Savory dry - chicken, beetf, of lamb (1 cup TID)
Product Type: Pet Food
Lot Number:
Package Type: BAG
Product Use
Information:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Animal Information: Name: i B6 |
Type Of Species: Dog
Type Of Breed: Retriever - Labrador
Gender: Male
Reproductive Status: Neutered
Weight: 37.7 Kilogram
Age: 7 Years
Assessment of Prior Good
Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phone:i B 6
Emall'i
Address: B 6
"United States
Healthcare Professional Practice Name:  Tufts Cummings School of Veterinary Medicine
Information: ;
Contact: Name: Lisa Freeman
Phone: (508) 887-4523

FOUO- For Official Use Only
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Report Details - EON-375111
ICSR; 2060740

Type Of Submission: Initial

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

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

Report Submission Date: 2019-01-01 16:29:18 EST

Reported Problem: Problem Description:

ere they did T-FAST and suspected DCM. Started on' ia
o “ibefore we saw him Eating BEG diet Taurine pendmg Switched to
few to0d. Wil also try to evaluate other dog in their home eating the same diet
(15 yeats old) Owners happy to provide additional info and have saved some of
_the food they ve been feeding (dHealth)

Date Problem Started: 12/20/2018

Concurrent Medical No
Problem:;

Outcome to Date; Stable

Product Information: Product Name: | 4Health grain=frfee beef and potato
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use . pescription: See diet history for additional info
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: i B6 !

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Intact
Weight 29 2 Kilogram

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1

Reacted:
Owner Information; Owner Yes
Information
provided:
Contact: Name: '
Phone:é B6
Email:g

Address:!

' B6

"URited States

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine

Information: .
Contact: Name: | isa Freeman

FOUO- For Official Use Only 1
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Report Details - EON-375111

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

2060740

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2019-01-01 16:29:18 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:;

Outcome to Date:
Product Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species:
Type Of Breed:
Gender:
Reproductive Status:
Weight:
Age: |

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information;

FOUO- For Official Use Only

. 4Health grain=free beetf and potato

‘new food. W||| also try fo evaluate other dog in thelr home eating the same dlet
(15 yeats old) Owners happy to provide additional info and have saved some of
_the food they ve been feeding (dHealth)

12/20/2018
No

Stable

Pet Food

BAG

Description:

See diet history for additional info

.............

Retriever - Golden
Male

Intact

29.2 Kilogram

iB6 Years
Excellent

2

1

Owner Yes
Information
provided:

Contact: Name:

Email:;

Address B 6

Unlted States

Practice Name: Tutts Cummings School of Veterinary Medicine

Contact: Name: | isa Freeman

FDA-CVM-FOIA-2019-1704-009616






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



Report Details - EON-367903

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

2055827

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2018-10-09 10:05:22 EDT

Reported Problem:

Product Information:

Animal Information;

Problem Description:

 Owner changed from Orijen to Royal Canin Early Cardiac Diet. Significant

Date Problem Started;
Concurrent Medical
Problem:;

Pre Exisﬁng ‘Con‘ditibnsﬁ
Outcome to Date:

_ Serial echoes were being done for SAS Cardiologist noted reduced contractile

function over time and that dog was eating BEG diet so recommended change.
improvement in cardiac size and function (and NT-proBNP) after diet change. Had
taurine level checked in 2014 - was hormal then. Was not retested

01/18/2018

Yes

B6 :
Better/Improved/Recovering

Product Name: '
Product Type:

Lot Number:
Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species:
Type Of Breed:
Gender:
Reproductive Status:
Weight:

Age:: B6 Years

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Orijen 6 fish dry
Pet Food

BAG

Mixed (Dog)
Female

Neutered
33.7 Kilogram

Good

Owner Yes
Information
provided:

Contact: Name:

Address: |

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact: Name: |isa Freeman

FDA-CVM-FOIA-2019-1704-009718






Cummings

Veterinary Medical Center i

AT TUFTS UNIVERSITY Bﬁr (;.I:li.:e o o
Cadiclogy Liason: SOB-887 9096 ::.em male Spayed] Temier Ooss

Gardiology Appontment Report
Date: 1/17/2019

Atterding Cwdixdopist
# John E. Rush DVM, MS, DACVIM {Cardiology), DACVECC {(pxianasy)

B6

B6

Presenting Comglart

Pyesenting for rechedck of:

Sutwaivular aartic stenasis with small aartic root - mild io redeate dsease

-Mitral vavedsesrse - mild

et vawrinds dtation with redred canitractile nciusn - mild and somewhat srgppmed

Following as part of grain free/OCM

Cormasverst Disexses: none

Geverd Medical (&stry:

Erercise tolearance improved - goes out less be cold

Overall doing very well at home

Off heart worm prev right now - stopped 1 month or 2 mo ago and test again in qpring

Diet and Sugphsvets :
Royal canin early ardiac - been on it snce August

Coadinnyonmior Hstory:

Prior CHF diagrnosis? no

Prior heart mumix? yos

Prior ATE? no

Prior asvhythmia? no

Monitoring respeatory rate and effort at home? yes

FDA-CVM-FOIA-2019-1704-009929



Cough? no

Shortness of bresth or difficulty breathing? no
Syncope or collag=e? no

Sudden onset lameress? no

Exercise into lerance? mild

Muscle condition:

Eml—vaymmﬂ L moderate adhexia
(] mild musade loss L] markesd carhenxin

Codarzaidar Phvwsical Examn:

Murmur Grade
[ nane L
a0 (I
M 1\ [

Al v

FDA-CVM-FOIA-2019-1704-009930



Mumur location/desaiption: [1I/VI left mid cardiac systolic, 1I/VI right syssolic

Jugular vein:
M eutsom 1/3 of the neck
] middle 1/3 of thenerk

Arterial pulses:
[ weak
[ Fair
i Gond
il Strong

e

E&maﬂwﬁm
[ arevatse bests

Gallop:
[EYS
i No
[ stesmittet

Pulmonary ass=amenie:

P
DMﬂdd]spm
[ Marked dyspres
M Nowel BV smes

Abdominal exam:
M nowal
[ Hepowsregaly
[ Atsdrninal distension

Prodbeves :

L 1/2 way up thenerk
L Top 2/3 ofthenak

Ll ounding

] mdse defiirs

L mdas gor atuas
L] other:

D(unai\aqstridw

| mild ascites
I martend ascites

Hx DCM/redured myocardial function and aortic stenosis - clinically doing very well at home
awtic stenosis with small aortic root - mild do modeate disease

Mitral vahe disesrse - mild

Left vt dlation with redhoed cantradtile o) -possbly diet retated

Dingnostic plam:

_B6

B6

FDA-CVM-FOIA-2019-1704-009931



MEtral inllow:
[ surmmated
¥ noal
[ oetaye mtrotan

K6 foufings:

L] redrosmel
L ee=stratve

Sinus rhythm and sinus avhwthmia during the edho

Asses sneyt and recommesdotass:

There is impressive resolution of the findings seen n luly, with now farlynormal LV and LA size and
better LV convtractile function - findings that might be considered typical for a dog with SAS. These is still
mild aortic stenosis. it is suspected that most of the improvement is aresult of the diet change.
Recommend continue the diet, but maybe feed lesg, snce the dog is a bit overweight now. When

B6

Heart Faihee Cas sfcotamn Score:
ISACHC Classification:

M 1a

b

T

ACVIM Classification:
@A
M B1
(Y]

2D

SA LA

Ao Diam

SA LA / Ao Diam
ivsd

LvIDd

Lvewd
EDV(Teich)
IVSs

LVIDs

LVPWs
BV(Teich}
ER{Teich)

%FS

SV(Teich)

LV Mapr

LV Minor
Sphericity Index
LVId LAX

LVAd LAX
LVEDV A-L LAX

Hnia
b

Uc
Hp

3§3®RI 3393535

FDA-CVM-FOIA-2019-1704-009932



LVEDV MOD LAX
LVIs LAX

LVAs LAX

LVESV A-L LAX
LVISV MOD LAX
HR

EF A-L LAX

LVEF MOD LAX
SV AL IAX

SV MOO LAX

O A-LLAX

CO MOD LAX
R-R

HR

O A-LLAX

€O MOD LAX

M-Mode
ivsd
LvIDd
LvPwd
IVSs
LVIDs
LVPWs
Ao Diam
LA Diam
Max LA

Ooppler

MV E Vel

MV DecT

MV Dec Slope
MV A Ve

MV E/A Ratio
E

E/E

Al

S

AV Vmax

AV maxPG
PV Vmax

PV maxPG

I RR

ml
fmin
I/min

IAmin
I/min

5

2274

s
mfs

mfs
mfs

mwnHg

mfs

FDA-CVM-FOIA-2019-1704-009933



Lummings T

Movth Grofton, MA 01136

Veterinary Medical Center e e

AT TUFTS UNIVERSITY {508) 1
Naty/fvebred hits ahy/
Cardiology Liasow SOIB 81745

Discharge Insthxtors

Aateyniing Cardindnpst-

B6

Adwit Ote= 1/17/2619 93533 AM
Oedope Oo%: 1/17/2119

Oiapywra=c

Sutnahiar aortic stywsis with avall aortic root - mild tio roedoatedsarse

-Mitral valve disra<e - mild - trivial leak soday

Aeft vedmdar dlation with redheed coriractile s - esadially mrnmal tiyy

C(Inical Gdbgs
Tharkyoufor bbeging: B nmgaaﬂteTuﬁsmmhaMDﬂﬂmm miral vahve disease,

aﬂmmmnﬂumﬂaﬁm_aﬁ_.ﬁmthMgWyMI a home and has afpusted wel o har new
diet over the last six morths It i hard 50 say eactly how har esscse tolarane levels are doing, due 3o the impact of
wuiter on her activity levels.

On exam tnday, her heart s remained stable( 11IAM) and her pulses ware good. The etwsardiggyam (Wyasaand of
the heart) showed that she ostmes 10 have smgprmaemet of her cantractile fuction, and the heart se is getting smaller,
and 5 esseriolly badcho what | would thenk i “typeca” Ior a dbg with aorticsieross. Hssaoncally shehas abo had a svall
leak at her mitral vaive, but thdby we saw only a trace leak at that valve, which is great. At this time, overall her heart lodks
0 be that of adog with anly mild aartic stenasis. She had no avtytivnis todsy.

FDA-CVM-FOIA-2019-1704-009934



Sl oy 3t hame
Mease arvtirue b mnir her at home as you heve been doing.

Recommended Medic tians

Trark you for stnstngus with, _ B6 _ icare. Pleace oot our Caiology liaison at (508)- 887-4196 ar amail us at

doxt@Ebdx o for scheduling and - orepeit guestions ar areeTs

Mease visit our HestSTart website for mre sdfametion hitpf/vet bfts echyhesrtavat/

Presoptico Refill O deoerr:
For Lhe safely ond well-being of our patients, your pet ourst hove hod an cxxminotion by one of cur veteriow raxs within Lhe gost
yeor in osder I obiom pre soralioo medrotrom.

O iy Food:

Phore check with your grimovy vetenaorian In pusrchow the recom meoded dety). I you wish in pavohase your food from o,
phase el 7-10 doys in odvomre (SOS-857-E29) i enswre Hhe food & in sthixk Allernatve . vetenowy diets can be ordered from
onfioe retoilers with o presyyptinn /e teroory approved

Chioiad Trink:

Choie Lriols ore studies in which our veteriaovy ductors work with you ond your pet io iovestiyote o specifc dbvease proce ss or g
pracmeioy new Iest or trealment  Please see our welisde: vet Sfls ede fAvoeftfarnt et

FDA-CVM-FOIA-2019-1704-009935



Report Details - EON-358519

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2018-07-09 08:43:16 EDT

Reported Problem:

Product Information:

Animal Information:

2051555

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Problem Description:  Diaghosed with LV cavity dilation and reduced contractile function
Date Problem Started: 06/20/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions:% B6

Outcome to Date: Unknown

Product Name:  Earthborn Coastal Caten dry

Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

....................

Name: . B6
Type Of Species: Dog

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Neutered
Weight: 33.2 Kilogram
Age: 7.6 Years
Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Address: |

United States

Healthcare Professional Ppractice Name:  Tufts Cummings School of Veterinary Medicine

Information: _
Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
Sender Information: Name: Lisa Freeman
FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-010054



Address: 500 Westboro Rd
North Grafton
Massachusetts
01536
United States
Contact:: phone; 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-010055



Veterinary Medical Center peine i 412574

AT TUFTS UNIVERSITY lBGYeilsﬂdee(llellemdjlﬁrm
" -
Black BW: Weight{lbs} 0.00

Candiclogy Consadtation
Date 2/9/2018
Weight Weight(lhs) 98
Potient bcoton: ICL
Requesting (B!  B6  {Resident, Emevgercy & Critical Care)
Atteruding Codicdopyct

|5 John E. Rush DVM, MS, OACVIM {Cardiology), DACVECC

B6
B6

Thearaeie rafopragphes swilable for review?
2 Yes-inSS
# Yes - in PACS
= No

Coardixfory Besihont:

Mresenting comgdiuint and enpwtet comsverd diseases:
Difficulty breathing, inrezzaad heart rate and lethargy since last night after nening in the afweyvemmn._
Diagrosed with

] B6

Key indicotion for eom utatmn: fnurmur, avhythmia, needs fluids, esc.):
In CHF - has asvhythmia, pulmonary edema, ez size of left ventricle and right atrium.
EKG: VPCs, Afib, mdwoadia

Qasstrs to be arcwered fram the Covmdt
Reasovwab le expextations for future and quality of life? Dog is very high enesrgy and o has difficulty
restraning.

k your conmdt time-semsitive? {(eg., are~the=sia doday, owner waiting, tryng 40 get biopsy today)

2 Yes (explain)
! No

FDA-CVM-FOIA-2019-1704-010066



*STOP - remainder of form to be filled out by Cardiology®

Muscle condition:
M Nl
[ Mild musde loss

Cawdinvasndar PMvisical Exam

|- Modesate cachexia
I Marked cachexia

Musmur Grade: difficult to asoult due to panting

[l None
[ 1w
= v
= mawi

Murmur location/desription:

I vl
I vpvi
I vipvi

Jugular vein: difficult to asee=s due to panting

[l Bottom 1/3 of neck
[ Middle 1/3 of nedk

Arterial pulses:
(] weak
M Fair
[2 Good
[ stong

Asvhytenia
M None
[ Sinus arvhythmia
[ premature beats

Gallop:
[ Yes
M No

(] Inbermitsent

Pulmonary assesamens:
] Eupneic
& mild dygpnea
[ Marked dypnea
[ Normal BV sounds

Abdomnal emam:
& Normal
[ Hepatomegaly

I Top 2/3 of nedk

I Bounding

[ Pulse deficite

Id pulsus paradaxus
Id Other {describe):

I aradycardia
I Tachyrardia

[ 1 Pronounced
I Othves:

I pu imonary Crackles

[J wheezes

Ld Upper airway stridor

I other ausculvstory findings:

Id Abdominal distension
I Mild ascites

FDA-CVM-FOIA-2019-1704-010067



1+ MR

B6

Assexomet and reswredwss:

DCM with clinical signs consistent with CHF. Werexommend continuingwith __ B6 |
ineadng B . [lfheisactvalyon
a higher dose} given the concemn of the reral values. We will rechweck his avhythmia on his 2 week
redchedk to decide at thet time if an anti-asvhythenic medication is ndicated when his hewst failure is

under control. We will also recheck his renal values at that time.

Fnal Dinpyerss:
OOM with CHF and ventricular avhythenia

Heart Faihee Classfcrtawy Score:

ISACHC Classification:
Hia & llla
[ Ib b
]

ACVIM CHF Classification:
N * I
[ B1 Ep
[d B2

MMode
LvVIDd

LvPwd

IVSs

LVIDs

Ao Diam
LA Diam

3§®338338393

Max LA

FDA-CVM-FOIA-2019-1704-010068



EPSS

M-Mode Novmwelized

IVSdN
LVIDdN
LVPWdN
IVSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D
SA LA

Ao Diam

SA LA / Ao Diam

Oappler
AV Vmax
AV maxPG

{029 -0.52) !
{135 -173}!
{033 -053)
{043 -071)!
{079 - 114} !
{053 - 0.78}
{008 - 0.89}
{0.64 - 090} !

m/s

menHg

FDA-CVM-FOIA-2019-1704-010069



Cummings B6

Veterinary Medical Center o

; i i Camnine
AT TUFTS UNIVERSITY iB6:
. e Yeas Old Male (Neutered) Labwador
Cadiclogy Loisosxr  308B-887 -AM96 e ewer
Blark
Atterufing Codicdopist

[ 1ohn E. Rush VM, M5, DACYIM (Cxdiology), DACVECC

_____ B6

B6

B6 vis

Coveasverst Disences:
None

Genesal Medbenl Hstwy:

O thinks he isdoing better. No more gagping lilke he was doing prior to ER visit. RR was 30-35 first few
daysafter ER visit and now has been 20-25/min. More hesitewt 40 go up stairs. No coughing or collgpses.
Appetibe is gnod and normal elimnations. Othinks there is a ssowwtary process happening inthe neck
Has a mass on neck that has never been aspirased. Has a history of positional shorting/snoring. O
mtevested n camitine and Co(ys-10. O sveyeskad 1 mmuno-deestey.

Diet and Saqppieyrarris:
Feeding kibbles {Canidae with duck or bison} with chicken breast and yams

B6

Cwvdaoraadar Hisioey:
Prior CHF diagnosis? Yes

FDA-CVM-FOIA-2019-1704-010070



Prior ATE? No
Prior asvhythenia? Yes, episodes of VPCs, ventricular bigeminy
Cough? No

Shor treess of breath or difficulty breathing? lreoeasesd RR/RE and gagging episodes

Syrape or collapse? No

Sudden onset lanaws? No

Bercise svolaance? More he~<ito it to go upsters
Prior heart rnsvas ? Difficult to assess

Qevere Medications Perstiment 1o OF Sysi=m:

B6

Cordiar Ployoml Exangnation.
Muscle condition:
1 norwad Ul Moderabe cahexia
¥ vild mwesde loss Tl marted cachexia
Codaaroa dor Hhysieal Fuam:
Muvns Grade: difficult to assess due to trvesthing and temperament
1 none 0wl
YY) v
Epwn v
i

M locat ion/desoription:

Jupular vein: difficult to assess due to breathing and temperament
0| aottom 1/3 of neck Ul Top 2/3°9 of neck
=l medde 1/3 of neck

™ |

Gsulvg
Pulse defits

FDA-CVM-FOIA-2019-1704-010071



H Stong Ul other:
Frbmnhmia -
T None L pradycardia
T snus aviythenia ¥ Tadvyrardia
O remahwe beas
Yes L eroxasc
No U other:
] invesmittent
Pulmonmary asswrnens
Ggrex Mubnwonary oakdes
0 midd dysprea Wheeaes
T marked dypnea Upper asway stridor
[ Wormal BY souds
Abdommnal ewam:
 Normal L mild ascites
L Hepatamegaly Ll Marked asdbes
1 atdaminal distension
Probberes:
DCM with no actve CHF

Upper airway noise: rfo nasal fneoplasia vs FB} vs aryregesl| {lar par} vs tracheal mass

% Osdysis profie

T chemistry profile Thoratic adkerapds
ECG NT-proBNP
“ Renal profile Troponin |
v 6lood premase Other tests:
D foufings:
not pevfamed soday

Assexomerd and reecsmmendoiions:

Patient agpe=xsin be teeathing comfortably. We will be gatexking his rermal values soday. The upper
airway nome does not appear to be asociased with the heart disease {RR resmains in the 20s at home,
and the video that the owner resdead showed him teesthing combiarteh ly and resting while making the
sworting sound). This is [ely an upper airway noise, which is also not retsted to the liporma at the
stermum. Continue with the asvert medication doses.  Nutrition consuhstion is scheduled for somommow.
Ratek edwocardiogram, ECG, and rasmal valuesin 3-4 meiths

Fnal Dispnosis:
DCM with history of LCHF

Hewt Faihse Clas Sficotion Score:
ISACHC Uassification:
Lla dlla

FDA-CVM-FOIA-2019-1704-010072



Hib
o |l

ACVIM Classification:

EHa
Hp1
B2

o nib

—

o C
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Cummings S

. . MNorth Grafton, MA 01536
Veterinary Medical Center oo o fep s
AT TUFTS UNIVERSITY hitipffwetmed tafts eduyf

Discharpe Instructions
i T putient i 55
Spedes Canine Addiress: B6

Altrmding Cardiningist:=
L ot E. Rush DVM, M5, DACVIM {Candiology), DACVECC

B6

------------------------------------------

Monlioring 2t Homnex

of dnues will heal:ljlsh!ﬂ:ﬁﬁa:lmmel:lm:hrg raie and effort. In general, sost dogswilth heartt falhre thoat & well
controlled hawe a breathing rate at rest of less than 35 1040 breaths per sminule_ In addition, thebreathing effort,
noted by the amount of belly wall mobion used for each breath, & fairy minimal i heart fainre is conimoled. An inoease in
hmﬂllgmhaureﬁrtwﬂl mﬂlynmiﬂmtmdnﬂguemmdmenf B6 + If difficusity breathing is

andfar that your dog be evahsated h;mﬂ'nﬂgﬂqdiir.'l‘lﬂem instructions for monitoring breathing, and a foomito
hedp kepp track of breathing rabe and dine doses, on the Tults HeartSmart weh siie

{hittpy Avet tufts.edufheartsmart fat-home-monitaring /). We also want yourto waich for weakness ar collapse, aredhction
inappatite, worsening oough, or disterition of the belly a5 these findines indicate that we should doa rechack eamination

FDA-CVM-FOIA-2019-1704-011707



+ I you have any concerns, please call or have Harley evaluated by a velerinarian. Our emengency clinic is open 24 hours/day.

Diet Sugpestions: 000

Tood per day iotal {so 2 axps nthe moming and 3 oups nﬂledrmﬂlﬂilemhuell} We understand this diet i
indicated for puppies, but onsidering his need o gain weight, we think this diet is the best option while meating the low
sodium requirement of candiac patients. Please monitor his weisht repularly and increase the amount fed as needied.

[‘mﬂ‘ﬁ'gﬁ, so please do not push Harley iThe seemed esdansted and tired

B6

A recheck edhocardiosram s recrmmendied in 3-4 maorths. Please schedule this as soon as possible as our appoinimeant slols
tﬂﬂsmﬂlqwﬂyq.idyﬂﬂnwnﬂaimheﬂuidﬂimmdnnIEEnm PlEﬂsemial:tur(‘ﬂ'liﬂgylnm

Recosmnended Medicotiomns:

Please visit our HeartSmart website for more infomation
hittpc/fvet tulis edhyheartamarty

For the safely ond welHbeimg of car palients, your pel mast ive hod on exominalion by one of curvelerinorions within the post
yeor in order o obiom presoriplion medcaions.

Ovfering Fooud:

Pleose ove ok with youwr primovy velerinorian 1o porchosre the recommended diet{s). I youwish o mrechose your food from s,
please el 7-10'doys in odvance [S08-887-96.29) o ensare Hthe food s in siock. Allermolve e veterimory dicls con be andered from
onkne reloders with o presorplion/ve terimory opprenel.

Cloian Trils:
Chniexd trials ore studies i which our velerinory doctors work with you ond your pel o inmvesligoir o speciie dsease process or e
promsimg new lesd or trealment. Pleose see our welssile: vel tufls. edufovme/cinicol shudies

Caoel_B6 | Owner] B6 i Dischape Inctnetions

FDA-CVM-FOIA-2019-1704-011708




















































































Report Details - EON-363365
2054221

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-08-24 18:09:51 EDT

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:

Outcome to Date

_ Previously healthy dog Eating Petcurean Go | imited ingredient dry primarily
Also, some Petcurean Now Fresh, Stella and Chewy Raw patties lean treats,

 Wellness Core treats Had been on Petcurean Now Fresh Ig breed puppy initially,
See nutrition consultation for full diet history. Dilated cardiomyopathy diagnosed
with low taurine level DCM reversed after diet change and taurine and camitine
Also. | am siibmitting this report in collaboration with! B8 ' will submit a
small sample ol dog's food when | ship other food samples on 8/27/18

: 06/19/2017
No

: Better/Improved/Recovering

Product Information: Product Name:

Product Type

Lot Number:
Package Type:

Product Use

Information:
Manufacturer

/Distributor Information
Purchase Location

Information:

Product Name:
Product Type

Lot Number:
Package Type:

Product Use

Information:
Manufacturer

/Distributor Information
Purchase Location

Petcurean Now Fresh
: Pet Food

BAG

. Peteurean Limited Ingredient Salmon Dry
: Pet Food

BAG

Description: Fed daily

Information:

Animal Information: Nare:

Type Of Species:

Type Of Breed
Gender
Reproductive Status
Weight

Age

Asseésmént bf Prior

Health:

Number of Animals

v Given t_he Prod_uct;

Number of Animals

Reacted:
Owner Information:

FOUO- For Official Use Only

: Boxer (German Boxer)
: Male

: Neutered

: 31.5 Kilogram

: 2 Years

Excellent

Owner Yes

Information
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Description: Diet history
Type: Other
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