From:

To:
Sent:
Subject:

Attachments:

Nemser, Sarah </O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS
/CN=SARAH.YACHETTI>
Rotstein, David; Carey, Lauren; CVM Vet-LRN-OR; Palmer, Lee Anne; Queen, Jackie L

5/18/2015 7:21:05 PM

800.131 - RE: EON-208329 - FW: Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried

Dog Food:i [T :
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From: Carey, Lauren

Sent: Thursday, May 14, 2015 2:15 PM

To: CVM Vet-LRN-OR; Palmer, Lee Anne; Queen, Jackie L; Rotstein, David R
Subject: FYI: EON-208329 - FW: Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried Dog Food: | B6

[ A

Elevated Calcium/Phosphorus with serum elevations of Vitamin D in a 4yo WHWT.
This is a raw diet | believe (“freeze dried”)

From: PFR Event [mailto: pfreventcreation@fda.hhs.gov]
Sent: Thursday, May 14, 2015 2:00 PM .
Toi; B6 + HQ Pet Food Report Notification; | B6

Bo

Subject: Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried Dog Food:i B6

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

A "PDF" report by name "1039540-report.pdf” is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "1039540-attachments.zip"
and is attached to this email notification.

Below is the summary of the report

EON Key: EON-208329

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

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

FDA-CVM-FOIA-2019-1704-001153


mailto:pfreventcreation@fda.hhs.gov

B6

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

B6

Product information

Individual Case Safety Report Number: 1039540

Product Group: Pet Food

Product Name: Grandma Lucy's Artisan Chicken Grain Free/Freeze Dried Dog Food

Description: Has been eating Grandma Lucy's Artisan Chicken food for about 8 months. Presented 4/18/15 for
intermittent gastrointestinal signs and lethargy. Overall health was good with unremarkable physical exam.
Bloodwork showed increased serum calcium and phosphorus levels. Tested negative for Addison's disease,
ultrasound showed renal mineralization, negative testing for malignancy (PTHrP) and hyperparathyroidism.
Serum Vitamin D levels were elevated, consistent with ingestion of excessive dietary Vitamin D. No history of
exposure to cholecalciferol rodenticides, Vitamin D supplements, or Vitamin D-containing ointments.
Submission Type: Initial

Report Type: Both

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Sender information

B6

Owner information

B6

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

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

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

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

FDA-CVM-FOIA-2019-1704-001154



you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.
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800.218-Final Case Report page 1

Vet-LIRN Final Case Report
A. Case Identification:
Case Number: 800.218
Vet-LIRN Director: Renate Reimschuessel, VMD, PhD
Program: Vet-LIRN
Division Code: HFV — 500

Other Investigators:

Jennifer Jones, DVM - Vet-LIRN
Sarah Nemser, MS Vet-LIRN
Olgica Ceric, DVM, PhD Vet-LIRN
Jake Guag, MPH ~ Vet-LIRN
David Rotstein, DVM, MPH OS&C CERT
Lee Anne Palmer, VMD, MPH OS&C DVPS
Lauren Carey, DVM , OS&C DVPS

B. Descriptive Title of Case:

Investigation of two dogs with dilated éé’rdiomyopathy after consuming California Natural
Venison and Green Lentil food and California Natural Kangaroo and Lentil dog foods.

Address of Vet-LIRN Program Office:

Modll

Center for Veterinary Medicine
Office of Research

8401 Muirkirk Road

Laurel, MD 20708

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

FDA-CVM-FOIA-2019-1704-001157



800.218-Final Case Report page 2

Case Summary

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

Signalment:

. |B6

7 yr MIC Miniature Schnauzer
2 yr MC Miniature Schnauzer-deceased

Signs: syncopal episodes, dyspnea, cough, heart failure

Medical Records: Vet-LIRN collected and reviewed medical records.

Name | Clinical Signs Physical Exam Lab Work Significant Medical
History
B6 : | syncopal P 130 bpm, mild increased | suspected DCM, taurine &
episodes, breath sounds-all lung carnitine normal; negative
hyporexia fields infectious disease &
nutritional disease testing
i B6 i | dyspnea, P 160 bpm, R 64 rpm, pale | P 11.7, BG 225, ALT 147, coffee brown
I cough, pink mm, Gr I-1I/VI left AST 1006, CK 35,930; urine with clumps
inappetance, apical systolic murmur; Toxic NP, Plt 97; after strenuous

regurgitation,

hypokinetic, synch rOhOus
femoral pulse, jugular

| venous distention

hepatomegaly,
biventricular heart failure,
cardiogenic edema;

activity & hot
outside-resolves
with 24-36 hours;

Necropsy: Suspect Crystalluria
primary non-cardiogenic

etiology

Owner Interview: Vet-LIRN did not conduct an owner interview. However, the veterinarian mentioned:
o The owner alternated feedings between the two products

e The owner did not feed anchovies, sardines, or seafood in February or chronically
e The two dogs were from genetically different lineages
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Response: Vet-LIRN collected medical records for review and leftover open product (Kangaroo flavor)
for taurine, carnitine, and fumonisin testing.

Results: The food tested negative for fumonisin. The food taurine level (0.26% estimated Dry Matter

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

FDA-CVM-FOIA-2019-1704-001158



800.218-Final Case Report page 3

Conclusion: Dilated cardiomyopathy (DCM) can be caused by a variety of etiologies including, genetic?
(breed related), toxic®>* (fumonisin, acrolein®, domoic acid, doxorubicin, lily of valley, digitalis,
ionophores, sicklepod, gossypol, white snake root, ethyl alcohol, foxglove, buttercups), infectious
(Bartonellosis, Trypanosoma cruzi), and nutritional deficiency?® (e.g. taurine, protein restricted diets with
stones, carnitine deficiency). The two genetically unrelated dogs were fed the same foods and began to
experience clinical signs approximately the same time. The medical records indicate infectious disease

e L
............

A test for acrolein was not available. ,

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

References:

1. Sanderson SL. Taurine and Carnitine in Canine Myopathy. Vet Clin Small Anim 36 (2006) 1325—
1343.

2. Borde D, Calvert CA, Darien BJ, Guerrero J, and Wall M. Acquired Heart and Blood Vessel
Disorders in Dogs. Merck Veterinary Manual. Found at: http://www.merckvetmanual.com/dog-
owners/heart-and-blood-vessel-disorders-of-dogs/acquired-heart-and-blood-vessel-disorders-
in-dogs ~ h

3. Valberg SJ. Toxic Myopathies in Ruminants and Pigs. Merck Veterinary Manual. Found at:
http://www.merckvetmanual.com/musculoskeletal-system/myopathies-in-ruminants-and-
pigs/toxic-myopathies-in-ruminants-and-pigs

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

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

Supplemental Information:

FDA-CVM-FOIA-2019-1704-001159



800.218-Final Case Report page 4

SIGNATURES

Deputy Director OR Date
Director OR e, A\ v '/ - : Date
Vet-LIRN Director Date
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Sample Submission Form
UC CUSTOMERS ONLY:
Amino Acid Laboratory Non-federal funds ID/Account Number
University of California, Davis to bill:
1020 Vet Med 3B

1089 Veterinary Medicine Drive
Davis, CA 95616
Tel: (530)752-5058, Fax: (530)752-4698

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html

Vet/Tech Contact: Darcy Adin DVM/Allison Klein

Company Name: NC State University, College of Veterinary Medicine
Address: 1060 William Moore Dr
Raleigh, NC 27606

Email: alkiein@ncsu.edu

Billing Contact:; B6 | TAXID: B6
Email:;; _B6_@ncsu.edu Teé. B6 |

Patient Name:_B6 |
Species: canine
Owner's Name:. _ B6

Sample Type: Plasma Whole Blood DUrine l_—_l Food l:l Other:
Test ltems: Taurine D Complete Amino Acid |:I0ther:

Taurine Results {(nmol/ml)

Plasma: 25 l Whole Blood: 520 Urine: Food:

Reference Ranges (nmol/ml)

Plasma Whole Blood
Normal Range No Known Risk for Normal Range No Known Risk for
Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

FDA-CVM-FOIA-2019-1704-001173



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

To: B6 iHQ Pet Food Report Notification; B6
Sent: 5/20/2019 3:04:47 PM

Subject: Blue Buffalo Large Breed Adult: Darcy Adin - EON-388253
Attachments: 2067174-report.pdf

A PFR Report has been received and PFR Event [EON-388253] has been created in the EON System.
A "PDF" report by name "2067174-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-388253

ICSR #: 2067174

EON Title: PFR Event created for Blue Buffalo Large Breed Adult, Paul Newman Dog Biscuits various, Spring
Hill Fish Oil; 2067174

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

Breed Doberman Pinscher
Age 11 Years
District Involved | PFR-Florida DO

Product information

Individual Case Safety Report Number: 2067174

Product Group: Pet Food, Other

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

Submission Type: Initial

FDA-CVM-FOIA-2019-1704-001195



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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Blue Buftalo Large Breed Adult

Paul Newman Dog Biscuits, various

Spring Hill Fish Oil

Sender information
Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville, FL 32608
USA

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

B6

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

B6

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

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

The mtormation is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state covernment ofticial, 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 tor 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. It you think

FDA-CVM-FOIA-2019-1704-001196



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

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

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

Reported Problem: Problem Description: A few days before | 'B6! -Was seen by UF Cardiology. he presented to a specialty
clinic for a minor ohﬁﬁbedlq_ggmplamt at which time an ECG revealed an
abnormal rhythm. On 3/10,: B6 ibecame inappetant and vomited twice. On 3/11,
patient presented to primary care veterinarian, and on'__B_E_S___ patient presented to
an emergency clinic where thoracic radtographs__r_e__v_e_aled mild to moderate
cardiomegaly. He was referred to cardiology oni B6 iwhere he was diagnosed
with Dilated Cardiomyopathy. Anolexia resolved after 2 weeks,

Date Problem Started: 03/13/2019

Concurrent Medical

Problem:;
Pre Existing Conditions:
Outcome to Date;

Product Information: Product Name

Product Type

Lot Number:

Product Use

Information:

Manufacturer
IDist_ribu_tor lnformation:_

Purchase Location

Information:

Product Name:

Product Type:
Lot Number:

Product Use

FOUO- For Official Use Only

Yes

Patient received flax oil. Patient had a recent history of right hindlimb lameness.

Stable

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

Description: 3/4 cup fed twice per day

First Exposure 03/13/2018
Date:

Last Exposure 03/13/2019
Date:

Time Interval 1 Years
between Product
Use and Adverse
Event;

Product Uise Yes
Stopped After the
Onset of the
Adverse Event:

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
_ Adverse Eyent_:

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:

N and D Venison and Quinoa dry
Pet Food

Description: 1 3/4 cup fed twice per day

FDA-CVM-FOIA-2019-1704-001204



Information: 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
Period:

12/13/2018

03/13/2019

3 Months

Yes

Unknown

No

Possibly related

Yes

Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name: =
Product Type: Pet Food

. Honest Kitchen Turkey dehydrated |

Lot Number:

Product Use pescription:
Information:

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
Period:

Manufacturer

14 cup fed once pér déy Patient also receives mng piecés
and beef and duck jerky as treats.

01/01/2015

03/13/2019

4 Years

Yes

Unknown

No

Possibly related

Yes

FOUO- For Official Use Only 2
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[Distributor Information:

Purchase Location

Information:

Animal Information: Némé;

Type Of Species:

Type Of Breed

: Great Dane

Gender: Male

Reproductive Status
Weight
Age

: Neutered

: 86.1 Kilogram

: 4.5 Years

Asseésmént bf Prior Good
Health:

Number of Animals

_ Giyen the Product:_

Number of Animals

Reacted:

Owner Information;

Healthcare Professional

Information:

Owner No
Information

provided:

Practice Name:  University of Florida

Contact: ‘ Dafcy Adin
Phone: (614) 582-9798

Name:

Other Phone: 3522948606

Email; adind@ufl.edu

Address: 2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville

Florida

32608

United States

Sender Information: e

Address:

Contact;

Permission To Contact

' Dércy Adin

2015 SW 16th Ave
2015 SW 16th Avenue
Gainesville

Florida

32608

United States

Phone: @ 6145890/08
Other Phone: 3522948606

Email: adind@ufl.edu

Yes

Sender:

Preferred Method Of

Email

Contact:

Reported to Other

None

Parties:

Additional Documents:

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

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

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

Reported Problem: Problem Description: i B6iws referred to UF Cardiology after her primary care veterinarian noted a.

_year, but still runs and plays regu!arly B6 ifas a sinus aithythmia. Patient was

... diagnosed with primary mitral regurg!tatlpn Wlth systolic dysfunction.
Date Problem Started: 04/03/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: | B6 has a history of "bone spur" in her caudal spine since.shg was about 4 years
814 She is not currently clinical for her vertebral disease. | BG .recelves 1/2 tablet
Cosequin DS daiy. s

Outcome to Date: Stable

Product Information: Product Name: Cosequin DS
Prodiuct Type: Other
Lot Number:

Product Use Dpescription: 1/2 tablet once daily as joint supplement
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name: Smart Bones 8mart Sticks (peanut bufter)
Product Type: Pet Food

Lot Number:

Product Use  peseription: 5 inch treat given once per week

Information:  ciot Exposure 01/01/2016
Date:

Manufacturer
/Distributor Information:

Purchase Location
Information:

ProductName: @ Dr lyon's dental treat (mint)
Product Type: Pet Food

Lot Number:

Product L.Jse Description: 3 inch treat fad once per week
Information: ¢t Exposure 01/01/2018
Date:
Manufacturer

/Distributor Information:

Purchase L ocation
Information:

Product Name: Pedigree chicken and rice
Product Type: Pet Food

Lot Number;

Product Use  pescription: | 1/4 cup fed once per day

Information: gt Exposure 01/01/2012
Date:

FOUO- For Official Use Only 1
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Animal Information;

Manufacturer

/Distributor Information:

Purchase Location
Information:

Product Name:
Product Type:
Lot Number:

Product Use
Information:

Manufacturer

[Distributor Information:

Purchase Location
Information:

Time Interval 7 Years
between Product
Use and Adverse
Event:

Product Use No
Stopped After the
Onset of the
Adverse Event:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:

Natural Balance Venison, Sweet Potatoes

Pet Food

Description:

First Exposure 10/01/2010
Date:

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

Time Interval 9 Years
between Product
Use and Adverse
Event:

Product Use No
Stopped After the
Onset of the
Adverse Event:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:

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

Assessment of Prior
Health:

Number of Animals
Given the Product:

FOUO- For Official Use Only

Sheepdog - Shetland

Female

Neutered

11.5 Kilogram

10 Years

Good

FDA-CVM-FOIA-2019-1704-001211



Sender Information;

Additionél Dbcuments: '

Number of Animals 1
Reacted;
Owner Information: Owner No
Information
provided:
Healthcare Professional Ppractice Name: University of Florida
Information: _ ;
Contact: Name:  Darcy Adin
Phone; (614) 582-9798
Other Phone: 3522948606
Email: adind@ufl.edu
Address: 2015 SW 16th Ave
2015 SW 16th Avenue
Gainesville
Florida
32608
United States
Name: Darcy Adin
Address: 2015 SW 16th Ave

Contact:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

2015 SW 16th Avenue
Gainesville

Florida

32608

United States

Phone: 5145829798
Other Phone: 3522948606
Email: adind@ufl.edu

Yes

Email

None

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

To: Cleary, Michael *; HQ Pet Food Report Natification; B6
Sent: 5/20/2019 3:05:50 PM

Subject: Origins 6 Fish Grain Free dry: Darcy Adin - EON-388256
Attachments: 206717 3-report.pdf

A PFR Report has been received and PFR Event [EON-388250] has been created in the EON System.
A "PDF" report by name "2067173-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-388256

ICSR #: 2067173

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

AE Date 03/19/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable
Breed Great Dane

Age 7 Years

District Involved | PFR-Florida DO

Product information

Individual Case Safety Report Number: 2067173

Product Group: Pet Food, Other

Product Name: Origins ¢ Fish Grain Free dry, Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU

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

Submission Type: Initial

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

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

Number of Animals Treated With Product: |

FDA-CVM-FOIA-2019-1704-001213



Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU

Origins 6 Fish Grain Free dry

Sender information
Darcy Adin

2015 SW 16th Ave
2015 SW 16th Avenue
Gainesville, FL 32608
USA

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

B6

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

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial mformation that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report 1s intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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Report Details - EON-388256
ICSR: 2067173

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2019-05-20 10:51:47 EDT
Reported Problem: Problem Description: Emﬁém}presen’ced to UFE Cardiology with a history of persistent cough for the past

2-3 months which acutely became more frequent with episodes of wheezing and
 hacking. Patient was diagnosed with atrial fibrillation and dilated cardiomyopathy.

Date Problem Started: 03/19/2019

Concurrent Medical Yes
Problem:

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

Outcome to Date; Stable

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

Lot Number:

Product Use pescription: = joint supplement daily
Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Product Name: k Origins 6 Fish Grain Free dry
Product Type: Pet Food

Lot Number:

Product Use | peseription: 2 cups fed twice per day

Information: b, ot Exposure 03/01/2013
Date:

L ast Exposure 03/19/2019
Date:

Time Interval 6 Years
between Product
Use and Adverse
Event:

Product Use Yes
Stopped After the
Onset of the
Adverse Event:

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:

Manufacturer

FOUO- For Official Use Only 1
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[Distributor Information:

Purchase Location

Information:

Animal Information: Némé;

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

Age:

Asseésmént bf Prior

Health:

Number of Animals

_ Giyen the Product:_

Number of Animals

Reacted:
Owner Information;

Healthcare Professional

Information:

Great Dane

Male

Intact

65 Kilogram

7 Years

Good

Owner No
Information

provided:

Practice Name:  University of Florida

Contact: ‘ Dafcy Adin
Phone: (614) 582-9798

Name:

Other Phone: 3522948606

Email; adind@ufl.edu

Address: 2015 SW 16th Ave

2015 SW 16th Avenue

Sender Information: e

Address:

Contact;

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Gainesville
Florida
32608
United States

Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue

Gainesville

Florida

32608

United States

Phone: @ 6145890/08
Other Phone: 3522948606

Email: adind@ufl.edu

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

5/20/2019 3:05:09 PM

B6

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

2067175-report.pdf

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

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

Below is the summary of the report:

EON Key: EON-388254

ICSR #: 2067175

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

2067175
Number
AE Date 02/20/2019 Fed/Exposed 1
Best By Date Number Reacted 1
Animal
fhma Dog Outcome to Date Stable

Species

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

Queensland cattledog)
Age 10 Years
District PFR-Florida DO
Involved

Product information

Individual Case Safety Report Number: 20067175
Product Group: Pet Food, Other

Product Name: Pure Balance Salmon and Potato dry, 4Health Salmon and Potato canned, Milkbone peanut
flavor dry mini treats, Spring Valley Fish, Flax, and Borage Oil, Good Morning Healthy Joints

Description: Patient presented to the UF Cardiology Service after roughly two weeks ot coughing. When

FDA-CVM-FOIA-2019-1704-001217



coughing initially started, patient was seen by primary care veterinarian and was treated with Diphenoxylate
Atropine, Hydroxizine, Amoxicillin, and Vetprofen. On 2/19/19,; B i presented to his primary care veterinarian
again. He had cyanotic mucous membranes, an enlarged heart, and pulmonary edema. Patient was referred to UF
and was diagnosed with Dilated Cardiomyopathy.

Submission Type: Initial

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

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Spring Valley Fish, Flax, and Borage Oil

Milkbone peanut flavor dry mini treats

Pure Balance Salmon and Potato dry

Good Morning Healthy Joints

Sender information
Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville, FL 32608
USA

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

B6

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

B6

This email and attached document are being provided to you in your capacity as a Commissioned Ofticial 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 ot Commission.

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

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

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

To: Cleary, Michael *; HQ Pet Food Report Notification: B6
Sent: 3/19/2019 8:56:56 PM
Subject: Natural Balance LID High Protein Grain-free Lamb or Beef flavors: Lisa

Freeman - EON-382772

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

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

A "PDF" report by name "2064292-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2064292-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-382772

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

AE Date 03/17/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Mixed (Dog)

Age 9 Years

District Involved | PFR: B  iDO

Product information

Individual Case Safety Report Number: 2064292

Product Group: Pet Food

Product Name: Natural Balance LID High Protein Grain-free Lamb or Beef flavors

Description: DCM and CHF diagnosed 3/17/19 Eating BEG diet Owners have given permission to report and
are willing to answer questions Changing to new diet and will recheck in 3 months Taurine and troponin pending
Submission Type: Initial

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

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

Product Name Lot Number or ID | Best By Date

Natural Balance LID High Protein Grain-free Lamb or Beef flavors

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

- B6 |

| USA

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

B6

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

B6

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

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

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

To: Jones, Jennifer L
Sent: 12/27/2018 3:33:42 PM
Subject: B6 i
Hislen ,
| B6 iwas euthanized on: B6 ifor worsening CHF, anorexia,

and poor quality of life.

I have food bag and samples if you'd like —
Owner gave us permission to report but may want to wait to contact since she recently lost; B
ThankS | -S————
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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February 26, 2018 3:40 PM Page 1
PVASILI

NC State University

Veterinary Hospital
Detailed Order Report - BLR0004

Attending DVM: ACCESSION, NON Order
Opened Closed Current
Clienl # Client Name @ = PalientName = = Sex Batch# Invoice# | Number  Type St pate  Time | Date Time | Charges

vy
(o

i
CUNMNTierts.

Item
Item Prod# Description Date DVM Adj Qty Tax Total

1 790-170 IRON AND TOTAL IRON BINDING, SO

NO ESTIMATE

THIS IS NOT A FINALIZED BILL. This report displays an itemized listing of charges to date. Additional charges may be added and/or listed charges may be
modified during the course of treatment for this patient.
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: ...1/14/2019.10:00:15 PM
Subject: B6 update
Hi Jen

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

DROTSTEI>
Sent: 6/20/2018 5:44:34 PM
To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; i B6 :
i B6 iPalmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Norris,
Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Canine Dilated Cardiomyopathy
Start: 6/28/2018 2:00:00 PM
End: 6/28/2018 3:00:00 PM
Show Time As: Free
Recurrence: (none)
Required Attendees: Hartogensis, Mamne i B6 'Palmer Lee Anne; Norris, Anne; Jones, Jennifer L

Optional Attendees: DeLancey, Siobhan

Good Afternoon,
We would like to discuss reports of dilated cardiomyopathy in dogs and current findings.
Topic: Discussion of canine dilated cardiomyopathy reports and current findings
Agenda:

1) Roll Call (CVM)

2) Dilated Cardiomyopathy-Findings (Jones/Palmer)

3)  Open Discussion

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

Join \WebEx meeting

Join by phone

+1-210-795-0506 US Toll

+1-877-465-7975 US Toll Free

Global call-in numbers | Toll-free calling restrictions

Can't join the meeting?

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

IMPORTANT NOTICE: Please note that this VWebEx service allows audio and other information sent during the session to be recorded, which may be discoverable in a
legal matter. By joining this session, you automatically consent to such recordings. If you do not consent to being recorded, discuss your concerns with the host or do not

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

DROTSTEI>

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

Sent: 7/2/2018 8:49:21 PM

Subject: cardiomyopathy-FW: 4Health Grain Free:i B6 EEON-358131

Attachments: 2051199-report.pdf; 2051199-attachments Zip '

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

7519 Standish Place

B6

U.S. FOOD & DRUG

I #ovinisTRATION

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

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

Sent: Monday, July 02, 2018 4:28 PM

To: Cleary, Michael * <Michael.Cleary@fda.hhg.aov>. HQ Pet Eood Renort Naotification
<HQPetFoodReportNotification@fda.hhs.gov>! B6
Subject: 4Health Grain Free: B6 FON-358131

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

A "PDF" report by name "2051199-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2051199-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-358131

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

AE Date 05/30/2018 Number Fed/Exposed

Best By Date Number Reacted |
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Animal Species

Dog

Outcome to Date

Better/Improved/Recovering

Breed Mixed (Dog)
Age 9 Years
District Involved | PFR{___B6 |

Product information

Individual Case Safety Report Number: 2051199
Product Group: Pet Food

Product Name: 4Health Grain Free
Description: Presented as emergency appointment for evaluation of intermittent, persistent cough, first
documented five weeks ago. After cough did not respond to course of doxycycline and "cough tabs," Hycodan

Diagnosed with DCM and taurine level is pending.
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Reacted With Product: |

Product Name

Lot Number or ID

Best By Date

4Health Grain Free

Sender information

B6

USA

Owner information

B6

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

B6

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

has lost a noticeable amount of weight in the last four weeks.
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https://eon.fda.gov/eon//: B6

B6

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

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

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

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

FDA-CVM-FOIA-2019-1704-001253



Accession #

800.179

Species

CN

Date
11/4/2016

EON-246811

Study #

800

Ini rr dsr

Diagnostic Report:

Dr. Rotstein

Organ

Diagnosis

Slide #

Photo

Nervous/Sensory

Brain

Peripheral Nerve

Eye

Cardiompulmona
ry

Nares

Heart

NSF

3.4

>

Trachea

Lung

NSF

5,6

>

oo

Digestive/Hepato
biliary

Liver

NSF

3,4

>

Gall Bladder

Tongue

Esophagus

Stomach

NSF

Intestine

A. Enteritis, lymphoplasmacytic, chronic-active, 1.2

diffuse, mild to moderate with multifocal lamina

proprial and submucosal hemorrhages.

O Oo|og)o

Peritoneum

Salivary Gland

Pancreas

NSF

3,4

>

Mesentery

ogo|d

Hematopoietic/
Lymphoreticular

Spleen

NSF

5,6

Thymus

Lymph Node,
NOS

Mesenteric
Lymph Node

Tonsil

Bone Marrow

Urogenital

Kidney

NSF

5,6

>

o oo ol goin

X = examined
lg = liver glycogen
Severity codes:
1 - minimal
- mild
- moderate
- marked
- severe

W bW

Extent codes
F - focal

M - multifocal

D - diffuse

Gonad codes
Organ
t - testis
0 - ovary

Stage
i - immature
d -developing
s - spent
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Accession # 800.179 Species CN

Date EON-246811 Study # 800 Ini 1r dsr
11/4/2016

Organ Diagnosis Slide # Photo

Urinary Bladder I

Repro ]

Musculoskeletal

Diaphragm W

Skeletal Muscle, [T
NOS

Integumentary

Skin

O

Endocrine

Thyroid Gland

Adrenal Gland NSF 3,4

Parathyroid
Gland

Pituitary Gland

Misc

oioioioioio; ojgit

Ancillary Diagnostics:

Test Sample Result Comment

Summary Diagnoses

Enteritis

Primary Diagnostic Category: Inflammatory (Organ Specific)

Linked to Food Exposure: Likley Not Related

Comments:

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

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

X = examined
lg = liver glycogen

Severity codes: Extent codes Gonad codes
1 - minimal F - focal Organ Stage
2 - mild M - multifocal t - testis i - immature
3 - moderate D - diffuse 0 - ovary d -developing
4 - marked s - spent
5 - severe
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Title: 24-96-F1-5 (S3.90)
Author: J R Myers

Company: US FDA

Template: Normal.dotm
Page count: 2

Paragraph count: 115

Line count: 240

Word count: 238

Character count (spaces excluded):
Character count (spaces included):

1269
1399
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Accession # 800.04-CC-503 | Species CN
Date EON-276400 Study # 800 Ini 1r dsr
11/4/2016
Diagnostic Report:
Dr. Rotstein
Summary:
o Renal disease
o Icterus
o Lymes 4D: Positive
Organ Diagnosis Slide # Photo
Nervous/Sensory
Brain O
Peripheral Nerve
Eye O
Cardiompulmona
ry
Nares [
Heart A. Myocardial necrosis and hemorrhage, acute, 2 X
multifocal to coalescing, moderate to marked
with suppurative myocarditis.
B. Vascular fibrinoid necrosis, multifocal, mild to
moderate.
Trachea O
Lung A. Pulmonary edema, diffuse, moderate. 1 J
Digestive/Hepato
biliary
Liver A. Bile duct and canalicular cholestasis, multifocal, 3
mild to moderate.
B. Fibrinoid vasculitis, multifocal.
Gall Bladder Jis]
Tongue I
Esophagus ]
Stomach 0
Intestine A. Venular fibrin thromboscs, multifocal, modcrate 4
B. Lymphangiectasia, multifocal, mild.
Peritoneum W]
Salivary Gland I
Pancreas A. Peripancreatic fat necrosis, acute. 3,4 [
B. Lobular, fibrinous pancreatitis (4 only)
Mesentery O
Hematopoietic/
Lymphoreticular

X = examined
lg = liver glycogen
Severity codes:
1 - minimal
- mild
- moderate
- marked
- severe

(S N SRR LE

Extent codes Gonad codes

F - focal Organ
M - multifocal t - testis
D - diffuse 0 - ovary

Stage
i- immature
d -developing
s - spent
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Accession # 800.04-CC-503 | Species CN
Date EON-276400 Study # 800 Ini 1r dsr
11/4/2016
Organ Diagnosis Slide # Photo
Spleen A. Vascular fibrinoid necrosis, multifocal, mild to 8 I
moderate with associated lymphoid necrosis.
Thymus ]
Lymph Node, Pancreatic Lymph Node: 4 O
NOS A. Congestion and hemorrhage, multifocal,
moderate with sinus histiocytosis and mild
hemosiderosis.
B. Fibrinous lymphadenitis, multifocal, mild.
C. Lymphoid depletion, diffuse, mild.
Mesenteric O
Lymph Node
Tonsil ]
Bone Marrow ]
Urogenital
Kidney A. Membranoproliferative gromerulonephritis, 6,7
global, diffuse, moderate to marked with
synechiae formation and periglomerular fibrosis.
B. Interstitial nephritis, lymphoplasmacytic,
multifocal, mild to moderate.
C. Tubular necrosis, acute, multifocal, mild to
occasionally moderate.
D. Fibrinoid vasculitis, multifocal, moderate with
multifocal hemorrhage.
Urinary Bladder O
Repro ]
Musculoskeletal
Diaphragm I
Skeletal Muscle, [
NOS
Integumentary
Skin ]
Endocrine
Thyroid Gland 0
Adrenal Gland [T}
Parathyroid [l
Gland
Pituitary Gland ]
m
Misc ]
]
]
O
B

X = examined
lg = liver glycogen
Severity codes:
1 - minimal
- mild
- moderate
- marked
- severe

(S N SRR LE

Extent codes

Gonad codes

F - focal Organ Stage
M - multifocal t - testis
D - diffuse 0 - ovary

i - immature
d -developing
s - spent
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Accession # 800.04-CC-503 | Species CN

Date EON-276400 Study # 800 Ini 1r dsr

11/4/2016

Ancillary Diagnostics:

Tesl Sample Resull Comment

Summary Diagnoses

Lyme’s Associated Glomerulonephritis, Myocarditis, and Vasculitis

Acute Pancreatitis

Bile Stasis

Myocarditis

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

Linked to Food Exposure: Not Related

Comments:

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

There was mild lymphangiectasia in the intestine. This could be associated with the vasculitis/fibrin exudation, but

an underlying enteropathy was also considered.

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

X = examined

lg = liver glycogen

Severity codes:

1 - minimal

- mild

- marked
- severe

(S N SRR LE

- moderate

Extent codes
F - focal

M - multifocal

D - diffuse

Gonad codes

Organ Stage
t - testis i- immature
0 - ovary d -developing
s - spent
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Title: 24-96-F1-5 (S3.90)
Author: J R Myers

Company: US FDA

Template: Normal.dotm
Page count: 2

Paragraph count: 132

Line count: 277

Word count: 398

Character count (spaces excluded):
Character count (spaces included):

2551
2831
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BG 800.04 Species CN

Date NA Study # 800 Ini 1r dsr
12/11/2015

Diagnostic Report:
Dr. Rotstein

Organ Diagnosis Slide # Photo
Nervous/Sensory/
Sensory
Brain NSF A-1-2, |
A-2-2
Pcripheral Nerve
Eye NSF A-3-2 [}
Cardiompulmona
ry
Nares [
Heart A. Ventricular cardiomyocyte hypertrophy, A-8-2,
multifocal to coalescing, moderate with A-9-2,
occasional cardimyocyte disarray and mild A-10-2,
interstitial fibrosis. A-11-2
B. Epicardial vascular degeneration with subintimal
hemorrhage.
C. Valvularr myxomatous degeneration.
Trachea [iE]
Lung A. Increased circulating neutrophils. A-4-2 O
B. Pulmonary edema and congestion, diffuse, moderate.
Digestive/Hepato
biliary
Liver A. Mild periportal fibrosis, multifocal. A-5-2 O
Tongue A. Glossitis, ulcerative, neutrophilic, acute, A- O
regionally extensive, moderate with congestion, 4-2
hemorrhage, and rare, individual myofiber
degeneraltion.
Esophagus O
Stomach A. Mucosal mineralization, multifocal to coalescing, | A-7-2
mild.
Intestine NSF A-7-2 (B
Peritoneum/Abdo O
minal Adipose
Salivary Gland [i]
Pancreas L
Hematopoietic/
Lymphoreticular
Spleen NSF A-5-2 O
X = examined
lg = liver glycogen
Severity codes: Extent codes Gonad codes
1 - minimal F - focal Organ Stage
2 - mild M - multifocal t - testis i - immature
3 - moderate D - diffuse 0 - ovary d -developing
4 - marked s - spent
5 - severe

FDA-CVM-FOIA-2019-1704-001299



Accession # 800.04

B6

Species CN

Dare NA

12/11/2015

Study # 800

Ini rr dsr

Organ

Diagnosis

Slide #

Photo

Thymus

Lymph Node,
NOS

Adrenal Gland
Lymph Node

Tonsil

Bone Marrow

giop o oo

Urogenital

Kidney A.

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

A-6-2
(HE,

WS, &

HC)

Urinary Bladder

Repro

g|d

Musculoskeletal

Diaphragm

Skeletal Muscle,
NOS

oo

Integumentary

Skin

O

Endocrine

Thyroid Gland

Adrenal Gland

Parathyroid
Gland

Pituitary Gland

Misc

ooigioioioigp ojg)Q

Ancillary Diagnostics:

Test

Sample Result

Comment

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

X = examined
lg = liver glycogen
Severity codes:
1 - minimal
- mild
- moderate
- marked
- severe

W bW

Extent codes

Gonad codes

F - focal Organ Stage
M - multifocal t - testis
D - diffuse 0 - ovary

i - immature
d -developing
s - spent

FDA-CVM-FOIA-2019-1704-001300



Accession # 800.04 Species | CN

1'B6 |

e NA Study # | 800 I 3%
12/11/2015

Linked to Food Exposure: No

Comments:

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

to cardiovascular collapse and death.

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

X = examined

lg = liver glycogen
Severity codes:
1 - minimal

- mild

[ SRRV )

- severe

- moderate
- marked

Extent codes

M - multifocal
D - diffuse

Gonad codes
Organ
t - testis
0 - ovary

Stage
i - immature
d -developing
s - spent
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BG 800.04 Species CN

Date NA Study # 800 Ini 1r dsr
12/11/2015

Diagnostic Report:
Dr. Rotstein

Organ Diagnosis Slide # Photo
Nervous/Sensory/
Sensory
Brain NSF A-1-2, |
A-2-2
Pcripheral Nerve
Eye NSF A-3-2 [}
Cardiompulmona
ry
Nares [
Heart A. Ventricular cardiomyocyte hypertrophy, A-8-2,
multifocal to coalescing, moderate with A-9-2,
occasional cardimyocyte disarray and mild A-10-2,
interstitial fibrosis. A-11-2
B. Epicardial vascular degeneration with subintimal
hemorrhage.
C. Valvularr myxomatous degeneration.
Trachea [iE]
Lung A. Increased circulating neutrophils. A-4-2 O
B. Pulmonary edema and congestion, diffuse, moderate.
Digestive/Hepato
biliary
Liver A. Mild periportal fibrosis, multifocal. A-5-2 O
Tongue A. Glossitis, ulcerative, neutrophilic, acute, A- O
regionally extensive, moderate with congestion, 4-2
hemorrhage, and rare, individual myofiber
degeneraltion.
Esophagus O
Stomach A. Mucosal mineralization, multifocal to coalescing, | A-7-2
mild.
Intestine NSF A-7-2 (B
Peritoneum/Abdo O
minal Adipose
Salivary Gland [i]
Pancreas L
Hematopoietic/
Lymphoreticular
Spleen NSF A-5-2 O
X = examined
lg = liver glycogen
Severity codes: Extent codes Gonad codes
1 - minimal F - focal Organ Stage
2 - mild M - multifocal t - testis i - immature
3 - moderate D - diffuse 0 - ovary d -developing
4 - marked s - spent
5 - severe

FDA-CVM-FOIA-2019-1704-001299



Accession # 800.04

B6

Species CN

Dare NA

12/11/2015

Study # 800

Ini rr dsr

Organ

Diagnosis

Slide #

Photo

Thymus

Lymph Node,
NOS

Adrenal Gland
Lymph Node

Tonsil

Bone Marrow

giop o oo

Urogenital

Kidney A.

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

A-6-2
(HE,

WS, &

HC)

Urinary Bladder

Repro

g|d

Musculoskeletal

Diaphragm

Skeletal Muscle,
NOS

oo

Integumentary

Skin

O

Endocrine

Thyroid Gland

Adrenal Gland

Parathyroid
Gland

Pituitary Gland

Misc

ooigioioioigp ojg)Q

Ancillary Diagnostics:

Test

Sample Result

Comment

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

X = examined
lg = liver glycogen
Severity codes:
1 - minimal
- mild
- moderate
- marked
- severe

W bW

Extent codes

Gonad codes

F - focal Organ Stage
M - multifocal t - testis
D - diffuse 0 - ovary

i - immature
d -developing
s - spent

FDA-CVM-FOIA-2019-1704-001300



Accession # 800.04 Species | CN

1'B6 |

e NA Study # | 800 I 3%
12/11/2015

Linked to Food Exposure: No

Comments:

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

to cardiovascular collapse and death.

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

X = examined

lg = liver glycogen
Severity codes:
1 - minimal

- mild

[ SRRV )

- severe

- moderate
- marked

Extent codes

M - multifocal
D - diffuse

Gonad codes
Organ
t - testis
0 - ovary

Stage
i - immature
d -developing
s - spent

FDA-CVM-FOIA-2019-1704-001301



Title: 24-96-F1-5 (53.90)

i B6 i

Company: US FDA

Template: Normal.dotm

Page count: 2

Paragraph count: 117

Line count: 258

Word count: 285

Character count (spaces excluded): 1825
Character count (spaces included): 1999
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN>

To: CVM Vet-LRN-OR; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren

Sent: 12/18/2014 10:10:49 PM

Subject: CC-139390-Medical Records

Attachments: ¢c139390 - Purina Cat Chow Indoor Formula Dry.pdf.html; CC-139390-MRx.pdf.html
Everyone,

Medical Records are attached.

B6

B6

Rads-possible congenital cardiac or cardiomyopathy

Interp: acute renal failure; acute on chronic renal failure

12/13 mild increase Amylase, mild hematuria

Fed 11/10 to 11/20; diarrhea around 11/18 for several cats; cat with renal signs seen on 11/28.
My feeling is NFA on this one.

dave

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

CVM OSC/DC/ICERT

7519 Standish Place, RM 120
240-276-9213 (Office and Fax)

i B6 E

This e-mail message 15 mtended for the exclusive use of the recipient(s) named above. It mav contain information that is protected. privileged. or
confidential. and i ﬂw ild M“m digseminated. distributed. or copied to persons not authonzed to receive such information. It vou are not the intended

recipient. anv tﬂﬂ‘w‘% mination, digtribution. or copving is strictlv prohibited. If vou think vou recerved this e-mail message m error. please e-mail the
f

sender immediately at david rotsteine M ﬂh»gjm
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From: i B6 i@dcpah.msu.edu>

To: Jones, Jennifer L

CC: B6
Sent: 11/11/2015 2:08:18 PM
Subject: : B6 i

Dr. Jennifer Jones,

| have completed the histologic evaluation fromi.___Bé____possible food toxicity case. The heart has advanced
hypertrophic cardiomyopathy, the kidneys have moderate to severe interstitial nephritis, and there are additional
lesions consistent with uremia in the tongue and the stomach. You will get the final report in the next 2-3 days.
Between the cardiomyopathy and advanced inflammatory renal disease, | have sufficient lesions to account for
this dog’s renal failure with no evidence of a toxicity. | am still waiting for a couple microbiologic tests (kidney
bacterial culture, PCR for leptospirosis). However, | am aware that a formal complaint has been submitted to
the FDA, and that you are willing to fund toxicologic screening tests if indicated. Below are listed the additional
toxicologic tests we could run in our laboratory, and the associated fees:

GCMS screen for organic toxicants on liver: $140

Tissue mineral screen on liver (heavy metals): $40
Ethylene Glycol assay on liver: $53

Melamine and related compounds assay on kidney: $205

With no calcium oxalate of melamine crystals present in kidney sections, | doubt if there is any need for either
the Ethylene Glycol or Melamine tests.

The organic compounds and heavy metal screens can be run if you wish, these toxicants may not result in any
specific histologic lesions.

We had no stomach contents to run mycotoxin screens on. Nor are we set-up to test the jerky treats submitted
—if you wish to run contaminant assays on these we can forward those samples to your laboratory.

You can send me an email ¢ B6 _i@dcpah.msu.edu), call mei B6 or wait for the final report and
then decide if you want to approve toxicologic screening tests. Thanks for your assistance on this case.

Dr.i B6

FDA-CVM-FOIA-2019-1704-001321



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

To: Jones, Jennifer L

Sent: 2/24/2019 11:19:19 PM
Subject: i 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

FDA-CVM-FOIA-2019-1704-001324



B6

; All Medical Records
B

B 6 Breed: Labrador Retriever Species: Canine
E E B6 E Sex: Female

(Spayed)

B6

Referring Information

Initial Complaint:
Emergency

SOAP Text Jul 12017 1:23PM~§ B6 i
7/1/2017 12:13 PM NEW VISIT (ER)

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

HISTORY:

Signalment: 3 yo FS Labrador retriever

Current history: Limping while playing fetch today, non-weight bearing on the right hind limb. Otherwise healthy.
Prior medical history: Left CCL rupture, surgically repaired in] "Bg i

Current medications: None

Diet: Acana, whole earth

Vaccination status/flea & tick preventative use: Ivermectin, Advantix IT

EXAM:

Page 1/20
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B6

ASSESSMENT:
Al: Suspect R CCL rupture

PLAN:

1) Strict rest

2) Carprofen 2.2 mg/kg PO q12 x 5 days

3) Ideally check kidney and liver values - declined by owner
4) Recommend orthopedics appointment

Client communication: Briefly discussed cranial cruciate rupture with owner and that 50% of labs with one CCL rupture will rupture

orthopedic surgery. Owner expressed frustration that surgery cannot be done today. I explained that we can diagnose | B : and

prescribe medications to keep her comfortable on an emergency basis. Owner declined blood work to check kidney arid Tiver values.

SOAP approved (DVM to sign):i B6 i

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

Initial Complaint:
Cardiology DCM study

Subjective
Objective
Assessment

Plan
Disposition/Recommendations

Page 2/20
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B6

Page 3/20
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B6

B6

B6 Patient: | B6 |
Veterinarian: Species:  |Canine
PatientID: 395550 Breed: Labrador Retriever
Visit ID: Sex: Female (Spayed)

Age: 5.2 Years Old
Lab Results Report

Accession ID:

|'1'est IResults IReference Range IUnits

E ....... B_é ....... 420 E B6 ;

Printed Sunday, February 24, 2019

Vitals Results

7/1/2017 12:21:40 PM
7/1/2017 12:21:41 PM
7/1/2017 12:21:42 PM
7/1/2017 12:21:43 PM

Patient History

Heart Rate (/min)
Respiralory Rale
Temperature (1)
Weight (kg)

B6

07/01/2017 12:14 PM
07/01/2017 12:15 PM
07/01/2017 12:21 PM
07/01/2017 12:21 PM
07/01/2017 12:21 PM
07/01/2017 12:21 PM
07/01/2017 12:21 PM
07/01/2017 01:37 PM
07/01/201701:44 PM
07/01/2017 01:48 PM

UserForm
UserForm
Vitals
Vitals
Vitals
Vitals
Vitals
Prescription
UserForm
Purchase

Page 4120

B6
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B6

Patient History

07/02/2017 02:06 AM Vitals
07/02/2017 02:06 AM Vitals
07/02/2017 02:06 AM Vitals
07/02/2017 02:06 AM Vitals
07/02/2017 02:06 AM Vitals
07/05/2017 11:40 AM Email
01/16/201901:27 PM Appointment
01/16/201901:30 PM UserForm
01/16/2019 02:03 PM Treatment
01/16/2019 03:14 PM UserForm

Page 5/20
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B6

STANDARD CONSENT FORM
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B6

B6 Date: 7/1 /2007

B6

Owrner's Name Spmabare Date

iFthe individal adentting the aninal & sosneone other than the lepal owner,

please comnplietr the portion belowe
Aadthwwized Agerd - Please Print Agerd's Spnahre
Street Adress Date
Town/Giy State 7ip
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B6

STANDARD CONSENT FORM
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B6 201/ 1]

Owrner's Name Spmabare Date

iFthe individal adentting the aninal & sosneone other than the lepal owner,

please comnplicir the portion belowe
Aadthwwized Agerd - Please Print Agerd's Spnahre
Street Adress Date
Town/Giy State 7ip
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Patient — Owmer :

Sipnalmnent- 3.55“!:!5 Oid Yellow Female Address B 6
{Spayed) Labrador Retriever i

Patient 395560

B6

Discharge Instructions

hse Ehaslmll:lhetdumm iurtu]imllﬂ:l{!i iy Im:hmlsuﬂyhelmﬂha.

FDA-CVM-FOIA-2019-1704-001335



2. Please mnitor for vomiting, diarmhea, deoreased appetite, lethaney, and dhanges inurination. Fyou have any
concams, please owiact a welarnarian

Medicatinns:

1. Rinadiyl {carprofen) 100 mg - Give 1/2 tablet by mouth every 12 hours {bwice daily). Give with food This 5 a
nonk-steroidal ant-rflammatory medication. it should NOT be given with other NSADs or stemoids. Fyounotice dark,
tary stnols, please stopthis medication and call a veleriarian

Recheck Visits: Please schedule an appoiniment with our Orthopedic Surgery Service by B6 Youmay
call Monday-Friday 3am-Gpm. '

For the saofely ondwell-beimg of our petients_ your pel must hove had on oovmination by one of our welerimonions within the
past yeor ir order o olidiomn prescription me dicol ions.

Onderog Food:

Pleese cheek with your primeory velerimarion In parchose the recommended dielfs). | yeur wish in preechese your food frem os,
pkmeml'?—lﬂdnﬁinndunme; B6 o ensve the food & in siock. Allermolively, velerimary diels con be ordered
from ol with o prese iHEGAEEE

Clivic ol Trilds:

Mtﬂmﬂsn%wmmm@ﬂgﬂmﬂmﬂg@p& o specific diseose rooess or
o rombatg new iest orireotment kaesremrwhﬂe BG

B6 i Dizdenpe st ions
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B6

=) B6 | ~——

Yellow Female (Spayed] Lalwador

B6

hEﬁts{a'rl'qtl'ma mmm}mmmmmamﬂwym and her right heart
was also slioht iy endarged. These dhanges could perhaps be a variation of normal inathiletic dios, but wethink it s more

liety that she has mild heart disease, because of the premahure heartheats (ardvwthmia).

We may be able to exwolll B¢ in our DM shurly looking at heart disease associater with BEG diets inday. Wee subimitted
binod tests and will cordarct you with the requlis when available The tarine levels will ale up in 23 wedes to osmeback
and wewould lie o stat trine supplementation in the niErime. Fthe tasne level oomes badk low, we'll givetarine

supplemerdation E‘I:ley ﬂ‘smhmtaﬂtudn’gelnﬁet, aﬂmmﬂlmeymmﬁmwmﬂlehﬁnﬁet

the sty {hm:lmmelaﬂlﬂ:l NT—FIBNPcrmEImtﬂ:lm:plrm], we will wart to follow up with another echo in 2
moriths, now that her diet has been changerd.

if her NTHproB NP and troponin are nonmal then she does not gqualify for the study, but we would recsmmend a repeat edho
in 8 1010 muniths, beraseof the dhanges we saw tnday with the heart and the premahore heart beats

Medic alinns and supplesnenis:

FDA-CVM-FOIA-2019-1704-001337



None at this time.

uilqse,mlmm cough or distension of the belhy. tfwlnmzeal;:irnnnli‘hammld lketnseeherfora
recheck ecam
I)ietiwﬂi:ls

Rechedk Visills and Follow Uip: Thetaurne levels will ialee 23 werle sowelll let you lnow when we get these backe (Fshe
dnes qudlity for the shirdy {based onan elevated NTHEmB NP or an devated troponin), we will wan to follow op with
annther echo in 2 maorths and in 6 months. I she does not qualify then a rechack andiac eam s recommended in 8 o 10
mniths

PIEﬂﬂammu:turmlﬁlugvllmat B6 Lo email us ai B6 o scheduling and
M S
Please visit our HeartSmart webv e for more donmation
: B6 i
Presorpdao Befill Desolosowsr-

For the sofely ond well-being of our polients_ your pef mast vove vod on exominotion by one of ourvelerinorions within the post
yveor i order o obioin preseription medicetions.

Ovdening Food:-Picose check with your primory velerinonion o porchose the ecommended dicl{s). §F you wish o puechose your

Tood from 5, please ol 7-10 days in odvonce B6 o ereave the food & in stock.  Alle rmative . velerinary dicls con

be ordered from online reloders with o presorptionfvel erinony opproval.

Choio Traoks-
Chiniend triok ore studies in which owr velterinary doctors werk with mwmrmmmmnmﬂi: aSense [DEe S5 o g
promising new iest or irealment kaeseemrmbsﬂei B6

B6 Disisge nEnEtons
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5 1¥ears Old Female (Spayed] Labrador Retriewer

Yellow
Cardiology Appoitrment Report
ENROLLED IN DCM STLDY
Date: 1162019
Presenting Complaant

Possible exercise intolerance, eats grain free food

Eercise intolerance start at about one year - breathes loudly, more hard, will sometimes lay down; same

all year, been at a stable state since noticing at one year old

Conousrent DiEeases: bila TPLO

General Medical History:
Overall gond at home, pond appetite, no coughing

Diet and Supplements :
Taste of the wild, has had Acana n the past
On purma pro plan switched ahout 1 wedk apo

Cordiowvaceulnr Hishory:

Prior CHF diagnosis? no

Prior heart murmur? no

Prior ATE? no

Prior aarhythmia? no

Monitoring respiratory rate and effort at home? no

Cough? no

Shortness of breath or difficulty breathing? yes but since a puppy

FDA-CVM-FOIA-2019-1704-001339



Synoope or collapse? no
Sudden onset [ameness? no

EBercise imtolerance? yesbut since dog is a puppy

Cusrent Mediestions Pertiment 1o CVF Systeme

Cordine Physical Examination:

General PE: WNL, bow legeed

MM Color and CRT:pink, < 2
BCS {19): 6
BW {kg}): 2B5

Mustcle condition:
M Normal
] viid musde loss

Cordiowaceulnr Plvysienl Exom:

Murmur Grade:
% None
¥V
= npw
E man

Murmur location/desription:
None heard
Jupular vein:
¥ Botiom 1/3 of the nedk
=l meddie 1/3 of the neck

Arterial pulses:
Weak
[ Fair
Good
= Strong

A L o

[ sinars arrhythmia
[ premature beats

Heart rate: 100

Respiratony rabe: pasting
Temp {if pos=ible):

Elﬂndemtemdmia
L marked cacheada

O wpwn
Uy
L wian

1 1/2 way up the neck
UTanfﬂnfﬂlElﬂ:k

[ pulse deficts
O pulss paradars
U other:

FDA-CVM-FOIA-2019-1704-001340



¥ Mormal L mEld asdites
L Hepatomegaly LI marked ascites
[ Abdominal distension

Problems: Exercise mitolerance

Differemntial Dispnoses:
DCM v= pain related {hee TPLO %2} vs congenital

=

= Chemisiry prefile ﬂ'llmrn:it:mlinglq:lu
H e [ NT-proBie
| Rend profile U Troponin |
[ mood pressure Ll Other tests:
Echoeardingy s Finding<-
General/2-D fandlings:

The LA s mildly dilsted. The LV walls are normal inthidoness with mildly reduced contractile function.
The RH is mildly dilated.

Doppler findings:
Trace MR 1+ Pl

NEtral nlflow:

ECG finclings:

HR - 75; sinus arrhythmia during echocardiogram

Assessment and recommendations:
Overall the LV cavity has slight ly reduced contractile function and the LA looks to be mildlyenlarged.

Final Dingnosis:
Mildly reduced LV contractile function RfO diet related vs variation of normal

Heast Foihere Clos sification Score:

ISACHC Classification:
la O ia
Hib Hnib
Ey

ACVIM Classification:
M Avs
B1
= p2

(=
)
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M-Mode
IVSd

LviDd
LvPad
IV5s

LVIDs
LV
EDV{Teich}
ESV{Teich}
EHTeich}
%FS
SV{Teich}
Ao Diam
LA Diam
LASAD
Max LA
EP5S5

M-Mode Normalized

IVSdN
LVIDdN
LvPWdN
IWSsh
LV¥ID=N
LVPWsh
Ao Diam N
LA Diam N

2D

54 LA

Ao Diam

S5A LA f Ao Diam

LvIDd
LvPWd
EDV{Teich}

LVIDs
LVPWs
ESV{Teich}
EF{Teich}

SV{Teich}

LV Major

LV Minor
Sphericity Index
LVId LAX

LVAd LAX
LVEDV AL LAX

B6

33R®RIIZIIFH54

3

om
om

{0290 - 0520}
{1.350 - 1.730}
{0330 - 0,530}
{0.430 - 0.710}
{0790 - 1140} !
{0.530 - 0.780}

393®RII§33957§

38
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LVEDV MOD LAX

LVIs LAX
LVAs LAX
LVESV A-L LAX

LVESV MOD LAX

HR

EF Al LAX
LVH MOD LAX
5V AL LAX
5V MOD LAX
COAL LAX
CO MOD LAX
R-R

HR

COAL LAX
CO MOD LAX

Doppler
MV E Vel
MYV DecT
MY Dec Slope
MV A Vel
MYV E/A Ratio

A‘

AV Vmax
AV maxPG
MY Ymax
PV maxPG

B6

m/s

ms
ms

mys

my/s
myfs
mys
mmHg
m/s
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7 B6 Female [Spayed)

tmmmﬂlm' Retriever Yellow
35550

Thank you,

B6
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 6/4/2018 8:57:58 PM

Subject: DCM -should be a PFR-FW: EON-355590 RFR Event: BG owner)

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

CVM OSC/DC/CERT

7519 Standish Place

i B6 j

U.S. FOOD &

ALMEINISTR AT WM

 DRUG

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

From: RFR Event [mailto:rfreventcreation@fda.hhs.gov]

Sent: Monday, June 04, 2018 4:56 PM

To: Lambkin, Sonya <Sonya.Lambkin@fda.hhs.gov>; orahgreportablefoodnotificationtriagegroup@fda.hhs.gov;
Bataller, Neal <Neal.Bataller@fda.hhs.gov>; Johnston, Ying F <Ying.Johnston@fda.hhs.gov>; Edwards,
Elizabeth <Elizabeth.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Yowell, Ruth
<Ruth.Yowell@fda.hhs.gov>; ORA HAF EAST1 Reportable Food Notification
<orahafeast1reportablefoodnotification@fda.hhs.gov>; Krieger, Darlene <Darlene.Krieger@fda.hhs.gov>;
CFSAN Reportable Food Registry <CFSANReportableFoodRegistry@fda.hhs.gov>; FDA Emergency
Operations <emergency.operations@fda.hhs.gov>; Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; Weems,
Shellie * <Shellie. Weems@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>; ORA OEIO RECALLS
Branch <oraoeiorecallsbranch@fda.hhs.gov>; Nelson, Eric <Eric.Nelson@fda.hhs.gov>; McCoig, Amber
<Amber.McCoig@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs. gov> Carey, Lauren <Lauren. Carey@fda hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>; B6 :

Subject: EON-355590 RFR Eventi B6

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

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

Type of Site: Sender Food Facility Site

FDA-CVM-FOIA-2019-1704-001378



FDA Districts Impacted: | NWE NWE

Organization Name: (owner)

Address: B 6

United States

Discovery Date: 2018-05-29

Product Group: Pet Food

Description: 4health Grain-Free Large Breed Formula Adult Dog Food. Owner was asked to save food. Plasma
taurine 57 (ref range 60-120), WB taurine 262 (ref range 200-350)

Product Recall: No

Human Symptoms Present: No

Animal Symptoms Present: Yes

Animal Symptoms Description: Dog has dilated cardiomyopathy and congestive heart failure. Can provide
additional details

Product Distribution Type: Retail

Discovery Code: Other

Submission Type: Initial

Reporting Type: Voluntary

EON Key: EON-355590

EON Title: RFR Event created for 4health Grain-Free Large Breed Formula Adult Dog Food; 2048966

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

B6

To view the RFR Report, please click the link below:

B6

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
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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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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 10/9/2018 10:48:25 AM

Subject: DCM cases 10/9/18 0630

Attachments: Acana Heritage formula dog food (mostly freshwater fish: ngg_E[qg_mgn EON-367839; Acana
Singles Limited Ingredient Lamb and Apple 25 pound bag:i B6 _— EON-367777; Blue
Buffalo Wilderness- !j_lgh__l?_r_c_)_t_g_l_r_l_ Grain Free -Natures Evolui_l'c_)'ﬁ_éﬁ/_'ﬁla_-' with Chlg[gg_g_]:lfg__
Source bits- Senior:i | B6 - EON-367745; Core Wellness Ocean Formula:i  B6 |
""" B6 - EON- 367873 Eromm Eour Star Salmon.a la_Vea dog food B6 ;
"EON-387810; Pro Plan Savory dry - chicken:i B6 EON-367850; Rawz meal free dry
food limited recipe W|Id salmon dry B6 :"ECSN"?)'67845 Taste of the Wild High Forest
dry:i -

EON-367849

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

CVM OSC/DC/CERT

7519 Standish Place

B6 (BB)

. FOOD & DRUG

VDS TR AT ECY 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.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: B6 HQ Pet Food Report Notification;, B6

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

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

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

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

A "PDF" report by name "2055788-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2055788-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-367839

ICSR #: 2055788

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

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

Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Great Dane

Age 3.6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055788

Product Group: Pet Food

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

Description: Murmur identified by RDVM 7/17/18. Asymptomatic. DCM diagnosed 10/4/18. Has been eating
Acana diet. Owner is happy to talk to FDA and to provide more info. Taurine levels pending. Details on diet and

---------------
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of 2016. Since that period, she has been eating only Acana Heritage formula dog food. This contains "0% grain,
potato, gluten, meat by-products, and plant protein concentrates" as listed on their label. She has had a variety of
flavors from this brand. Primarily, it has been "freshwater fish", "free run poultry", and "meats formula" (beef,

pork, and lamb).; B@ thas also had multiple bags of Acana "meadowland" which is advertised as poultry, fish,
and eggs. I have also discovered that all of her treats have been produced by Acana. One is labeled as macarel
and greens, another is poultry and monkfish, and the last is lamb, liver, and tripe. I should be able to get some
records from our local pet store as they have a rewards program we are part of and all of our purchases from the
last three years are on our account.

Submission Type: Initial

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

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number Best By

Product Name or ID Date

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

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:
i B6 i

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

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and 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-367839
ICSR; 2055788

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-08 13:38:04 EDT

Reported Problem: Problem Description:  Murmur identified by RDVM 7/17/18 Asymptomatic. DCM diagnosed 10/4/18.

Has been eating Acana diet Owner is happy to talk to FDA and to provide more
_info. Taurine levels pending Details on diet and treats below | can tell you, for

_food ThIS contains 0% gram potato gluten meat by-products. and plant protein
concentrates as listed on their label. She has had a variety of flavors from this

discovered that all of her treats have been produced by Acana One is labeled as
macarel and greens, another is boultry and monkiish and the |ast is lamb, liver,

_and tripe | should be able to get some records from our local pet store as they
have a rewards program we are part of and all of our purchases from the last
three years are on our account.

Date Problem Started: 10/04/2018

Concurrent Medical No
Problem:

Outcome to Date: Stable

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

Product Type: Pet Food
Lot Number:
Package Type: BAG

Product Use  pescription: Owner can provide more details
Information:

Manufacturer
[Distributor Information:

Purchase | ocation
Information:

Animal Information: Name,, 0 B6 |
Type Of Species: Dog

Type Of Breed: Great Dane
Gender: Female

Reproductive Status: Neutered
Weight: 42.2 Kilogram
Age: 3.6 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: -------- BG ---------
Phone::  B6
Email B6

FOUO- For Official Use Only |
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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

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

Contact: Phone: 5088874523
Email: | lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: .-E-G_I-Ecompiled records. pdf
Description: -Ecompiled medical records

Type: Medical Records

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

To: B6 HQ Pet Food Report Notification; | B6

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

Subject: Acana Singles Limited Ingredient Lamb and Apple 25 pound bag: LBG
- EON-367777

Attachments: 2055744-report.pdf

A PFR Report has been received and PFR Event [EON-367777] has been created in the EON System.
A "PDF" report by name "2055744-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-367777

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

AE Date B6 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Died Euthanized
Breed Spaniel - Cocker American

Age 5 Years

District Involved | PFR- B@ DO

Product information

Individual Case Safety Report Number: 2055744

Product Group: Pet Food

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

his vet, B6 lini B6 i where they performed Chest X-ray and bloodwork and it was determrned that

BG heart was enlarged and he was in Congestive Heart Farlure He was grven a shot of Lasix, and placed on

Cardrologrst underwent a history and an echocardiogram where he was Dragnosed wrth Drlated Cardromyopathy
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overnight for treatment and oxygen. He encouraged me to buy Taurine and L-Carnitine and bring up the next day.
The next mommg B6 B6 {was worse and they recommended transferring to the ICU at B4, B6

ISubmlsswn Type In1t1al

Report Type: Both

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

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Singles Limited Ingredient Lamb and Apple 25 pound bag

Sender information

B6

USA

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

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-367745

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2055738

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-10-06 01:17:04 EDT

Yes

Problem Description:

_ same Kkibble brand, Blue Buffalo, the majority of his lite. | read an article on the

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date;

Product Name:

 Chicken L ife Source bits. Senior

Product Type:
Lot Number:
Package Type:
Package Size:
Purchase Date:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

FOUO- For Official Use Only

been excellent even though hes 13, Lp u 1l now, he had lots of life and energy
left in him. Literally in a matter of 48 hours he developed CDM | have fed him the

FDA site that youre investigating possible links between CDM and CDM. Please
let me know if theres any way | can help.

. B6 |

Worse/Declining/Deteriorating

Blue Buffalo Wilderness- High Protein CGrain Free Natures Evolutionary Diet with.

Pet Food

BAG

24 Pound
08/20/2018
No

No

Plastic container

' Daily food
08/20/2018

Déscriptidn: ‘
First Exposure
Date:

Last Exposure i
Date:

Time Interval
between Product
Use and Adverse

Event:

9 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Not Applicable
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Possibly related

Other Foods or Yes
Products Given
to the Animal
During This Time

Period:

1
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Manufacturer
[Distributor Information:

Purchase Location Name:
Information:

Amazon
Address: United States

Animal Information: Name:

Type Of Species:

Type Of Breed:

Dachshund - Miniature

Gender: Male

Réprbductivé Status: Neutered

Weight:

14.2 Pound

Age: 13 Years

Assessment of Prior Excellent

, Health:_

Nun"lbervofAnimals 2
Given the Product:

Number of Animals 1
Reac.ted;

Owner Information:

Healthcare Professional Practice Name: ! B6
Information: e———— T & ~
Contact: Name: i B6
Bhone ____________ S
Address: 6
URited States
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: RBg !
Permission to [Yes " '
Release Records
to FDA:
Sender Information: Name: __________ B 6.
Address: B6 |
United States
Contact: Phone: ._...BS
Email; ¢ B6 i
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
Sender:
Preferred Method Of Phone
Contact;
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: B6 HQ Pet Food Report Notification;; B6 )
Sent: 10/9/2018 1:12:19 AM

Subject: Core Wellness Ocean Formula: B6 - EON-367873

Attachments: 2055809-report.pdf

A PFR Report has been received and PFR Event [EON-367873] has been created in the EON System.
A "PDF" report by name "2055809-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-367873

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

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

Best By Date Number Reacted |

Animal Species Dog Outcome to Date Died Naturally
Breed Pug

Age 11 Years

District Involved | PFR-Foreign Firms DO

Product information

Individual Case Safety Report Number: 2055809
Product Group: Pet Food

Product Name: Core Wellness Ocean Formula

her entire life (Core Wellness - Ocean formula). Starting around October 2017 I noticed that she would pant a bit
more than normal while she was on a walk. I raised it with the vet and we decided to keep an eye on it. On Dec

26, 2017, I noticed her breathing was a bit laboured even while resting. She was taken to my regular vet the next
day. She was xrayed, diagnosed with pneumonia and treated with antibiotics. When two different types of ab did
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cardiologist, of cardiomyopathy, I thought it worth bringing to your attention and I hope it is of some relevance

Submission Type: Initial

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Core Wellness Ocean Formula

Sender information

B6

CA

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

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

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA 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-367873

ICSR: 2055809

Type Of Submission: Initial

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

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

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

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: | wasi B6 iownerfrom 6 mos Until her death at age 11 on: B6 fedher
grain & T56d her entire life (Core Wellness - Ocean formul3) Staring Around
October 2017 | noticed that she would pant a bit more than normal while she was
_onawalk | raised It with the vet ano we decided to keep an eye on it. On Dec 26,
2017, | noticed her breathing was a bit laboured even while resting. She was

taken to my regular vet the next day. She was xrayed, diaghosed with pneumonia

by a cardiologist, of cardiomyopathy, | thought it worth bringing to your attention

_and | hope it is of some relevance to the FDA's research.: B6 heart was

certainly enlarged She was otherwise in good health. Thank you

Date Problem Started: 12/26/2017

Concurrent Medical No
Problem;

Outcome to Date: Died Naturally

Date of Death: B6 i

Product Information: Product Name: ' Core Wellness Ocean Formula

Product Type: Pet Food

Lot Number:
Package Type: BAG
Possess Unopened No

Product:
Possess Opened No
Product:
ProductUse pescription: = Fed to dog for 11+ years
Information: Broduct Use | No
Stopped After the
Onset of the
Adverse Event:
Perceived Possibly related
Relatedness to
Adverse Event:
Manufacturer
/Distributor Information:
Purchase Location Address: Canada
Information:
Animal Information: Name: B6:

Type Of Species: Dog
Type Of Breed: Pug
Gender: Female
Reproductive Status: Neutered
Weight: 19 Pound
Age: 11 Years

Assessment of Prior Good

FOUO- For Official Use Only 1
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Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:
Healthcare Professional

Information:

Sender Information; Name:

Address:

Contact:

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact;

Reported to Other

Parties:

Canada

Phone:

No

Yes

Email

Other

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-367810
2055752

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: 2018-10-07 23:42:17 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Concurrent Medical

Qutcome to Date

Product Information: Product Name:

Product Type

Package Size
Purchase Date

Possess Unopened
Possess Opened
Storage Conditions

Product Use

/Distributor Information
Purchase Location

FOUO- For Official Use Only

Date Problem Started:

Problem:

Date of Death:i

Lot Number:
Package Type:

Number Purchased;

Product;

Product:

Information:

Manufacturer

_ After fetching tennis balls at the ‘park,i
then collapsed. He had difficulty standing and his back legs seemed fo not
support him. His breathing was labored and we took him to the emergency vet.

 He was found to have fluid around his heart. The vet drained it but the blood
continued o immediately fill again and his breathing was very labored. The
recommendation was to euthanize him at that time, about 4 hours from the time

(DCM) in dogs related to diet. We don't know that: B6 ihad DCM but wanted to
report his sudden death. At his annual vet checkug i Bpril 2018, he was found to
_be an extremely fit and healthy dog with no known health issues or concerns, We
were feeding him Fromm 4 Star Salmon a la Veg food two times per day since he

was about a year ald,

Fromm Four Star Salmon a la Veg dog food
: Pet Food

BAG

: 30 Pound

: 06/01/2018
1

No

No

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

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

Product Use No
Stopped After the
Onset of the
Adverse Event:

Perceived
Relatedness to
Adverse Event:

Other Foods or
Products Given
to the Animal
During This Time
Period;

Possibly related

Yes
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Information:

Animal Information: Name: = ! Bg !

Type Of Species:

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered

Weight: 57 Pound

Age: 7 Years

Assessment of Prior Excellent

‘ Health;

—

Nuniber‘ of Animals
Given the Product:

N

Number of Animals
Reacted :

Owner Information:

Healthcare Professional Ppractice Name: | B6 g
Information: R Z :
Contact: Name: ! B6 ;
Phone:él 'B6
Address: B 6
‘United States
Permissionto Yes
Release Records
to EDA:
Sender Information: Name: lBG """""
Address:

B6

United States

Contact: pPhone:

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-367850
2055797

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 15:17:24 EDT

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Pre Existing Conditions:
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:
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

-----------------------------

Full echo on-L BG : Unhkely to be associated with diet but reportmg beoause he'
is sometimes & 1& lamb formula Pro Plan. Taurine WNL ,

L

Yes

Atopy (on Atopica)

Stable

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

BAG

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

Dog

Retriever - Labrador

Male

Neutered

37.7 Kilogram

7 Years

Good

Owner Yes
Information

provided:

Contact:

Address:

Unlted States

Practice Name: Tufts Cummings School of Veterinary Medicine |

Contact Lisa Freeman

Phone: (508) 887-4523

Name:

FDA-CVM-FOIA-2019-1704-001430



Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

Contact: phone: 5088874523
Email: lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled medical records gBG ....... Epdf

Description: Compiled medical records
Type: Medical Records

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

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: 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
i
L

Yes

Hypothyroidism, skin issues
Stable

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

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

Rawz meal free dry food limited recipe wild salmon dry
Pet Food

BAG

Mixed (Dog)
Male
Neutered
33.2 Kilogram
10 Years
Excellent

Owner Yes
Information
provided:

Contact: Name:

Email:|

Address: E B 6

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

FDA-CVM-FOIA-2019-1704-001434



North Grafton
Massachusetts
01536

United States

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: Phone: 5088874523
Email: lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: LBGcomplled records lBeﬁpdf

Description: Compiled records
Type: Medical Records

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

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: 2018-10-08 14:14:30 EDT

Reported Problem: Problem Description:

_soon as | have them

Date Problem Started:

Concurrent Medical
Problem:;

Outcome to Date:

Product Information: Product Name:

_ Feeding 1aste of the Wild High Prairie Grain Free (Pine Forest before that).

Diagnosed with DCM and CHE this past winter. Owner willing fo provide.
addttlona! |nformat|on Qur records do not include echo from'

01/25/2018

No

Stable

_ Taste of the Wild High Forest dry

Product Type: Pet Food
Lot Number:
Package Type: BAG
Product Use pescription: See diet history in medical records. Owner can provide
Information: additional info
First Exposure 12/01/2017
Date:
Manufacturer
/Distributor Information:
Purchase Location
Information:
Animal Information: Name: B6
Type Of Species: Dog
Type Of Breed: Mixed (Dog)
Gender: Female
Reproductive Status: Neutered
Weight: 34.1 Kilogram
Age: 3.18 Years
Assessment of Prior Excellent
Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact:
Address:
Umted States
Healthcare Professional
FOUO- For Official Use Only 1
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Information: Practice Name: Tufts Cummings School of Veterinary Medicine

Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts

01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: Phone: 5088874523
Email: | lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: E_'_'_é.émécompiled medical records.pdf

.

Description: Compiled medical records
Type: Medical Records

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

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: 2018-10-08 15:05:04 EDT

Reported Problem: Problem Description:

. DCM and CHF diagnosed 2/2/18 Owner did not change diet after diagnosis Just

rechecked echo and no improvement [aurine levels pendmg and will echo other

_ dog in household on same diet to screen.

Date Problem Started:

Concurrent Medical

Problem:
Pre Existing Conditions:
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:
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

02/02/2018

Yes

hypothyroid - on soloxine

Stable

Taste of the Wild Pacific Stream (dry)

Pet Food
BAG
| B6 |
Dog
Doberman Pinscher
Female
Neutered
26.8 Kilogram
9.76 Years
Excellent
2
1
Owner Yes
Information
provided:

Contact: Name: @ i

Address:

'United States

Practice Name: Tufts Cummings School of Veterinary Medicine |

Contact: Name: lisa Freeman

Phone: (508) 887-4523

FDA-CVM-FOIA-2019-1704-001568



Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

Contact: phone: 5088874523
Email: lisa.freeman@tufts.edu

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Additional Documents:

Attachment:

Description:EL B6 Ecompiled records

Type: Medical Records

FOUO- For Official Use Only 2
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FDA In Brief

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

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

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

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

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

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

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

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

FDA-CVM-FOIA-2019-1704-001576



Cases of DCM in dogs suspected of having a link to diet can be reported to the FDA’s electronic Safety
Reporting Portal. For additional instructions, see “How to Report a Complaint about Pet Food.”

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

HHE#

The FDA, an agency within the U.S. Department of Health and Human Services, protects the public
health by assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and
other biological products for human use, and medical devices. The agency also is responsible for the
safety and security of our nation’s food supply, cosmetics, dietary supplements, products that give off
electronic radiation, and for regulating tobacco products.

FDA-CVM-FOIA-2019-1704-001577
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Shaw, Courtney </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP

From:
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8FAB2A952A2D4349A0CB0B87B99205D5-
COSHAW>

To: Palmer, Lee Anne; Jones, Jennifer L

Sent: 8/22/2019 5:19:41 PM

Subject: DCM food discussions

Hi Lee Ann and Jennifer,
| was presenting in a recent division meeting about some talks | attended at ACVIM regarding the issue with diet

and DCM in dogs and we started discussing the work that is being done at the FDA level. | saw your names in
the CVM news that you presented at AVMA. | am the cardiology subject matter expert for our division and |
would be interested in learning more about the work you are doing.

Thanks,

Courtney Shaw

FDA-CVM-FOIA-2019-1704-001579



m' Network Procedures for Veterinary Laboratory Investigation
. -
— TA and Response Network Case Investigations

Network Procedures for Veterinarians

1. Introduction

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

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

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

1.1.2 The government will pay for these services.
1.1.3 The owner is helping with the government’s investigation of a regulated product.
1.1.4 The goal of the investigation is to determine if the product is at fault and why.

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

2. Case Background — Consumer complaint

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

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

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

2.1.3 Vet-LIRN partner laboratories.

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

Network Procedures for Veterinarians Version-08 Page 1 of 6
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m' Network Procedures for Veterinary Laboratory Investigation
. -
— TA and Response Network Case Investigations

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

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

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

3.3.1 In some cases only partial history is available
3.3.2 Follow up information will be sent as it becomes available.

3.4 VPO proposes the tests to be conducted and prepares billing documents.
3.5 VPO makes arrangements with the veterinarian to obtain and ship samples.

3.5.1 VPO receives test results and forwards the results to the veterinarian who will
then communicate the results to the owner.

4. Case history

4.1 A complete medical history is essential,

4.1.1 age, sex, breed, animal's ID/name,
4.1.2 other animals affected,
4.1.3 duration of problem, lesion distribution (diagrams or photos are welcome),

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

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

4.2 Vet-LIRN Case Numbers:

42.1 Include Vet-LIRN case number in all correspondence.

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

4.3 Electronic submission of medical records and laboratory results is preferred.
4 4 Histories can also be submitted by FAX to Vet-LIRN (301-210-4685).

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

Network Procedures for Veterinarians Version-08 Page 2 of 6
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m' Network Procedures for Veterinary Laboratory Investigation
. -
— TA and Response Network Case Investigations

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

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

S. Services Requested by VPO

5.1 Services typically tests will fall into 3 categories:

5.1.1 Office Examination
5.1.2 Clinical laboratory samples
5.1.3 Pathology

5.2 Office Examination:

52.1 To evaluate the current status of the patient.

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

5.3 Clinical Laboratory Samples:

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

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

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

5.4 Pathology:

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

5.4.1.1 Describe all lesions — location, color, size, texture.

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

5.4.1.3 Save tissues for histopathology- be sure to use 10:1 formalin to tissue
mass.

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

Network Procedures for Veterinarians Version-08 Page 3 of 6
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m' Network Procedures for Veterinary Laboratory Investigation
— -
— TA and Response Network Case Investigations

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

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

5.5 Toxicology:
5.5.1 Freeze and hold tissues if there is any indication that a toxic substance may be
involved:
5.5.1.1 brain (for organophosphates and carbamates),
5.5.1.2 eyes, liver, kidney, brain, stomach content, fat,
5.5.1.3 if available, serum, EDTA blood, urine.

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

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

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

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

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

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

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

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

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

Network Procedures for Veterinarians Version-08 Page 4 of 6
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m' Network Procedures for Veterinary Laboratory Investigation
. -
— TA and Response Network Case Investigations

7. Sample types that Vet-LIRN may request from the Veterinarian
7.1 Entire bodies (fresh or frozen)

7.2 Organs from necropsy (fresh, frozen or formalin fixed)
7.3 Clinical samples (serum, blood, urine, feces, biopsy samples, cultures)

7.4 Food samples (open bag products from home)

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

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

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

9. Communications with Owners
9.1 General:

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

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

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

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

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

Network Procedures for Veterinarians Version-08 Page 5 of 6
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m' Network Procedures for Veterinary Laboratory Investigation
. -
— TA and Response Network Case Investigations

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

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

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

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

10.2.3 Approved Purchase Request is required prior to beginning service.

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

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

Network Procedures for Veterinarians Version-08 Page 6 of 6
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Naotification;

8/5/2018 1:32:12 AM

B6

Acana Pork and Squash; B6

+ EON-361371

2053236-report.pdf

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

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

Below is the summary of the report:

EON Key: EON-361371

ICSR #: 2053236

EON Title: PFR Event created for Acana Pork and Squash; 2053236

AE Date 04/12/2016 Number Fed/Exposed | 2
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Unknown

Breed

Retriever - Golden

Age

4 Years

District Involved

PFR:  B6

DO

Product information

Individual Case Safety Report Number: 2053236
Product Group: Pet Food

Product Name: Acana Pork and Squash

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

still on going.

Submission Type: Initial

FDA-CVM-FOIA-2019-1704-001595



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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Pork and Squash

Sender information

B6

USA

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

B6

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-361371

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2053236

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-08-04 21:25:50 EDT

Yes

Problem Description:

__This is not an event that suddenly occurred My dog was diagnosed with dilated

cardiomyopathy at 2 yvears old. | enrolled him in the taurine deficient study done
by Dr. Joshua Stern at UC Davis. He was eating Acana Pork & Squash since ne

_was a puppy. His taurine was tested (4-18) and his whole blood is 135 and

plasma 28 Since his taurine level is low, | was told to supplement him with taurine
and take him off the cuirent dog food. | was told his food could cause taurine

_ deficient dilated cardiomyopathy. He will be re tested in the upcoming months It

Date Problem Started:

Concurrent Medical
Problem:

Outcdme yto Datei

Product Name:
Product Type:
Lot Number:
Package Type:
Package Size:
Purchase Date:
Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

FOUO- For Official Use Only

is not know at this time if the dog food contributed to his disease of caused it. The
study is still on going.

04/12/2016

No

Unknown

Acana Pork and Squash
Pet Food

BAG

25 Pound

05/29/2018

1

No

No

The product is stored in it's original bag and then placed in a air tight container.
The product was feed 2xs per day.
07/15/2018

Déscriptidn:
Last Exposure
Date:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Unknown
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Possibly related

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:

FDA-CVM-FOIA-2019-1704-001597




Purchase Location Name: Pet Valu

Information: Address:

B6

United States

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

Gender: Male

Reproductive Status: Neutered
Weight: 67 Pound
Age: 4 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information;

Healthcare Professional . practice Name: | BG
Information: S :

Phc‘me:é B6 I |

B6

United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 04/19/2016

Permissionto Yes
Release Records
to FDA:

Address:

Sender Information: Name:

Address:;

PGSR it s )

United States

Contact: phone: 86
Email:i

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other Store/Place of Purchase
Parties: Manufacturer

Additional Documents:

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-06 21:13:52 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:| i

!n'

-Where

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

-he saw-

B4,B6 |

Concurrent Medical
Problem:

Pre Existing Conditions:

Ohtcdme bto Date"
Date of Death:

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

Died Euthanized

i B6 |

Product Information: Product Name:

Product Type:

Lot Number:
Package Type:
Package Size:
Purchase Date:
Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

FOUO- For Official Use Only

Acana Singles Limited lhgrédieht Lamb and Appie 25 poUnd Vbag'
Pet Food

BAG

25 Pound

07/25/2018

1

No

Yes

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

Description:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

1

FDA-CVM-FOIA-2019-1704-001599



Animal Information:

Sender Information:

Adverse Event Not Applicable
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Definitely related
Relatedness to
Adverse Event:

Other Foods or No
Products Given
to the Animal
During This Time

Period;
Manufacturer
/Distributor Information:
Purchase L ocation Name: Perflow com
Information: -
Address: United States
o ............. BG ____________

Type Of Species: Dog

Type Of Breed: Spaniel - Cocker American

Gender: Male

Reproductive Status: Neutered

Weight: 28 Pound

Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Name: ; B6

Address:

United States

Contact: phone: P

Other Phone: é
Email: |
Permission To Contact Yes
Sender:
Preferred Method Of Phone
_ Contact
Reported to Other Other
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6 .com
Sent: 10/26/2018 11:32:24 AM

Subject: Blue Wilderness:{  B6 - EON-369415

Attachments: 2058021-report.pdf

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

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

Below is the summary of the report:

EON Key: EON-369415
ICSR #: 2058021

EON Title: PFR Event created for Blue Wilderness; 2058021

AE Date 01/01/2016

Number Fed/Exposed

Best By Date

Number Reacted

Animal Species Dog

Outcome to Date

Died Euthanized

Breed Retriever - Labrador

Age 11 Years

District Involved | PFR. BG

DO

Product information

Individual Case Safety Report Number: 2058021

Product Group: Pet Food
Product Name: Blue Wilderness

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

for a enlarged heart/congestive heart failure.

Submission Type: Initial
Report Type: Both

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

FDA-CVM-FOIA-2019-1704-001602



Product Name Lot Number or ID | Best By Date

Blue Wilderness

Sender information

B6

USA

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

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-369415
2058021

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

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

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Outcome to Date

Problem:

Date of Death: |

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

_ /congestive heart failure. o

: 01/01/2016
Unknown

: Died Euthanized
B6

Product Information: Product Name:

Product Type

Package Size
Possess Unopened

Possess Opened

Storage Conditions
Product Use

[Distributor Information
Purchase Location

Lot Number:
Package Type:

Product;

Product:

- Description: Fed 2x's per day total of 4 cups
imormation; Perceived Probably related
Relatedness to
Adverse Event:
Manufacturer

Blue Wilderness
: Pet Food

BOX
: 35 Pound
No

No

: Dog food container

FOUO- For Official Use Only

Information:
Animal Information: Name: 'B6 |
Type Of Species:L_Dmc;é _____
Type Of Breed: Retriever - Labrador
_ Gender: Female
Reproductive Status: Neutered
Weight: 70 Pound
Age: 11 Years
Assessment of Prior Good
Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information:
Healthcare Professional
Information:
Sender Information: Name: B6

Lmsmamsmamamamsmamumsman:

FDA-CVM-FOIA-2019-1704-001604



Address:

Contact:

‘ Reportér Wants to
Remain Anonymous:

Permission To Contact

Sender;

Preférred Mefhod Ofb Email
Contact;

Reported to Other

vParvties:_

Additional Documents:

B6

United States

Phone:

No‘

Email: i

Yes

None

FOUO- For Official Use Only
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

10/25/2018 8:01:06 PM

B6 icom

Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb-Nov
2017- Aug 2018: Blue Buffalo Basigs Grain Free-Aug 2018-Oct 2018: American

Journey Lamb and Sweet PotatofL

B6

2057993-report.pdf; 2057993-attachments.zip

EON-369375

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

A "PDF" report by name "2057993-report.pdf"” is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2057993-attachments.zip"

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-369375

ICSR #: 2057993

EON Title: PFR Event created for Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb Nov
2017- Aug 2018: Blue Buftalo Basics Grain Free Aug 2018-Oct 2018: American Journey Lamb and Sweet

Potato; 2057993

AE Date 10/02/2018 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable

Breed Mixed (Dog)
Age 4 Years
District Involved | PFR: B@ DO

Product information

Individual Case Safety Report Number: 2057993
Product Group: Pet Food
Product Name: Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb Nov 2017- Aug 2018:
Blue Buftalo Basics Grain Free Aug 2018-Oct 2018: American Journey Lamb and Sweet Potato

Description: 02 Oct 2018 - presented for routine exam. A new grade II/VI murmur was noted. 13 Oct 2018 -

FDA-CVM-FOIA-2019-1704-001606



presented to a different veterinarian for 2nd opinion for the heart murmur. Chest rads revealed cardiomegaly but
no signs of heart failure. A limited cardiac ultrasound revealed dilatation of all 4 heart chambers with poor
myocardial contractility. Suspected grain free diet DCM. Changed diet to Purina Pro Plan Lamb and Rice. Rx:

II/VI left apical systolic murmur ausculted; no arrhythmias. Echocardiogram revealed mildly dilated left and
right atria, moderately dilated left ventricle, decreased LV systolic function. Elevated left filling pressures based
on doppler. Blood pressure, thyroid panel, platelet count and troponin levels all normal. Blood submitted for

Submission Type: Initial

Report Type: Both

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

Number of Animals Reacted With Product: 1

Lot Best B
Product Name Number or ¥
D Date

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

Sender information

B6

USA

Owner information

B6

USA

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

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

B6

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

FDA-CVM-FOIA-2019-1704-001607



information pursuant to your signed Acceptance of Commission.

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-369375
2057993

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-25 15:47:25 EDT

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date;

Product Information: p}odqct Namé:

Product Type:
Lot Number:
Package Type:
Package Size:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Cardiomyopat

02 Oct 2018 - presented for routine exam. A new grade |I/VI murmur was noted,

13 Oct 2018 - presented 1o a different veterinarian for 2nd opinion for the heart

__murmur. Chest rads revealed cardiomegaly but no signs of heatt failure, A limited

cardiac ultrasound revealed dilatation of all 4 heart chambers with poor
myocardial contractility Suspected grain free diet DCM Changed diet to Purina

_ProPlan | amb and Rice Rx | -Carnitine 1 g BiD). Taurine 500 mg BID and

referred toi  B6  ifor further work up. 17 Oct 2018 Grade |l/VI |eft apical

............... -

systolic mFATIEEUSEUlted: no arrhythmias Echocardiogram revealed mildly

_ dilated left and right atria, moderately dilated left ventricle, decreased LV systolic

function. Elevated left filling pressures based on doppler. Blood pressure, thyroid

level sent to|

10/02/2018

No

Stable

' Nov 2015-Nov 2017: Nature's Variety Instinct Limited Ingredient Lamb Nov 2017-
 Aug 2018 Blue Buffalo Basics Grain Free Aug 2018-Oct 2018 American Journey

Lamb and Sweet Potato
Pet Food

BAG

14 Pound

No

Yes

Room temperature in kitchen pantry

Description: = Oral administration

Perceived Probably related
Relatedness to
Adverse Event:

Animal Information: Name:
Type Of Species:

Type Of Breed:

Gender:

Reproductive Status:
Weight:

 Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

FOUO- For Official Use Only

Mixed (Dog)

Female

Neutered

15.9 Kilogram

4 Years

Excellent

FDA-CVM-FOIA-2019-1704-001609




Number of Animals 1

Healthcare Professional
Information:

Practice Name:

Reacted:
Owner Information: Owner
Information
provided:

Contact:

Yes

Address:

United States

B6 i

Primary/regular veterinarian

Yes

Additional Documents:

Attachment:

Bz

Description: All medical records
Type: Medical Records

Contact:
Type of
Veterinarian:
Permission to
Release Records
to FDA:
Sender Information: Name: ''''''''' BG
Address:
United States
Contact: Phone:
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:

' B6 10.21.2018 pdf

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

To: Cleary, Michael *; HQ Pet Food Report Notification; | B6
Sent: 10/25/2018 5:16:28 PM
Subject: taste of the wild_arain free, pacific stream-taste of the wild prey trout limited

ingredients: B6 + EON-369346

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

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

A "PDF" report by name "2057985-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2057985-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-369346

ICSR #: 2057985

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

AE Date - Number Fed/Exposed | 3
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Dogue de Bordeaux

Age 8 Years

District Involved | PFR- BG DO

Product information

Individual Case Safety Report Number: 2057985

Product Group: Pet Food

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

rushed to cardiologist and diagnosed with decm dilated cardiomyopathy. Have full vet report and findings. He is
still not recovered and we are unsure where this is going to end up
Submission Type: Initial

FDA-CVM-FOIA-2019-1704-001641



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

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 1

Lot Number or Best By

Product Name 1D Date

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

Sender information

B6

USA

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

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

B6

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

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

The information 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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ICSR:
Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

Report Details - EON-369346

2057985

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date;

2018-10-25 13:10:59 EDT

Yes

Problem Description: | i Has been eating laste of the wild grain free for about 5 years 1024
T8 Had 16 be rushed to cardiologist and diagnosed with dem dilated
cardiomyopathy. Have full vet report and findings. He IS sml not recovered and we

_are unsure where this is going to end up

10/24/2018
No

Date of Recovery.

Concurrent Medical
Problem:

Outcome to Date: Stable

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

_ingredients

Product Type: Pet Food

Lot Number:

BAG
10/02/2018
Number Purchased: 1

No

Package Type:
Purchase Date:

Possess Unopened
Product:

Possess Opened No

Product:

Storage Conditions: Cool dry place

Product Use
Information:

~ Recommeded feeding for all three of our dogs
10/03/2018

Description:

First Exposure
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

10/23/2018

5 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event
Abate After
Product Stop:

Not Applicable

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Probably related

Other Foods or Yes
Products Given
to the Animal
During This Time

Period:

FOUO- For Official Use Only 1
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Report Details - EON-369325
2057945

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: 2018-10-25 07:45:50 EDT

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:

0_utcome vto Date

Date of Death: |

ProdUct infofmafionﬁ Product Name:

Product Type

Lot Number:
Package Type:

Product Use
Information:

Manufacture
[Distributor Information

Purchase Location

Information:

. DCM, CHE, atrial fibrillation WB taurine = 260 Dog s diet previously submitted to
EDA Note this may be a duplicate submission

: 02/20/2018
No

: Died Naturally
i BB !

..................... i

Taste of the Wild High Prairie
: Pet Food

BAG

r

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

: Great Dane
: Male
: Intact

: 74 Kilogram

: 9 Years

1

1

Owner Yes
Information

provided:
Contact:

Address: |

Practice Name;

Contact: Name:

Lisa Freeman
Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

FDA-CVM-FOIA-2019-1704-001649






From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notificationf

10/25/2018 7:36:40 PM

B6

WELLNESS CORE GRAIN FREE: .

B6

- EON-369373

2057992-report.pdf

A PFR Report has been received and PFR Event [EON-369373] has been created in the EON System.

A "PDF" report by name "2057992-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-369373

ICSR #: 2057992

EON Title: PFR Event created for WELLNESS CORE GRAIN FREE, NULO GRAIN FREE, BLUE
BUFFALO GRAIN FREE; 2057992

AE Date 10/22/2018 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable

Breed

Schnauzer - Miniature

Age

10.5 Years

District Involved

iR B6G ipo

Product information

Individual Case Safety Report Number: 2057992
Product Group: Pet Food
Product Name: WELLNESS CORE GRAIN FREE, NULO GRAIN FREE, BLUE BUFFALO GRAIN FREE
Description: CHEST RADIOGRAPHS REVEALED AN ENLARGED HEART
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1
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Product Name Lot Number or ID | Best By Date

BLUE BUFFALO GRAIN FREE

WELLNESS CORE GRAIN FREE

NULO GRAIN FREE

Sender information

B6

USA

Owner information

B6

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

USA

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

B6

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

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

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

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

FDA-CVM-FOIA-2019-1704-001652



Report Details - EON-369373
ICSR; 2057992

Type Of Submission: Initial

reaction or disease associated with the product)

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

Report Submission Date: 2018-10-25 15:26:17 EDT

Reported Problem: Problem Description:
Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase | ocation
Information:

Product Name:
Product Type:
Lot Number:
Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

FOUO- For Official Use Only

 CHEST RADIOGRAPHS REVEALED AN ENLARGED HEART

10/22/2018

No

Stable

Bl UE BUFEAIL © GRAIN FREE
Pet Food

BAG

Unknown

Unknown

UNKNOWN

Déscriptidn: . omaiy
Product Use Unknown
Stopped After the
Onset of the
Adverse Event:

Perceived Possibly related
Relatedness to
Adverse Event:

NULO GRAIN FREE
Pet Food

BAG

Unknown

Unknown

UNKNOWN

Description: ORALLY

Product Use Unknown
Stopped After the
Onset of the
Adverse Event:

Perceived Possibly related
Relatedness to
Adverse Event:

FDA-CVM-FOIA-2019-1704-001653



Product Name:
Product Type:
Lot Number:
‘ Paékage Typeﬁ

Possess Unopened
Product:

Possess Opened
Product;

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location

WELLNESS CORE GRAIN FREE
Pet Food

BAG

Unknown

Unknown

UNKNOWN

Description:  ORALLY
Product Use
Stopped After the
Onset of the
Adverse Event:

Unknown

Perceived
Relatedness to
Adverse Event:

Possibly related

Other Foods or Unknown
Products Given
to the Animal
During This Time

‘ Pe»riod»:

Information:
Animal Information: Name: ! B6
Type Of Species: Dog
Type Of Breed: Schnauzer - Miniature
Gender: Female
Reproductive Status: Neutered
Weight: 16.3 Pound
Age: 10.5 Years
Assessment of Prior Good

Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information; Owner Yes
Information
provided:
Contact: :
Addlb'essb: - E - E .
‘United States ™™~
Healthcare Professional
Information:
Sender Information; Name: B6 :

Address:

FOUO- For Official Use Only

B6
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Contact;

Reporter Wants to

Remain Anhonymous:

Permission To Contact

Sender;

Preferred Method Of

Contact:

Reported fo Other

Parties:

United States

Phone: ! B6 i

Email:!

No

Yes

Email

None

Additioﬁal Dbcuments: k

FOUO- For Official Use Only
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

12/5/2018 4:44:22 PM

Acana dog food. Varying diet/formulas over the pasig_E_G_ years. BG
EON-372923

2059678-report.pdf

A PFR Report has been received and PFR Event [EON-372923] has been created in the EON System.

A "PDF" report by name "2059678-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-372923

ICSR # 2059678

AE Date 09/01/2018 Number Fed/Exposed | 3

Best By Date Number Reacted |

Animal Species Dog Outcome to Date Died Euthanized
Breed Mastift

Age B6: Years

District Involved | PFR.  B6 DO

Product information

Individual Case Safety Report Number: 2059678
Product Group Pet Food

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

was working to pump blood. He 1nqmred about the food we feed him and if it was grain free. After finding out it
was, he alerted us to new findings regarding grain free diets and dilated cardiomyopathy. He suggested we

contact the FDA to report the findings. Unfortunately; B did not recover and passed away early | B6 !
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B6

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Euthanized
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana dog food. Varying diet/formulas over the pasti Bgiyears.

Sender information

B6

USA

B6

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

B6

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

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

The information 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-372923
ICSR: 2059678

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2018-12-05 11:36:30 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:  Since approximately Sept 2018, we notwed.m-é'é“-had an occasional cough
/throat clearing noise. We mentloned this dunng vt visits, but our vets didnt seem
concemed On Bs iwe rushed. """ é’(;"" to the emergency vet due

which showed an extremely large heart. The on duty vet performed an ultrasolind
and noted how hard his heart was working to pump blood. He inguired about the
. food we feed him and ifit was grain free. After finding out itwas, he alerted usto

... andpassed away early; Bs L
Date Problem Started: 09/01/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Prednisone

Outcome to Date: Died Euthanized
Date of Death: : B6

Product Information: Product Name: Acana dog food Varying dietfformulas over the past B6 5yre:ars

Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 25 Pound

Storage Conditions: Sealed container

Product Use First Exposure 03/17/2014
Information: Date:

Last Exposure B6
Date:
Perceived Probably related

Relatedness to
Adverse Event:

Other Foods or No
Products Given
to the Animal
During This Time
Period:

Manufacturer
IDistributor Information:

Purchase L ocation
Information:

Animal Information: Name: B6

Type Of Species: Dog
Type Of Breed: Mastiff
Gender; Male
Reproductive Status: Neutered
Weight' 200 Pound

Assessment of Prlor Good

FOUO- For Official Use Only 1
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Health:

Number of Animals 3

Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional practice Name: B6 :
nformation 1 0 o PO el
Contact: Name: : B6 i
Phone:; i
Permission to Yes
Release Records
to FDA:
Sender Information: Name: i
Address:

B6

United States

Contact: phone:

Email:

B6

‘Permiséion‘To Con‘tactb Yes
Sender:

Preferred Method Of Phone
Contact:

Reported to Other None
Parties:

Additional Documents;

FOUO- For Official Use Only 2
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification

12/4/2018 10:17:32 PM

B6

Earthborn Meadow Feast dry: Lisa Freeman - EON-372804

2059619-report.pdf; 2059619-attachments.zip

A PFR Report has been received and PFR Event [EON-372804] has been created in the EON System.

A "PDF" report by name "2059619-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2059619-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-372804

ICSR #: 2059619

EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059619

AE Date 11/21/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable

Breed

Boxer (German Boxer)

Age

3 Years

District Involved

PFR.  B6 DO

Product information

Individual Case Safety Report Number: 2059619
Product Group: Pet Food

Product Name: Earthborn Meadow Feast dry
Description: Littermate diagnosed with reduced cardiac contractility Eating BEG diet (Earthborn) so screened
all housemates Echo within normal limits but elevated NT-proBNP and cardiac troponin I Taurine pending
Owner changing diet and will recheck in 3 months
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable
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Number of Animals Treated With Product: 5
Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

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

B6

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

B6

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

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

The information 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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ICSR:
Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Reported Problem:

Product Information:

Animal Information:

Report Details - EON-372804

2059619

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-12-04 17.08:36 EST

_Littermate diagnosed with reduced cardiac contractility Eating BEG diet ,
(Earthborn) so screened all housemates Echo within normal limits but elevated

 NT-proBNP and cardiac troponin | Taurine pending Owner changing diet and will |

. || e RTens
Date Problem Started: 11/21/2018

Problem Description:

Concurrent Medical Yes
Problem:

Pre Existing Conditions: History of resection of jejunum and ileum due to intussusception as puppy

Outcome to Date: Stable

Product Name: @ FEarthborn Meadow Feast dry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use Description:
Information:

. See diet history
First Exposure 02/01/2018
Date:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Name: ... , BG:
Type Of Species: Dog

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Intact

Pregnancy Status: Not pregnant

Lactation Status: Not lactating

Weight: 27.4 Kilogram

Age: 3 Years

Assessment of Prior Excellent
Health:

Number of Animals 5
Given the Product:

Number of Animals 4

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name:
Phone: B 6
Email: |

Addres

' B6

‘United States

FOUO- For Official Use Only 1
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Cummings

Ueterinary Medical Center

B6

AT TUFTS UNIVERSITY

Home Phone:
Work Phone: B 6
Cell Phone: (

Client:
Address:

Referring Information

All Medical Record

Breed: Boxer

DOB: B6

Species: Canine
Sex: Female

Initial Complaint:
Scanned Record

SOAP Text Nov 202018 12:24PM - Clinician, Unassignedé B6

-

Initial Complaint:
DCM study

SOAP Text Nov 20 2018 1:12PM - B6

Disposition/Recommendations

Page

1/12
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Client:
Patient:

B6

Page 2/12
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Client; B 6
Patient:

Cummings
Veterinary Medical Center

AT TUFTS UNIVERSITY

Client: B6 Patientt [ B6 |

Veterinarian: Species:  |Canine

Patient ID: 345628 Breed: Boxer

Visit ID: Sex: Female

Age: B6 {cars Old
Lab Results Report :
11/20/2018 5:45:57 PM Accession ID:E
|'1'est IResults IReference Range IUnits
Troponin I Research - B6 i 0-0.08 meg/dl
» 3/12 B 6
stringsoft

Printed Tuesday, December 04, 2018

Page 3/12
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Client:
Patient:

" B6

B4 BNP - 11/20/2018

B4 fedference Labrastories

Date: 11/ 2v2018

Client 6
Patiemn B

NORTH GRAFTON, Massachusets (1336

Requisition #:954070_ . 200 WESTBOROD RD
SpecieS TINVINE Accesionf B6 i
Breed: BOXER Ordered byi 508-335-5395
Gender: FEMALE '
Age: 3Y Account #88533
CARDICPET proBNP- CANINE
CARDIOPET proBNP y 2
0 - G00 'L HIGH | i |
_CANINE B6 e 3
Comments:

Page 4/12

FDA-CVM-FOIA-2019-1704-001668



Client: B 6

Patient:

Gastrointestinal Lab Texas A&M 11/20/18

Gastrointestinal Laboratory
Dr. J.M. Steiner

Department of Small Animal Clinical Sciences

Texas A&M University
4474 TAMU
College Station, TX 77843-4474

Website User ID: clinpath@tufts.edu

Gl Lab Assigned Clinic ID; 11405

Phone:
Fax:
Animal Name:

508 887 4669

9 508 839 7936

200 Westboro Road B 6

North Grafton, MA 01536 Owner Name:

USA Species: Canine

Date Received: Nov 27, 2018
Tufts University-Clinical Pathology Lab Gl Lab Accession:i_ B6 :
Tracking Number: 1814200085 Ut
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting : B6 : 20.06 11/27/18
Interpretation:! Be . ;
Comments:
o Canine

Phone: (979) 862-2861
Fax: (979) 862-2864

Gl Lab Contact Information

11/20/2018 1:14 PN
CARDIAC TROPONIN/TEXGL

SST

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab

Page 5/12
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Client: i
Patient: B 6

Gastrointestinal Lab Texas A&M 11/20/18

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

Ongoing studies

Important

Notices:

B4, B6

Gl Lab Contact Information
Phone: (979) 862-2861
Fax: (979) 862-2864

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab

Page 6/12
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Client: B 6
Patient:
Diet hx
CARDIOLOGY DIET HISTORY FORM
m-ase answer the followino auastions ahaut vone.net
Pet’s name: B6 5, Owner's namqi BG Today's date: ZOND\) 20 @
1. How would you assess your pet's appetite? {(mark the point on the line below that best represents your pet's appetite)
Example: Poor |r »—gx‘@ﬁ:t\
Poor f/‘l\ Excellent
2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
ats about the same amount as usual DEats less than usual OEats more than usual
OSeems to prefer different foods than usual COther
3. Over the last few weeks, has your peﬁB(glﬁck one)
OLost weight DGained weight tayed about the same weight ODon't know
4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats. Please include the brand, spegcific product, and flavor so we know exactly what you pet is eating.
Examples are shown in the table — please provide enough detail that we could go to the store and buy the exact same food.
Food (include specific product and flavor) Form Amount How often? Fed since
Nutro Grain Free Chicken, Lentil, & Swest Potato Adult dry 1¥cup 2x/day Jan 2018
85% lean hamburger microwaved 30z 1x/week Jan 2015
Pupperoni original beef flavor treat % 1x/day Aug 2015
Rawhide freat 6 inch twist 1x/week Dec 2015
EAieous - MEPINC FEPST DY #\\p o 2y | Fes 20ib
*Any additional diet information can be listed on the back of this sheet
5. Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any other
supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carnitine OYes ONo _
Antioxidants OYes ONo
Multivitamin OYes CNo
Fish oil OYes ONo .
Coenzyme Q10 OYes ONo
Other (please list).
Example: Vitamin C Nature’s Bounty 500 mg tablets ~ 1 per day -
SU P PLEWYENT Nu2RDO - Dok suepiEmend L SCepp (~ | TBSP )
1= 2 wdeyy
8. How do you administer pills to your pet?

0O | do net give any medications

O | put them directly in my pet's mouth without food

O | put them in my pet's dog/cat food

0 | put them in a Pill Pocket or similar product

P put them in foods (list foods): '(IZX‘DSHC\ o Cheest,

Page 7/12
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Client:
Patient:

B6

Page /12
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Client:
Paltei::rtlt: B 6

ECG from Cardio

B6

11/20/2018 2:45:12 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 912
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Client: B 6

Patient:

ECG from Cardio

B6

11/20/2018 2:45:12 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

10/12
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Client:
Palt?:nt: B 6

Patient History

09/27/2018 02:02 PM

11/14/2018 05:13 PM

11/19/2018 06:05 PM

11/20/2018 12:38 PM
11/20/201801:10 PM
11/20/2018 04:05 PM
11/20/2018 04:05 PM
11/20/2018 04:06 PM
11/20/2018 04:56 PM
11/20/2018 05:46 PM
11/20/2018 05:46 PM
11/21/2018 11:19 AM

11/26/2018 11:33 AM

Page

11/12
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Cumminags

\eterinary Medical Center

AT TUFTS UNIVERSITY

B6

11722018

bexi B
'Ihmkymfnrmﬁ:rilgé BG i theirpe B6

H you have any questions, or moncems, please contad: us at S08-887-4988.

Thank you,

B6 DVM, DACVIM {CanBiology)
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notificationé

12/4/2018 11:04:49 PM

B6

Earthborn Meadow Feast dry: Lisa Freeman - EON-372828

2059621-report.pdf; 2059621-attachments.zip

A PFR Report has been received and PFR Event [EON-372828] has been created in the EON System.

A "PDF" report by name "2059621-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2059621-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-372828

ICSR #: 2059621

EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059621

AE Date 11/20/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable

Breed

Boxer (German Boxer)

Age

3 Years

District Involved

PFRi B DO

Product information

Individual Case Safety Report Number: 2059621
Product Group: Pet Food

Product Name: Earthborn Meadow Feast dry
Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility; elevated NT-proBNP and
cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 months

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

Number of Animals Treated With Product: 5
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Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

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

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

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA 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-372828
2059621

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: 2018-12-04 17:59:30 EST

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:

Outcome to Date

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

. recheck in 3 months , o

: 11/20/2018

No

: Stable

Product Information: Product Name:

Product Type

Lot Number:
Package Type:

Product Use
Information:

Manufacture
[Distributor Information

Purchase L ocation

Information:

 Earthborn Meadow Feast dry
: Pet Food

BAG

Description:  See diet history in records for more details

r

Animal Information: Narme:

Type Of Species:

Type Of Breed
Gender
Reproductive Status
Pregnancy Status
Lactation 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)

: Female

: Intact

: Not pregnant

: Not lactating
: 30.3 Kilogram
: 3 Years

Excellent

Owner Yes
Information
provided:

Contact: Name:

Phone:

B6

Email:

Address: |

United States

Practice Name:  Tufts Cummings School of Vetérinafy Medicine

Contact: Name: Lisa Freeman
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Naotification; B6
Sent: 12/4/2018 11:12:44 PM

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372831
Attachments: 2059622-report.pdf; 2059622-attachments.zip

A PFR Report has been received and PFR Event [EON-372831] has been created in the EON System.

A "PDF" report by name "2059622-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2059622-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-372831

ICSR #: 2059622
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059622

AE Date 11/15/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable
Breed Boxer (German Boxer)

Age 3 Years

pisvict wonved | pre 86 o

Product information

Individual Case Safety Report Number: 2059622

Product Group: Pet Food

Product Name: Earthborn Meadow Feastdry
~Descrintion: Daughter diagnosed with reduced cardiac contractility ( B6 !is mother of‘ B6 and
B6 Eating BEG diet (Earthborn) so screened all housemates Ecl'l_a_{;\'/_i:ﬁhln normal liriits it slevited
“NTproBNP and cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 months
Submission Type: Initial

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

Outcome of reaction/event at the time of last observation: Stable
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Number of Animals Treated With Product: 5
Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

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

B6

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

B6

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

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

The information 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-372831
2059622

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: 2018-12-04 18:08:14 EST

Reported Problem: Problem Description:

Date Problem Started

Concurrent Medical
Problem:

Outcome to Date:

BS 'Eatmg BEG diet (Earthbom) 50 screened all
HOUSEmatE’s EenoTwrmIm TenmEl limits but elevated NT-proBNP and cardiac
_troponin | Taurine pending Owner changing diet and will recheck in 3 months |

11/15/2018
No

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:
Pregnancy Status:
Lactation 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)

Female

Intact

Not pregnant

Not lactating

29.1 Kilogram
3 Years
Excellent
5
4
Owner Yes
Information
provided:
Contact: Name.
Phone:é B 6
Emall'g

Address:

B6

United States

Practice Name: Tufts Cummings Schoal of Veterinary Medicine

Contact: Name: Lisa Freeman

1
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Report Details - EON-372834

ICSR:

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

2059624

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:

_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

_ Date Problem Started: 11/20/2018

Concurrent Medical No
Problem:

Qutcome to Date: Stable

Product Name:
Product Type: Pet Food

Earthborn Meadow Feast dry

Lot Number:

Package Type: BAG

Product Use Déscriptidn: »
Information:

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

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Name:

Type Of Species: -Dog

Type Of Breed: Boxer (German Boxer)

Gender: Male

Reproductive Status: Neutered

Weight: 30.3 Kilogram

Age: 3 Years

Assessment of Prior Excellent
Health:

Number of Animals 5
Given the Product:

Number of Animals 4
Reacted:

Owner Information: Owner

Information

provided:
Contact:

Address: ;

Healthcare Professional
Information:

Practice Name;

Contact:

FOUO- For Official Use Only 1

Yes

B6

Unitsy States

Tufts Cummings School of Veterinary Medicine
lisakFreeman
Phone: (508) 887-4523

Name:

Email: lisa.freeman@tufts.edu

FDA-CVM-FOIA-2019-1704-001685






bummings

Veterinary Medical Center

AT TUFTS UNIVERSITY

All Medical Records
i B6 i

Breed: Boxer Species: Canine
i B6 i Sex: Male
(Neutered)

Referring Information

Initial Complaint:
Scanned Record

Initial Complaint:
DCM Study

SOAP Text Nov 202018 1:10PM - B6 ;

Disposition/Recommendations

Page 1/13
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B6

Page 2/13
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B6

Cummings
Veterinary Med%al Center B

AT TUFTS UNIVERSITY

B6 B6
Veterinarian: Species:  |Canine
B6 Breed: Boxer
Visit ID: Sex: Male (Neutered)
Age: Years Old
Lab Results Report Bk
11/20/2018 5:45:23 PM Accession ID: 448860
|'1'est IResults IReference Range IUnits
Troponin I Research - FHSA ! B6 | 0-0.08 meg/dl
3113 B6

B4

Printed Tuesday, December 04, 2018

Page 3/13
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B6

B4 111202018

B6

: B4 i

i B6 i Date: 11/20/2018 TUETSIMINERSILY.
‘ Species: DANINE : : B6 i

Breed: BOXER Ordered by: MOTS PEC IFIED

Gender: MALE NEUTERED

Age: 3Y

CARDIOPET proBNP- CANINE
" .
CARDIUELT probiid 0- 900 pmall HIGH | [ N |

- CANINE

Page 4/13
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B6

CARDIAC TROPONIN/TEXGI SST 11/20/18

Gastrointestinal Laboratory
Dr. J.M. Steiner

Texas A&M University
4474 TAMU

Website User ID: clinpath@tufts.edu
GiLab Assigried Clinic ID: 11405

Department of Small Animal Clinical Sciences

College Station, TX 77843-4474

i B6 i
" Tufts (nivarsibe-Clinical Pathology Lab
Atn:d___ B6___ |
200 Westboro Road
North Grafton, MA 01536
USA

B6

Species:

Date Received:

Canine
Nov 27, 2018

Tufts University-Clinical Pathology Lab
Tracking Number; 1811200093

Gl Lab Accessionil B6 i

Test Result Reference Interval Assay Date
Uitra-Sensitive Troponin | Fasting : __________ -B_('-;-'-."."E <0.06 11/27/18
Comments:

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

Fax: (979) 862-2864

Page 5/13

Email: gifab@cvm.tamuedu

vetmed,tamu,edu/gilab
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B6

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
College_Station. TX.77843-4474

Important
Notices:

B4, B6

Gl Lab Contact Information

Phone: (979) 862-2861
Fax: (679)862-2864

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab

Page 6/13
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B6

Diet hx

CARDIOLOGY DIET HISTORY FORM
Please answer the following questions about your pet

BG Today's date: 20 E\D‘! Z":'@

1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)
Example: Poor _ 1 Excellent

] ———
Poor ‘ lTExcaIIent

2. Haye you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
ats about the same amount as usual OEats less than usual OEats more than usual
OSeems to prefer different foods than usual OOther

3. Over the last few weeks, has your peltﬂ('éneck one)
DOlLost weight DOGained weight tayed about the same weight ODon't know

4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats. Please include the brand, specific product, and flavor so we know exactly what you pet is eating.

Examples are shown in the table — please provide enough detail that we could go to the store and buy the exact same food,

Food (include specific product and flaver) Form Amount How often? | Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult | dry 1% cup 2x/day | Jan 2018
85% lean hamburger - microwaved 3oz Tx/week Jan 2015
Pupperoni original beef flavor ) - treat | % | Ixfday Aug 2015
Rawhide B treat | Binchtwist | 1x/iweek Dec 2015 |
EALTHAR 0 - MERDNDFE AT O¢M Mo+ 3y ol [Hegolo

*Any additional diet information can be listed an the back of this sheet

5. Do you give any dietary supplements to your pet (for example: vitamins, glucesamine, fatty acids, or any other

supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carnitine OYes ONo___
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes OMo

Coenzyme Q10 OYes ONo
Other (please list):

Example: Vitamin C Nature's Bounty 500 mg tablets — 1 per day
S0P EMEWT NUPRD - DO SauLEmEnt \ SCope iw \TBSP) (-2x Y

6. How do you administer pills to your pet?
O | do not give any medications
O | put them directly in my pet's mouth without food
O | put them in my pet's dog/cat food
O |Lput them in a Pill Pocket or similar product & e
E*;ut them in foods (list foods)_ Yyl DGy o CHAEESE

Page 7/13
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B6
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B6

ECG from Cardio

5 B6 11/20/2018 3:27:51 PM
4 ! Tufts University

Tufts Cummings School of Vet Med
Cardiology

Page 913
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B6

ECG from Cardio

B6

11/20/2018 3:28:15 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

10/13
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B6

ECG from Cardio

B6

11/20/2018 3:28:15 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

11/13
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B6

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

Page

12/13
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Lummings
Veterinary Med[T!:al Center B 6

AT TUFTS UNIVERSITY
" B6 Male (Neutered)
Canne Boxer Fawn
433149

11722018

S e | T T

If you have any questions, or mncems, pleas: contodt us s~ B6 |

Thank you,

B6

FDA-CVM-FOIA-2019-1704-001699



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

To: Cleary, Michael *; HQ Pet Food Report Notification; B6
Sent: 12/5/2018 12:00:38 AM

Subject: Earthborn Meadow Feast dry: Lisa Freeman - EON-372842
Attachments: 2059630-report.pdf; 2059630-attachments.zip

A PFR Report has been received and PFR Event [EON-372842] has been created in the EON System.

A "PDF" report by name "2059630-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2059630-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-372842

ICSR #: 2059630
EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059630

AE Date 11/29/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Mixed (Dog)

Age 8 Years

District Involved | PFR B6 DO

Product information

Individual Case Safety Report Number: 2059630

Product Group: Pet Food

Product Name: Earthborn Meadow Feast dry

Description: DCM and CHF (cough developed earlier but diagnosed 11/29/18) Eating BEG diet Taurine pending
Owner changing diet and we will recheck Note: listed asi B@ n medical record

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

Number of Animals Treated With Product: 1

FDA-CVM-FOIA-2019-1704-001700



Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 .

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

B6

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

B6

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

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

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

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;@ B6

12/5/2018 1:37:23 AM

Dogs:

B6

205964 3-report.pdf

Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula for

- EON-372864

A PFR Report has been received and PFR Event [EON-372864] has been created in the EON System.

A "PDF" report by name "2059643-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-372804
ICSR #: 2059643

EON Title: PFR Event created for Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula
for Dogs; 2059643

AE Date 09/01/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Worse/Declining/Deteriorating

Breed

Poodle - Miniature

Age

13 Years

District Involved | PFR{ B6 DO

Product information

Individual Case Safety Report Number: 2059643

Product Group: Pet Food
Product Name: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula for Dogs
B6 started coughing and passing out. The vet found that he has an enlarged heart.

Description:
Submission

vpé:Tnitial

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

Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating
Number of Animals Treated With Product: 2
Number of Animals Reacted With Product: 2

FDA-CVM-FOIA-2019-1704-001704



Lot Number or Best By

Product Name 1D Date

Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato
Formula for Dogs

Sender information

B6

USA

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

B6

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

B6

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

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

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

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

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

Animal Information;

Report Details - EON-372864

2059643

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom

, reaction or disease associated with the product)

Voluntary

2018-12-04 20:27:27 EST

Yes

Problem Description:

Date Problem Started:

Concurrent Medical

' B6 istarted coughing and passing out. The vet found that he has an enlarged
THesr
09/01/2018

No

Problem:

Outcome to Date:

Worse/Declining/Deteriorating

Product Name:

Product Type:

Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Formula for
 Dogs

Pet Food

Lot Number:

Package Type:
Package Size:
Purchase Date;
Number Purchased:

Possess Unopened

BAG

35 Pound

06/01/2017

1

No

Product:

Possess Opened

No

Product:

Storage Conditions:

In a cool garage in the bag in a plastic bin and in a metal covered container, in the
house.

Product Use pescription: Feed to the dogs, sometimes with a little water.
Information: | st Exposure 12/03/2018
Date:
Product Use No

Stopped After the

Onset of the

_ Adyerse E\_/ent_:
Perceived Probably related

Relatedness to

Adverse Event:

Other Foods or No

Products Given

to the Animal

During This Time

Period:

Manufacturer
/Distributor Information:
Purchase Location Name: = Costco
Information: Address: -------- B 6 -------
United States
Name: . B6 .
Type Of Species: 556 '''''''''''''''
Type Of Breed: Poodle - Miniature

FOUO- For Official Use Only
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Gender:

Reproductive Status:
Weight:
 Age:

Assessment of Prior

Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Male

Neutered

10 Pound

13 Years

Excellent

Healthcare Professional practice Name: B6
Information: ........................... ; 'l
Contact: Name: ! i
Phone: | B 6
Address: B 6
Uitsd States
Sender Information: Name: i B8
Addrece. 6
United States
Contact: phone: B 6
Email:§
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact;
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-372839

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2059627

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-12-04 18:23:32 EST

Yes

Problem Description:

_June 2018- Seen by vet (dehydration) Around September 2018 - Seen by vet for |

rahies and batella shot September 2018 - Seen by Vet multiple times for
dehydration, coughing and weekends. This went on for a month. Heart murmur

detected. October 2018 - Seen by vel for dehydration, coughing. A-ray taken.

Date Problem Started:
Date of Recovery.

Concurrent Medical
Problem:;

Outcome to Date:

Product Name:
Product Type:
Lot Number:
Package Type:
Purchase Date:
Number Purchased:

Possess Unopened
Product:

Possess Opened
Product;

Storage Conditions:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase Location

FOUO- For Official Use Only

Heart murmur confirmed. Placed on two heart medicines. Told she must take for
remainder of her life.

06/01/2018

11/01/2018

No

Stable

The Honest Kitchen Grain Free Chicken Recipe
Pet Food

BAG

09/01/2018

1

No

No

In bag in Kitchen

Description: Feed to my dog

Time Interval 3 Months
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event
Abate After
Product Stop:

Not Applicable

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Definitely related

Other Foods or No
Products Given
to the Animal
During This Time

Period:

Name: ' B6

FDA-CVM-FOIA-2019-1704-001712



Information:

Address:

B6

United States

Animal Information: Name:

Type Of Species:

' Type Of Breed:
Gender:
Reproductive Status:
Pregnancy Status:
Lactation Status:
Weight:

Age:

Assessment of Prior

Health:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

Other Canine/dog

Female

Intact

Not Pregnant

Not lactating

8 Pound

8 Years

Excellent

Sender Information: Name:

Address:

Contact:

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact;

Reported to Other

vParvties:_

B6

B6

United States

Phone:

No

B6

Yes

Phone

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-372851
ICSR: 2059636

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2018-12-04 19:24:26 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description: . 2 years ago my dog was diagnosed with canine dilated cardiomyopathy. All of my.
pets had been on wellness grain fee food because the vet said it was good for
their skin.

Date Problem Started: 01/01/2016

Concurrent Medical No
Problem:

Outcome to Date: Worse/Declining/Deteriorating

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

Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 26 Pound
Purchase Date: 01/01/2017
Number Purchased:; 1

Possess Unopened No
Product:

Possess Opened No
Product;

Storage Conditions: Stored in dog food container

Product Use . Description: Fed daily to pets
Information:

Perceived Definitely related
Relatedness to
Adverse Event:

Other Foods or No
Products Given
to the Animal
During This Time

Period:
Manufacturer
[Distributor Information:
Purchase Location Name: Chewy.com
Information: . -
Address: United States
Animal Information: Nanie: ' B6

O i

Type Of Species: Dog
Type Of Breed: Chihuahua
Gender: Mixed Population of Female and Male
Reproductive Status: Neutered
Weight: 6 Pound
Age: 15 Years

Assessment of Prior Good
Health:

Number of Animals 6
Given the Product:

FOUO- For Official Use Only 1
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Number of Animals
Reacted;

Owner Information:

Healthcare Professional

Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

Address:

B6

United States

Type of Primary/regular veterinarian

Veterinarian:

Date First Seen: 11/29/2018

Permissionto Yes
Release Records
to FDA:

B6

United States

Phone: - E B 6

Yes

Email

None

Additional Dgcuments: ‘

FOUO- For Official Use Only
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Report Details - EON-370708
2058678

ICSR:

Type Of Submission: Initial

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

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

Report Submission Date: 2018-11-09 16:57:32 EST

Reported Problem: Problem Description:  Diaghosed with DCM. CHF,

Talirine submitted to UE Davis Unclear if related i 818t given breed but eating
_ boutique, grain-free diet. Only prior history is traumatic injury in 2015

Date Problem Started:

and atrial fibrillationi B6 éCurrently hospitalized.

Concurrent Medical
Problem:

Outcome to Date; Stable

Product Information: Product Name:

Product Type: Pet Food

. Earthborn grain free weight management dry

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Narme: B

Type Of Species: Dog

Type Of Breed: Doberman Pinscher

Gender: Male

Reproductive Status: Neutered

Weight: 45.2 Kilogram

Phone:

B6

Email;

 Aget  BE
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:
Address:

Healthcare Professional
Information:

Tufts C
Contact: N ame:

Practice Name:

ummings School of Veterinary Medicine
. lisaFreeman

Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

FOUO- For Official Use Only
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Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

Contact: Phone: 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled medical record BG pdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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Cummings B6

Veterinary Medical Center

AT TUFTS UNIVERSITY

B6

Referring Information

Patient:i B6 |
Breed: Doberman Pinscher
DOB: | B6 i

ot

Species: Canine
Sex: Male
(Neutered)

B6

Initial Complaint:
Emergency

SOAP Text B6  6:41PM- Clinician, Unassigned FHSA

Subjective
NEW VISIT (ER)

HISTORY:
Signalment: 8 yo NM Doberman

Current history:

Patient presented as referral from rDVM for CHF and suspected DCM. Yesterday, owner noted that when playing fetch,
patient yelped while running back and immediately went inside to lay down. Patient was lethargic remainder of
evening, but went on 30 minute walk and was willing to eat dinner. Owners noticed he was intermittently breathing

Page 1/49
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B6

heavier last night with a dry cough which owners mistook initially as him attempting to vomit. This morning, patient
not willing to eat breakfast or go for walk. Maintains thirst.

ausculted. ECG indicated atrial fibrillation. Patient was given 2 doses of furosemide (4mg/kg total) and referred here for
cardiology workup.

Patient has no known history of heart disease, collapse, weakness, or respiratory changes. Patient diagnosed with
idiopatic head shake 1 year ago.

Prior medical history: No known heart disease until today.

Current medications: Desaquin

Diet: earth borne grain free mixed with wellness diet wet food.
Vaccination status/flea & tick preventative use: HW and F&T preventatives.
Travel history: unknown

EXAM:

ASSESSMENT:
Al: CHF secondary to DCM

PLAN:

Page 2/49
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B6

B6

Diagnostics completed:

ECG on intake-- Atrial fibrilation

AFAST/TFAST-- no FF, enlargement of chambers, consistent with DCM
NOVA-- no significant findings

PCV/TS--65/7

Diagnostics pending:

B6

Client communication:

Confirmed history with owners. Discussed that on presentation arrythmia is still present. Recommended hospitalization
with bloodwork, monitoring, initiating medications, and echocardiogram. O ok with plan. Discussed resuscitation code,
o hesistant but settled on red code. Discussed that new dr would take over in AM and that no updates between now
and then is good news.

Introduced o to Dr. Freemen, o intersted in being enrolled in DCM study.
Deposit & estimate status: 2500
Resuscitation code (if admitting to ICU): Red

SOAP approved (DVM to sign): B6 VM

SOAPText! [B@ 7:16AM- Clinician, Unassigned FHSA

Subjective

here. Patient has no known history of heart disease, collapse, weakness, or respiratory changes. Patient diagnosed with
idiopatic head shake 1 year ago. Current diet: Earth borne grain-free mixed with wellness diet wet food. Medications

include Dasequin, HW and F&T preventatives.

Page 3/49
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B6

B6

SOAP Text B6 7:19AM - Clinician, Unassigned FHSA

Subjective

Page 5/49
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B6

Disposition/Recommendations
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B6

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

B6 B6
Veterinarian: Species:  |Canine
B6 Breed: Doberman Pinscher
| Visit ID: . Sex: Male (Neutered)
Age: i B6 {Years Old
Lab Results Report e
CBC, Comprehensive, Sm Animal BG 3:12:13 PM B6 _
|Test IResults IReference Range IUnits
MPV (ADVIA) 829-132 fl
RETICS (ABS) ADVIA 14.7-113.7 KAl
HCT(ADVIA) 39-55 %
WBC (ADVIA) 44-15.1 K/l
PLTCRT 0.129 - 0.403 %
PLT(ADVIA) 173 - 486 KAl
MCV(ADVIA) 64.5-77.5 fL
MCHC(ADVIA) 31.9-343 g/dL
RDW (ADVIA) 11.9-152
MCH(ADVIA) 21.3-259 pg
RETIC(ADVIA) 02-1.6 %
COMMENTS (HEMATOLOGY) 0-0
HGB(ADVIA) 13.3-205 g/dL
RBC(ADVIA) 58-85 ML
Chemistry Profile - Small Animal (Pa | -B"-G- ...... 3:12:13 PM : B6
|Test IResults IReference Range IUnits
TRIGLYCERIDES 30-338 mg/dl
CHOLESTEROL BG 82-355 mg/dL
B 4 8/49 B6
Printed Iriday, November 09, 2018
Page 8/49
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B6

SODIUM 140 - 150 mEq/L
CALCIUM2 94-113 mg/dL
GLOBULINS 23-42 g/dL
POTASSIUM 37-54 mEq/L
I BILIRUBIN 0-02 mg/dL
ALK PHOS 12 - 127 U/L
PHOSPHORUS 26-72 mg/dL
T BILIRUBIN 01-03 mg/dL
MAGNESIUM 2+ 1.8-3 mEqg/L
ALBUMIN 28-4 g/dL.
GLUCOSE 67 - 135 mg/dL
CK 22 -422 U/L
CHLORIDE 106 - 116 mEq/L
T. PROTEIN B 6 55-78 g/dL
GGT 0-10 U/L
ALT 14 - 86 U/L
tCO2 (BICARB) 14 - 28 mEq/L
AMYLASE 409 - 1250 U/L
D.BILIRUBIN 0-0.1 mg/dL
NA/K 29 -40

AGAP 8-19

OSMOLALITY (CALCULATED) 291 -315 mmol/L,
AST 9-54 U/L
CREATININE 0.6-2 mg/dL
A/G RATIO 07-16

UREA 8-30 mg/dL
Microscopic Exam of Blood Smear (A B6 12:13PM : B6 _

|Test IResults IReference Range IUnits
MONOS (ABS)ADVIA 01-15 KAl
LYMPHS% 7-47 %
MONOS% 1-15 %
SEGS% 43 - 86 %
LYMPHS (ABS)ADVIA B 6 1-48 KAl
WBC MORPHOLOGY 0-0

No Morphologic Abnormalities

SEGS (AB)ADVIA 28-11.5 K/ul

B4

i

9/49
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B6

POIKILOCYTOSIS Occasional 0-0
Nova Full Panel-ICU . B6 x1213PM | B6
|Test IRZ:sults ------------- I IReference Range I IUnits
nMG 0-0 mmol/L,
CA (ionized) 1.17 - 1.38 mmol/L
BEecf 0-0 mmol/L,
BEb 0-0 mmol/L,
TCO2 (POC) 0-0 mmol/L
GLUCOSE (POC) 80 - 120 mg/dL
MG (POC) 0.1-04 mmol/L
HCT (POC) 38 - 48 %
CREAT (POC) 02-2.1 mg/dL
S02% 94 - 100 %
K (POC) 36-4.8 mmol/L
Fi02 0-0 %
NOVA SAMPLE 0-0
CA/MG 0-0 mol/mol
BUN (POC) B 6 12 -28 mg/dL
NA (POC) 140 - 154 mmol/L
LACTATE 0-2 mmol/L
GAP 0-0 mmol/L
nCA 0-0 mmol/L
CL(POC) 109 - 120 mmol/L
HB (POC) 12.6-16 g/dL
A 0-0 mmHg
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
PH 7.337 -7.467
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
HCO3 18 - 24 mmol/L
None B6 812:13PM B6
|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ok BG 0-0 %
10/49 B6

B4

Printed Friday, November 09, 2018
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B6

TS (FHSA) 7 0-0 g/dl
. B SI2I3PM B6 :
|Test JREE T — : IReference Range IUnits
Troponin I (i-STAT) Cardiology - FHSA! B6 0-0 ng/ml
Chemistry 21 (Cobas) ' B6 312:13PM Accession ID:! B6
Test IRlesults I IReference Range IUnits
AST 9-54 U/,
UREA 8-30 mg/dL.
A/GRATIO 0.7-16
CHOLESTEROL 82-355 mg/dL
NA/K 29 -40
T BILIRUBIN 0.1-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
GLUCOSE 67 - 135 mg/dL
ALBUMIN 28-4 g/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN B 6 55-78 g/dL
PHOSPHORUS 26-72 mg/dL
POTASSIUM 37-54 mEq/L
[ BILIRUBIN 0-0.2 mg/dL
SODIUM 140 - 150 mEq/L
ALT 14 - 86 U/L
OSMOLALITY (CALCULATED) 291-315 mmol/L
ALK PHOS 12 -127 U/L
CHLORIDE 106 - 116 mEq/L
GLOBULINS 23-42 g/dL
CREATININE 0.6-2 mg/dL
None . B6 BI213PM | B6 .
|Test I:Results I ' IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV #* B6 0-0 %
TS (FHSA) 0-0 g/dl
B 4 11/49 B4
Printed Friday, November 09, 2018
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B4 | = | B6
| B4 ;
TUFTSUNIVERSITY
200 WESTBORO RD
Speciess CANINE NORTH GRAFTON, Massachusets (1536
Breed: DOBERMAN_PINSCH 508-339-5395
Gender: MALE
Age: BY Account #88533

CARDIOPET proBNP- CANINE

CARDIOPET proBNPi ; .
psm e ' B6 0- 900 pmalil HIGH | . I
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B6

Vitals Results

B6

7:10:41 PM
i7:15:25 PM
7:15:26 PM
7:15:27 PM
i7:15:28 PM
3:50:18 PM
3:59:52 PM
9:00:02 PM
9:00:03 PM
9:00:07 PM
9:04:11 PM
9:41:42 PM
9:42:35 PM
9:42:36 PM
11:05:47 PM
11:05:48 PM
11:05:58 PM
11:27:54 PM
11:28:35 PM
11:28:49 PM
12:16:11 AM

B6

12:16:12 AM
12:16:24 AM
12:25:01 AM
1:03:51 AM
1:03:52 AM
1:04:30 AM
1:57:40 AM
1:58:50 AM
1:58:51 AM
1:59:44 AM
3:04:07 AM
3:04:08 AM
3:06:27 AM
3:32:24 AM
3:34:43 AM
4:06:30 AM
4:06:31 AM
4:06:49 AM
5:00:14 AM

Page
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B6

Vitals Results

B6

5:24:57 AM
5:24:58 AM
5:25:15 AM
5:46:22 AM
5:46:49 AM
5:46:50 AM
6:31:20 AM
6:31:21 AM
6:31:40 AM
7:12:38 AM
7:12:54 AM
7:13:08 AM
7:13:09 AM
7:13:51 AM
7:13:59 AM
7:16:21 AM
7:16:22 AM
7:16:23 AM
9:19:06 AM
9:36:24 AM
9:36:25 AM
9:58:09 AM
9:58:10 AM
10:06:41 AM
10:07:04 AM
10:15:59 AM
10:16:39 AM
11:31:33 AM
11:31:34 AM
11:33:55 AM
11:37:52 AM
12:02:52 PM
12:02:53 PM
12:03:56 PM
1:11:16 PM
1:13:44 PM
1:13:45PM
1:16:08 PM
1:38:13 PM
1:51:30 PM
1:51:31 PM

Page
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B6

Vitals Results

B6

3:03:10 PM
3:10:58 PM
3:10:59 PM
3:36:48 PM
3:37:03 PM
4:33:09 PM
4:33:31 PM
4:33:32 PM
5:08:41 PM
5:08:42 PM
5:18:43 PM
6:31:11 PM
6:31:46 PM
6:31:47 PM
6:31:55PM
6:32:03 PM
9:01:47 PM
9:02:04 PM
9:02:15 PM
9:32:43 PM
9:32:57 PM
9:33:11 PM
9:33:12PM
9:45:07 PM
11:17:03 PM
11:18:05 PM
11:18:06 PM
11:58:17 PM
11:58:18 PM
11:59:06 PM
12:45:06 AM
12:45:29 AM
12:45:30 AM
1:53:36 AM
1:53:49 AM
1:54:14 AM
1:54:15 AM
2:49:27 AM
2:49:28 AM
2:50:03 AM
3:26:42 AM

Page
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B6

Vitals Results

B6

4:00:38 AM
4:00:39 AM
4:01:.06 AM
5:12:19 AM
5:12:20 AM
5:12:33 AM
5:19:34 AM
5:21:05 AM
5:34:53 AM
5:35:01 AM
5:54:55 AM
5:55:09 AM
5:55:10 AM
6:27:18 AM
6:27:19 AM
6:27:52 AM
7:18:19 AM
7:1832 AM
7:1833 AM
7:19:29 AM
7:19:30 AM
7:19:31 AM
7:19:32 AM
7:42:35 AM
8:47:36 AM
8:47:37 AM
8:47:47 AM
8:50:11 AM
9:09:21 AM
11:08:26 AM
11:08:27 AM
11:20:51 AM
11:21:.02 AM
12:06:15 PM
12:06:16 PM
12:06:28 PM
12:39:17 PM
1:03:57 PM
1:03:58 PM
1:04:22 PM
1:20:21 PM

Page
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B6

Vitals Results

1:20:22 PM
1:20:59 PM
1:21:.06 PM
3:15:43 PM
3:15:44 PM
B 6 3:16:26 PM

3:48:16 PM
3:48:26 PM
3:48:27 PM

3:48:41 PM
5:47:11 PM
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B6

ECG from Cardio

B6

11:06:07 aM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 Lead; 5tandard Placement

Page
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B6

ECG from Cardio

B6

11:06:48 AM Page 1 of 2

Tufts University

Tufts Cummings School of Vet Med
Cardiology

12 _lead: Sftandard. Placement.

Page
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B6

ECG from Cardio

P . . .
BG ; B6 511.06.48 AM Page 2 of 2
Lt = Tufts University
Tufts Cummings School of Vet Med
Cardiology
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~ B6

ECG from Cardio

BG BG 11:07:04 2M

Tufts University
Tufts Cummings School of Vet Med
Cardiology
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B6

ECG from Cardio
grm Y e -
i B6 i BG i11:07:15 M
L - : Tufts University
b mememd Tufts Cummings School of Vet Med
Cardiology
12 Lead; S5tandard Placement |
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B6

Patient History

07:05 PM
07:07 PM
07:10 PM
07:15 PM
07:15 PM
07:15 PM
07:15 PM
07:23 PM
07:23 PM
(07:23 PM
08:12 PM
08:12 PM
08:13 PM
08:36 PM
08:38 PM
08:50 PM

08:50 PM
08:50 PM

08:50 PM
08:59 PM

08:59 PM
B 6 09:00 PM
09:00 PM
09:00 PM
09:00 PM
09:04 PM
09:04 PM
09:19 PM
09:41 PM

09:41 PM
09:42 PM

09:42 PM
09:42 PM
09:42 PM
11:05 PM

11:05 PM
11:05 PM
11:05 PM
11:05 PM
11:27 PM
11:28 PM
11:28 PM

Page 23/49

FDA-CVM-FOIA-2019-1704-001745



B6

Patient History

11:28 PM
11:28 PM
11:28 PM
12:16 AM

12:16 AM
12:16 AM
12:16 AM
12:16 AM
12:25 AM
01:03 AM

01:03 AM
01:03 AM
01:04 AM
01:04 AM
01:57 AM
01:57 AM
01:58 AM

01:58 AM
01:58 AM
01:59 AM
03:04 AM

BG 03:04 AM

03:04 AM
03:06 AM
03:06 AM
03:31 AM
03:32 AM
03:32 AM
03:34 AM

03:34 AM
03:34 AM
04:06 AM

04:06 AM
04:06 AM
04:06 AM
04:06 AM
05:00 AM
05:00 AM
05:24 AM

05:24 AM
05:24 AM
05:25 AM
05:25 AM
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B6

Patient History

B6

05:46 AM
05:46 AM
05:46 AM

05:46 AM
05:46 AM
06:31 AM

06:31 AM
06:31 AM
06:31 AM
06:31 AM
07:12 AM
07:12 AM
07:12 AM
07:12 AM
07:13 AM

07:13 AM

07:13 AM
07:13 AM
07:13 AM

07:13 AM
07:13 AM
07:13 AM
07:13 AM
07:14 AM
07:16 AM

07:16 AM
07:16 AM
08:10 AM
08:38 AM
08:44 AM
08:44 AM
09:19 AM
09:19 AM
09:33 AM

09:36 AM

09:36 AM

B6

9:36 AM
09:44 AM

09:44 AM

09:44 AM
09:57 AM
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Patient History

B6

09:58 AM

09:58 AM
09:58 AM
10:06 AM
10:07 AM
10:07 AM
10:07 AM
10:15 AM
10:15 AM
10:16 AM
10:16 AM
10:19 AM
10:19 AM

10:19 AM
10:19 AM

10:43 AM
11:03 AM

11:25 AM
11:31 AM

11:31 AM
11:31 AM
11:33 AM
11:33 AM
11:37 AM

11:37 AM
12:02 PM

12:02 PM
12:02 PM
12:03 PM
12:03 PM
12:55 PM
12:57 PM

B6

12:58 PM

01:10 PM
01:11 PM
01:11 PM
01:13 PM

01:13 PM
01:13 PM
01:16 PM
01:16 PM
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B6

Patient History

B6

01:30 PM
01:30 PM
01:38 PM
01:38 PM
01:43 PM

01:51 PM

01:51 PM
01:51 PM
03:03 PM
03:03 PM
03:10 PM

03:10 PM
03:10 PM
03:36 PM
03:37 PM
03:37 PM
03:37 PM

04:33 PM
04:33 PM
04:33 PM

04:33 PM
04:33 PM
05:08 PM

05:08 PM
05:08 PM
05:18 PM
05:18 PM
06:29 PM
06:31 PM

06:31 PM

06:31 PM

06:31 PM
06:31 PM
06:31 PM

06:31 PM
06:31 PM
06:31 PM
06:31 PM
06:32 PM
06:32 PM
09:01 PM
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Patient History

B6

09:01 PM
09:01 PM
09:02 PM
09:02 PM
09:32 PM

09:32 PM

09:32 PM
09:32 PM
09:32 PM
09:32 PM
09:33 PM

09:33 PM
09:33 PM
09:44 PM
09:45 PM
09:45 PM
11:17 PM
11:17 PM
11:18 PM

11:18 PM
11:18 PM
11:58 PM

11:58 PM
11:58 PM
11:59 PM
11:59 PM
12:45 AM
12:45 AM
12:45 AM

12:45 AM
12:45 AM
01:11 AM
01:53 AM
01:53 AM
01:53 AM
01:53 AM
01:54 AM

01:54 AM
01:54 AM
02:49 AM

02:49 AM
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B6

Patient History

B6

2:49 AM
2:50 AM
2:50 AM
3:26 AM
3:26 AM
4:00 AM

4.00 AM
4:00 AM
4:01 AM
4:01 AM
5:12 AM

5:12 AM
5:12 AM
5:12 AM
5:12 AM
5:19 AM
5:19 AM

5:19 AM
5:20 AM

5:21 AM

521 AM
5:34 AM
5:34 AM
05:35 AM
535 AM
5:54 AM
5:54 AM
5:55 AM

5:55 AM
5:55 AM
6:27 AM

6:27 AM
6:27 AM
6:27 AM
6:27 AM
6:59 AM
7:18 AM
7:18 AM
7:18 AM

7:18 AM
7:18 AM
7:19 AM
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B6

Patient History

B6 11:21 AM
11:21 AM

12:06 PM

12:06 PM
12:06 PM
12:06 PM
12:06 PM
12:39 PM
01:03 PM

01:03 PM
01:03 PM
01:04 PM
01:04 PM
01:04 PM
01:20 PM

01:20 PM
01:20 PM
01:20 PM
01:20 PM
01:21 PM
01:21 PM
02:53 PM
03:15 PM

Page 30/49

FDA-CVM-FOIA-2019-1704-001752



B6

Patient History

B6

3:15PM
3:15PM
3:16 PM
3:16 PM
3:40 PM
3:48 PM
3:48 PM
3:48 PM

3:48 PM
3:48 PM
3:48 PM
3:48 PM
4:45 PM
4:45 PM
4:47 PM
04:47 PM
4:48 PM
5:47 PM

5:47PM

5:47 PM
5:47 PM
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Lummings B6

\eterinary Medical Center

AT TUFTS UNIVERSITY

Radiology Reguest & Report
B6 B6
e Dateofrequest | BE
Black/Tan Male {Neuloved)
Doberman Pinscher
Bithise:| B6 |
B6 Studeni-
Patient Locationr ' Ward/Cage: Weight (kg} 4520
Sedation
[ inpatient [l paG
[ Outpatient Time: [l oaac
] waiting [ 172 dose OBAG
[ Emergency DexDomittor/Butorphanol

[ Anesthesia to sedatefanesthetize
Examanalion Desired: 1 view thoracic radiograph {lateral} - to be done standing in larpe animal, please.

Presenting Complaint and Chnical Cheections you wisch o answer:
Emerpency

Pertinent History: | _B6_iis an Byo MN Dobie presented as referral yesterday for CHF and suspected

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

FCG indicated atrial fibrillation. Patient was given 2 doses of furosemide {4mg/kg total} and referred

here_ 1 dose of Furosemide overnight.

Fanuling ==
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Condusions
- Resolving pulmonary edema and unchanged cardiomegaly consistent with diagnosed DCM. A complete
thoracic series may be considered for full evaluation.

B6

] =12
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Cummings

\leterinary Medical Center

AT TUFTS UNIVERSITY

Discharge Instructions
" B6
N B6
Black/ Tan Male (Neutered) Dobarmman
Pecher \

B6

_______________________

1. Dilated cardiormyopathy (DM with congestive heart fathre
2. Aivial fibwrillation with verririouar beats
3 Mild degeneraiive mitral vahe dismse

Case smmnary i
Thank you for bringing: B6 into Tults! He is a lovely boy!

On presentation, Bode was queet but alert. His heart rate was devated and imegular, and an EKG oordinmed atrial
fibrillation as welL He was on islemetry {oortinuous EKG) and received supportive cire inthe 10U and was startad on

cadiac medications inonderto help decrease his heart rateand pump better,

B6

BG :irashmmdiagrnﬂiwiﬂ'm primary heart musde disease called dilaied cardiormyopatihy (DOM). This dsease 5
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mirecomemon in lanse and ciant breed dogs and &5 characieriaed by thimning off the walls of theheart, reduced candiac
pump function, and enlarsement of theupper dhambers of the heart. Doberman pinschers arepredisposad 1o
developing this disease. Manvy divrs with DCM will also have simificant arhythmias which an be lie- threatening and
also require medical management. The heart enlargsement has now pogressed to the poirst of congestive heart Taihre,
meaning that fluid & baddng up o the ungs or belly. Unforbnately this & a progessivedesase and we canol reserse
the dhanges 10 the heart musde, howevar we can use candiac medications and some changes o thediet to make your
dop comioriable and have him breathing easier.

ll:lintig_;ath:-ﬂ

Recosmnended Medicolions
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B6

Dixharpe Instneticns
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY

Alvecne /K ordin Homdourt

B6
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Cummings  B6

Veterinary Medical Center S

_Bs_ |
AT TUFTS UNIVERSITY "1 B6 ¥ears Okl Male {Neutered)
Cardiology Lasone SOB-BE7-9696 Diobenmman Pnscher

Black/Tan BW: Weizht {ke} 4520

Cardiology Inpatient
Darte B6
sghi Weight (Kg} 4520
*STOP - remainder of form to be filled out by Cardiology®
Phvsscal Exoeminats

B6

Muscle condition:

M Normal [ Moderate cachexia

= mild musde loss 2 Marked cachexia
Cardiovascular Physical Exam
Murmmar Grade:

= None = v

& v = vy

1 v E wipwvi

E man

Murmur location/desription: left apical systolic
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Jugular vein:

[ Bottom 1/3 of the neck [ Top 2/3 of the neck
[ Middle 173 of the nedk m]ﬂ\'ﬂfmﬂﬂlﬂk
Arterial pulses:
[ weak [ Bounding
I3 Fair M pulse deficits
[ Good [ pulsus paradoxus
[ Strong [ Other {describe):
Arrhythmia
[ None [ Bradycardia
[ Sinus amrhythmia & Tachycardia - atrial fibrillation
[ Premature beats
Gallop:
[ Yes [ Pronounced
[ No [ Other:
[ Intermittent
Pulmonary assesaments:
[ Eupneic 2 Pulmonary Cradkles
i Mild dyspnea [ wheezes
[ Marked dy=pnea [ upper girway stridor
[ Normal BV sounds 2 other auscultatory findings:
Abdomnal exam:
[ Normal [ Abdominal distension
[ Hepatomegaly I mild ascites
| Echocardiopram Fndings:
Doppler fandingx:
MEtral inflow:
[ Surmmeted I peevinnonmal
[ normal [ restrictive
[ Dedayed relacrtion
Blood Presasre mmie)
Cuff size:
Lmb:
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Lummings
\eterinary Med!i:!:al Center B 6

AT TUFTS UNIVERSITY

Notice of Patient Admit

.Pales.  B6 L 6:1957.PM Case Ho: 329174

B6

Your patient presented o our BEmermpency service. Flease malke note of the following information to factale
commaEcation with our tesm

i B6
The reason for adm ission o e FHSA is: DOM, Afib

I 'i T isu I i Itlii'f,hfm L e |

Thank you for your refermal tn oo BEmermency Semvine.

FDA-CVM-FOIA-2019-1704-001769



Gummings
\eterinary Med%al Center B 6

AT TUFTS UNIVERSITY

B6 cia

Dear B4, B6
Thank you for referring patlentstu B6 it the Cummings School of Tufts
University.

Your patient B6 was admitted and is being cared for by the Cardiology Service.

M isin stable condition

[ is still in the oxypen cage
[ s critically ill
discharged from the hospital.  B6

Today's treatment s moude:
M bloodwork planned /pending
echocardiography
[ cardiac catheter procedure planned
treatment for CHF secondary to DCM
[ ongping trestment for thrombaosis
ongoing treatment for arrhythmia {atrial fibrillation)

Additional plans:
Please allow 3-5 business days for reports to be finalized upon patient discharpe.

Please call {508} B87-4696 before 5pm or email us at eardiovetiirutts edu if you have any questions.
Thank you!

Attending Cliniciar
Faculty Chnician: * B 6
Senior student:

FDA-CVM-FOIA-2019-1704-001770
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Report Details - EON-370712
ICSR; 2058680

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-11-09 17:18:34 EST

Reported Problem: Problem Description: = DCM and CHF diagnosed 9/17/18 Unclear if this is a diet-associated DCM

because this is not boutiqgue company or grain free but some properties of diet
_ could be suspicious (lamb, rice bran, etc) Owner has fed this same food since

Date Problem Started: 09/17/2018

Concurrent Medical No
Problem;

Outcome to Date: Stable

Product Information: Product Name: Nutra Ultra adlilt dry dog food the superfood plate (chicken, lamb, salmon)
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use pescription: 2 scoops twice daily (scoop is ~1.5 cups)
I_nforma’_cion:

Manufacturef
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: . B6 |
Type Of Species: Dog
Type Of Breed: Setter - Irish Red
Gender: Male
Reproductive Status: Neutered
Weight: 28.8 Kilogram

Age: 11 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product;:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: § e am |
Phone:! B 6
Email:i
Address: '
Healthcare Professional  practice Name:  Tufts Cummings School of Vetarinary Medicine
Information: -
Contact: Name: Lisa Freeman
Phone: (508) 887-4523
FOUO- For Official Use Only 1
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Sender Information: Name:

Address:

Contact:

Address:

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Phone:

Yes

Email

taurine.pdf
Taurine
Laboratory Report

compiled records;
Records

Permission To Contact
Sender:
Preferred Method Of
Contact:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Medical Records

Email: lisa.freeman@tufts.edu

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

5088874523
Email: lisa.freeman@tufts.edu

bdf

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-001776



Report Details - EON-370760
ICSR; 2058697

Type Of Submission: Initial

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

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

Report Submission Date: 2018-11-10 15:28:40 EST

Reported Problem: Problem Description:  DCM and CHFE diaghosed 10/31/18 On BEG diet Taurine pending

Date Problem Started: 10/31/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Dermatitis

Outcome to Date: Stable

Product Information: Product Name: . Taste ofthe Wild High Prairie dry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use Descrlptlon Fed for last 3 months Until 2 Weeks ago when changed to
Information: . Beneful Salmon dry '
Manufacturer

[Distributor Information:

Purchase L ocation
Information:

Product Name: Pure Balance Salmon and Pea dry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use pescription:  Fed for past 6 years until about 3 months ago

Information:

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

Animal Information: Name: '!Bsi‘

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered

Weight: 25.5 Kilogram

TH

Age: B6 |
Assessment of Prlor Good
Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phoneé
Email:
FOUO- For Official Use Only 1
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Address:

Tufts Cummings School of Veterinary Medicine
Contact: Name: Lisa Freeman

Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Healthcare Professional Ppractice Name:
Information:

Sender Information: Name: Lisa Freeman

Address: 00 \Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact:| phone: 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled medical recor BG pdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-001880



Report Details - EON-370720
2058685

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: 2018-11-09 18:09:56 EST

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Pre Existing Conditions:
Qutcome to Date;

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Mandfacfuref
[Distributor Information;

Purchase Location
Information:

Animal Information: Name:
Type Of Specles

Type Of Breed:

Gender:

Reproductive Status:

Weight'

T

Assessment of Prlor
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

. DCM and arrhythmias diagnosed at time of GDV surgery so unclear if sepsis/post
op or true DCM. Had recheck echo 10/31/18 and still has DCM. Taurine pendlng
 Owner has changed diet to Royal Canin Boxer

10/06/2018
Yes

GDV 10/6/18
Stable

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

BAG

Description:

Rachael Ray's since about 2017- prior to that it has been
. Purina One chicken and rice. The Rachael Ray that | fed
him was "PEAK- open range receipt some with chicken
some with lamb or beef The dry was served with one half a
__can of newman's organic chicken and brown rice. | also |
cooked chicken breasts and rice as well as hamburger and
rice every other week and used cup of this instead of the
 canned food. Mixed it in with the dry food. | have as of |ast
Thursday switched him to Royal Canin dry food for Boxers
with 1/2 can of science diet healthy cusine-roasted chicken,
__carrots and spinach stew mixed with about two cups of this
dry food.

Dog

Boxer (German Boxer)
Male

Intact

34. 8 Kilogram

Good

1

1

Owner Yes
Information
provided:

Contact: Name:

Phone:

B6

Email:

FDA-CVM-FOIA-2019-1704-001915



Address: B

Tufts Cummings School of Veterinary Medicine
Contact: Name: Lisa Freeman

Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Healthcare Professional PpPractice Name:
Information:

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact:| phone: 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled medical record.pdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-370715
ICSR; 2058683

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-11-09 17:46:50 EST

Reported Problem: Problem Description:  Older housemate diagnosed with DCM and CHF Screeningi B6 because he

has been eating the same diet. Does not have clearcut DCM 6ii7écko but has
_ reduced cardiac contractility. Taurine pending and owner has changed diet and
_ started taurine supplementation

 Date Problem Started: 11/07/2018
Concurrent Medical No
Problem:
Outcome to Date: Stable
Product Information: Product Name: Zignature trout & salmon dry
Product Type: Pet Food
Lot Number:
Package Type:BAG
Product Use pescription: {"“Be s fourandwas bornoni BB He ate Zignature
Information:.. = . trout & salmon from 09/30/15 1URPIMETT25 cups twice
daily of Zignature. The primaty cookies he ate was
Earthborn Holistic Grain-Free all varieties, and he might
. _have had 3-4 cookies per day. The only other cookies he
would have eaten were misc. varieties brought by misc.
delivery people (propane, URPS efc) and not regularly, If we
__ever had to give medication, we always used the Greenles
Pill Pockets.
Manufacturer
/Distributor Information:
Purchase Location
Information:
Animal Information: Name: B6 .
Type Of Species: Dog
Type Of Breed: Retriever - Labrador
Gender: Male
Reproductive Status: Neutered
Weight: 25.9 Kilogram
Age: 3 Years
Assessment of Prior Excellent
Health:
Number of Animals 3
Given the Product:
Number of Animals 2
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: @ :
Phone:é B 6
EmaiI:E
Address:! B 6
FOUO- For Official Use Only 1
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B6

Tufts Cummings School of Veterinary Medicine
Contact: Name: Lisa Freeman

Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Healthcare Professional PpPractice Name:
Information:

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: phone: 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled medical record.pdf

Description: Records
Type: Medical Records

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

To: Cleary, Michael *; HQ Pet Food Report Naotification; BG

Sent: 11/10/2018 10:52:28 PM

Subject: Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free Dry Dog
Food B6 EON-370762

Attachments: 2058699-report.pdf; 2058699-attachments.zip

A PFR Report has been received and PFR Event [EON-370762] has been created in the EON System.

A "PDF" report by name "2058699-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2058699-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-370762

ICSR #: 2058699

EON Title: PFR Event created for Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free Dry
Dog Food; 2058699

AE Date 04/24/2017 Number Fed/Exposed | 2

Best By Date Number Reacted 2

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Golden

Age 8 Years

District Involved | PFRi B6 DO

Product information

Individual Case Safety Report Number: 2058699

Product Group: Pet Food

Product Name Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free Dry Dog Food

FDA-CVM-FOIA-2019-1704-001965



unconscious and not breathing for several minutes. She was resuscitated with CPR. She was brought to a
veterinary emergency hospital, where her blood was collected for taurine testing at University of California-
Davis, and an echocardiogram diagnosed a severe case of Dilated Cardiomyopathy. She has since been enrolled
in a study program for diet-related Dilated Cardiomyopathy in dogs até B6 EOur younger dog,

i B6 iwas diagnosed with DCM on; B@ iand I will be making a separate report regarding him.
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 2

Lot Number or Best By

Product Name D Date

Zignature Trout & Salmon Meal Limited Ingredient Formula Grain-Free
Dry Dog Food

Sender information

B6

"USA

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

B6

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

B6

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

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

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

FDA-CVM-FOIA-2019-1704-001966



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-370762
2058699

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: 2018-11-10 17:44:49 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:

Outcome to Date

she collapsed and was Unconscious and not breathing for several

i B6 ¢
IINTTEE. She was resuscitated with CPR. She was brought to a veterinaty

emergency hospital where her blood was collected for taurine testing at
University of California-Davis, and an echocardiogram diagnosed a severe case

Our younger
TARATNNITEE Making a

[
-1

: 04/24/2017
No

: Better/Improved/Recovering

Product Information: Product Name:

_ Product Type

Lot Number:
Package Type:

Package Size
Purchase Date

Number Purchased;

Possess Unopened

Product:

Possess Opened

Product:

Storage Conditions
Product Use

Information:

FOUO- For Official Use Only

Zignature Trout & Salmon Meal Limited Ingredient Formula Crain-Free Dry Dog
Food

: Pet Food

BAG

: 27 Pound

: 08/01/2014
1

No

No

: The food was stored in an airtight plastic container after the bag was opened.

Description: | fed my two dogs exactly 1 cup each of this food twice per

day.

First Exposure 08/02/2014
Date:

Last Exposure !

B6

Time Interval 27 Months
between Product
Use and Adverse
Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Yes
Abate After

Product Stop:
Product Use

No

FDA-CVM-FOIA-2019-1704-001968



Started Again:

Perceived Definitely related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:

Manufacturer
[Distributor Information:

Purchase Location Name:
Information:

o
o

Address: '

United States

Animal Information: Name: i B6 |

Type Of Species:l-B-c;g.;- ..... I
‘Type Of Breed: Retriever - Golden
Gender: Female
Reproductive Status: Neutered
Weight: 57 Pound
Age: 8 Years

Assessment of Prior Good
Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information:

Healthcare Professional practice Name:
Information:

aal

Contact: Name:

B6
Phone:é B 6 |

Email:

B6

Type of Referred veterinarian
Veterinarian:

Date First Seen: 10/08/2018

Permissionto Yes
Release Records

Address:

to FDA:
Practice Name: . B6
Contact: Name: | :
Phone:é B 6
Email:!

Address:!

Type of Primary/regular veterinarian

FOUO- For Official Use Only 2
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Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Reported to Other
Parties:
Additional Documents:
Attachment:
Description:
Type:

Veterinarian:
Date First Seen: 04/27/2018

Permission to Yes
Release Records
to FDA:

Practice Name: !

B6 i

B6

Contact: Name:

Phone

Email

B

Type of Referred veterinarian
Veterinarian:

Address:

Date First Seen:; B6 i

Permission to [Y&s
Release Records

to FDA:
Phone:
Email: BG
Yes
Email
None

4800_001.pdf

Echocardiogram

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

To: B6

Sent: 11/9/2018 10:36:55 PM

Subject: Zignature trout and salmon dry: Lisa Freeman - EON-370713
Attachments: 2058681-report.pdf; 2058681-attachments.zip

A PFR Report has been received and PFR Event [EON-370713] has been created in the EON System.

A "PDF" report by name "2058681-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2058681-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-370713
ICSR #: 2058681
EON Title: PFR Event created for Zignature trout and salmon dry; 2058681

AE Date 10/08/2018 Number Fed/Exposed | 3
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 8 Years

District Involved | PFR ~ B6 DO

Product information

Individual Case Safety Report Number: 2058681
Product Group: Pet Food

Product Name: Zignature trout and salmon dry

salmon dry food twice per day. Then, from 10/01-10/14/18, she ate Nature?s Variety Instinct Raw beef & barley
dryg food (1.5¢c. 2x/day). The primary cookies she ate was Earthborn Holistic Grain-Free, all varieties, and she
might have had 3-4 cookies per day. The only other cookies she would have eaten were misc. varieties brought
by misc. delivery people (propane, UPS, etc.) and not regularly. If we ever had to give her medication, we always

FDA-CVM-FOIA-2019-1704-001984



was born on 08/03/15. He ate Zignature trout & salmon from 09/30/15-10/01/18 (see separate report). We also

have a Golden puppy; B6 iwhowasbornon. B@ iand ate the same Zignature from 07/23-10/01/18.
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Zignature trout and salmon dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

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

B6

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

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
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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-370713
2058681

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: 2018-11-09 17:31:06 EST

Reported Problem: Problem Description:

Date Problem Started;

Concurrent Medical
Problem:

Outcome to Date:

Zlgnature trout & salmon dry food twice per day Then fmm 10/01-101 4/18 she

_ ate Natures Variety Instinct Raw beef & batley dryg feod (1.5¢c 2x/day) The
primary cookies she ate was Earthborn Holistic Grain-Free, all varieties, and she
might have had 3-4 cookies per day The only othet cookies she would have
_eaten were misc varieties brought by misc delivery people (propane, UPS etc )
and not regularly. It we ever had to give her medication, we always Used the
Greenles Pill Packets. Taurine fcr " 327 whole blood Owners! other Golden,

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

10/08/201 8
No

Stable

Product Information: Product Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase | ocation
Information:

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:

FOUO- For Official Use Only

_ Zignature trout and salmon dry |

Pet Food

BAG

Description: ;
10/01-10/14/18, she ate Natures Variety Instmct Raw beef &
barley dryg food (1 bc. 2x/day) The primary cookies she ate

_was Earthborn Holistic Grain Eree, all varieties, and she
might have had 3-4 cookies per day. The only other cookies
she would have eaten were misc. varieties brought by misc,

_ delivery people (propane, UPS, etc ) and not regularly. If we
ever had to give her medication, we always used the
Greenies Pill Pockets.

E(Will report other dog separately)

.D og

Retriever - Golden
Female
Neutered
27.7 Kilogram
8 Years
Excellent
3
2
Owner Yes
Information
provided:
1

FDA-CVM-FOIA-2019-1704-001987



Contact: Name:
Phone: B 6

Email:
Address:
United 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
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
Sender Information: Name: Lisa Freeman

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

Contact:| Phone: 5088874523

Email: | lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled records.pdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-001988



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

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

Sent: 3/19/2019 1:48:37 PM

Subject: Fromm's Four Star Grain Free Salmon and TunallnlBGr EON-382722
Attachments: 2064246-report.pdf; 2064246-attachments.zip

A PFR Report has been received and PFR Event [EON-382722] has been created in the EON System.

A "PDF" report by name "2064246-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2064246-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-382722

ICSR #: 2064246
EON Title: PFR Event created for Fromm's Four Star Grain Free Salmon and Tunalini; 2064246

AE Date 03/06/2019 Number Fed/Exposed | 3
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Mixed (Dog)

Age 3 Years

District Involved | PFR- B6 DO

Product information

Individual Case Safety Report Number: 2064246

Product Group: Pet Food

Product Name: Fromm's Four Star Grain Free Salmon and Tunalini

purposes. Echo results were not normal, but revealed he had early stages of Dilated Cardiomyopathy. He was
adopted in March 2016 at age 12 weeks and was started on Fromm Gold Puppy Dry kibble until age 1, when he
was transitioned to Fromm Four Star Grain Free Salmon and Tunalini kibble diet. He ate that food until July
2018 when FDA warning was released. He was then transitioned to Purina ProPlan Sensitive Skin and Stomach
Salmon and Rice.

FDA-CVM-FOIA-2019-1704-002029



Submission Type: Initial

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

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Fromm's Four Star Grain Free Salmon and Tunalini

Sender information

B6

USA

Owner information

B6

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

B6

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-382722

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2019-03-19 09:41:10 EDT
Reported Problem:

Product Information:

2064246

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date;

_early stages of Dilated Cardiomyopathy. He was adopted in i B6

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

ot age 12
weeks and was started on Fromm Gold Puppy Dry kibble untlg& ™ When he
was transitioned to Fromm Four Star Grain Free Salmon and Tunalini kibble diet.

_He atfe that food until July 2018 when FDA warning was released He was then

fransitioned to Purina ProPlan Sensitive Skin and Stomach Salmon and Rice.
03/06/2019

No

Stable

Product Name;

Product Type:

Lot Number:
Package Type:
Package Size:
Purchase Date:
Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
/Distributor Information:

FOUO- For Official Use Only

Fromm's Four Star Grain Free Salmon and Tunalini
Pet Food

BAG

26 Pound

06/01/2018

1

No

No

Stored in bag

Description: = Feedina bowl

Last Exposure 07/15/2018
Date:

Time Interval 2 Years
between Product
Use and Adverse
Event:

Prodiict Use Yes
Stopped After the
Onset of the
Adverse Event:

Adverse Event No
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or No
Products Given
to the Animal
During This Time
Period:

FDA-CVM-FOIA-2019-1704-002032




Purchase | ocation Name:

Information: Address:

Animal Information:

i B6

LIPS 2

T‘ype>0f Speéies: Dog

|
t
i
4

Name:

Type Of Breed: Mixed (Dog)

Gender: Male

Reproductive Status: Neutered

Weight: 40 Pound

Age: 3 Years

Assessment of Prior Good
Health:

Number of Animals 3

Given the Product:

Number of Animals 1

Reacted:
Owner Information; Owner Yes
Information
provided:

Contact: Name:

Healthcare Professional practice Name:

Information:

Contact: Name:
Phone:
Other Phone::
 Email:!

Addryessy: B 6

United States

Practice Name:

Contact:

Phone:
Other Phone:
Email:

Address:

B6

United States

'Type of Referred veterinarian

Veterinarian:

Date First Seen: 03/06/2018

Permissionto Yes
Release Records

to FDA:

FOUO- For Official Use Only
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Sender Information:

Additional Documents:

Name:
Address:

B

United States

Contact: Phone:
Other Phone: B 6
Email:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Attachment: i B6 fechoreport.pdf

Description: Echo Report
Type: Echocardiogram

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

To: Cleary, Michael *; HQ Pet Food Report Notification: B6
Sent: 3/19/2019 8:56:56 PM
Subject: Natural Balance LID High Protein Grain-free Lamb or Beef flavors: Lisa

Freeman - EON-382772

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

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

A "PDF" report by name "2064292-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2064292-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-382772

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

AE Date 03/17/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Mixed (Dog)

Age 9 Years

District Involved | PFR: B  iDO

Product information

Individual Case Safety Report Number: 2064292

Product Group: Pet Food

Product Name: Natural Balance LID High Protein Grain-free Lamb or Beef flavors

Description: DCM and CHF diagnosed 3/17/19 Eating BEG diet Owners have given permission to report and
are willing to answer questions Changing to new diet and will recheck in 3 months Taurine and troponin pending
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-2019-1704-002035



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

Product Name Lot Number or ID | Best By Date

Natural Balance LID High Protein Grain-free Lamb or Beef flavors

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

- B6 |

| USA

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

B6

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

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA 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-382772
2064292

ICSR:

Type Of Submission: Initial

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

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

Report Submission Date: 2019-03-19 16:49:38 EDT

Reported Problem: Problem Description:

Date Problem Started: 03/17/2019

. DCM and CHF diagnosed 3/17/19 Eating BEG diet Owners have given
permission to report and are willing to answer questions Changing to new diet and
will recheck in 3 months Taurine and troponin pending ,

Concurrent Medical Yes
Problem:

Pre Existing Conditions; Chronic dermatologic issues - likely environmental (improved significantly when
owners moved to the city) Hypothyroid - on thyroxine Elevated liver enzymes

Outcome to Date; Stable

Product Information: Product Name:

Product Type: Pet Food

Natural Balance LID High Protein Grain-free | amb or Beef flavors

Lot Number:

Package Type: BAG

Possess Unopened No
Product:

Possess Opened No
Product:

Product Use

Description:
Information: .

_ for last 1 year. Before that feeding Natural Balance LID flsh ,
chicken, beef or lamb flavors since | year of age See diet
history form for further details Owner does not have current

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

. product bag but | have sample of diet

Animal Information; Name:

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

Age.

Assessment of Prior
Health

Number of Anlmals
Given the Product:

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

Mixed (Dog)

Female

Neutered

28.5 Kilogram

9 Years

Excellent

1

1

Owner Yes

Contact:

Information
Name: ;
Phone:é B
Other Phone:i

provided:
Email:i

FDA-CVM-FOIA-2019-1704-002037




Address:

B6

United 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
Address: 200 Westboro Rd
North Grafton
Massachusetts

01536
United States

Sender Information: Name: Lisa Freeman

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

Contact: phone: 5088874523
Email: | lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: BG rpt_medical_record_preview.pdf

S ———

Description:LLomplred' medical records
Type: Medical Records

FOUO- For Official Use Only 2
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

B6

3/19/2019 1:32:35 PM

Redford Limited Ingredient Grain-Free Lamb and Sweet Potato:! B6
- EON-382721

2064242-report.pdf

Lo i

A PFR Report has been received and PFR Event [EON-382721] has been created in the EON System.

A "PDF" report by name "2064242-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-382721

ICSR #: 2064242

EON Title: PFR Event created for Redford Limited Ingredient Grain-Free Lamb and Sweet Potato; 2064242

AE Date 03/12/2019 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Weimaraner

Age 8 Years

District Involved

PFR: B6

DO

Product information

Individual Case Safety Report Number: 2064242
Product Group: Pet Food
Product Name: Redford Limited Ingredient Grain-Free Lamb and Sweet Potato

Description: Diagnosed upon echocardiogram 3/18/19 with dilated cardiomyopathy
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: |

FDA-CVM-FOIA-2019-1704-002106



Product Name Lot Number or ID | Best By Date

Redford Limited Ingredient Grain-Free Lamb and Sweet Potato

Sender information

B6

USA

Owner information

B6

___________________________________________________________________________________________________________________________

B6

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390087

ICSR:

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:

2068031

Followup

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-06-10 15:56:37 EDT

10/09/2018

2055822

Yes

Problem Description:

Date Problem Started

Concurrent Medical
Problem

Outcome to Date
Product Name;
Product Type

DCM but has reduced contractility. Will recheck in 56 months. Taurnne pending -
will submit when available

: 10/02/2018

No

: Better/Improved/Recovering

. Taste of the Wild (various flavors) since Nov 2013
: Pet Food

Lot Number:

Package Type

: BAG

Product Use

Information

Manufacturer

[Distributor Information
Purchase Location

Information:

Name:
Type Of Species
Type Of Breed

o =

:B6;

R

: Dog

: Doberman Pinscher

Gender: Female

Reproductive Status
Weight
Age

: Neutered

: 33.4 Kilogram

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:

Owner Information;

FOUO- For Official Use Only

Owner Yes
Information

provided:

Contact: Name:

Phone:
Email:i

~ B6

Address : B 6

FDA-CVM-FOIA-2019-1704-002109



i B6

TURTtEd 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
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: Phone: 5088874523
Email: lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: Diet Hx 4-24-19.pdf

Description: Diet history form
Type: Medical Records

Attachment: echo report 4-24-2019. pdf
Description: Echo report
Type: Echocardiogram
Attachment: B4, B6 i

Description: Lab work

Type: Laboratory Report

Attachment: Doberman DCM Combo Results Form.pdf
Description: Genetic testing
Type: Laboratory Report

Attachment: troponin 5-30-2019.pdf
Description: Lab work
Type: Laboratory Report

FOUO- For Official Use Only 2
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B4

i B6 i

B6

Species: CANINE

Breed: DOBERMAN_PINSCH
Gender: FEMALE SPAYED
Age:6Y

CARDIOPET proBNP - CANINE

CARDIOPET proBNP -

1
CANINE 604

Comments:

Date: 04/24/2019

B6

B6

B6

Account #88933

Page1of 1
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;é B6
Sent: 6/10/2019 6:08:32 PM

Subject: Taste of the Wild PREY: B6 - EON-390065
Attachments: 2068021-report.pdf; 2068021-attachments.zip

A PFR Report has been received and PFR Event [EON-390065] has been created in the EON System.

A "PDF" report by name "2068021-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2068021-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-3900065

ICSR #: 2068021
EON Title: PFR Event created for Taste of the Wild PREY; 2068021

AE Date B6 Number Fed/Exposed | 1

Best By Date 03/12/2020 Number Reacted 1

Animal Species Dog Outcome to Date Died Naturally
Breed Mixed (Dog)

Age Eég:Years

District Involved | PFRi B6 DO

Product information

Individual Case Safety Report Number: 2068021

Product Group: Pet Food

Product Name: Taste of the Wild PREY_ =~

Description: On. B6 inighti B6 L.B8 touldn't make it back from his mghtly walk, had labored

breathing, and no appetite. His hind legs were shaking. On{  B6 "nornmg,l B6 | was brought in to the! B8 __}

B6 where he underwent general sedatlon for a hlp/knee X-Ray. The thought

T

blood pressure readings as well as gum/ tongue color while being momtored The vet staff pulled him from
sedation, ran a general blood panel (which was unremarkable and otherwise normal - general parameters). The

FDA-CVM-FOIA-2019-1704-002115



vet then decided to do a chest x-ray and found his heart to be 3x the normal size. That same day, I took him to

B6 ifor a cardiologist follow up as part of their{ B6
extension. { B8 fwas diagnosed with dilated cardiomyopathy and right ventricular congestive heart failure from an
echo cardiogram preformed by B6 iHe w_a_s__p_rescribed pimobendan and lasix and 1,000 mg of
taurine 3x a day. It was the opinion of’ "_'_'_'_'_'_'_'_'_'_'_i_?'_f_i{_'_'_'_'_'_'_'_'_'_'__that B6ihad diet- related DCM. The followmg week'_'"B_é“
ap_g_et_i_te_ declined severely to the point o_f_ syringe _feediné_'_'(—in B6 we brought him back to' B6
______ B6 onthe recommendation of the! B6 ‘extensron Cardiology department for a kidney panel before his
second cardiologist follow up with anothermcardidlogist """"" B6 " lon the same day. Unfortunately, | B6_ died of a

fatal arrhythmia at the cardiologist's office 8 days after h1s initial d1agnos1s of suspected diet-related DCM and
right Ventricular CHF. The reason B6 was suspected to have diet related DCM was due to his diet. He was on

of death): UPC 0- 74198 61368-7 Best by 12/Mar/2020 Possible Lot Numbers: 9072080 PDRO0301-19 MSH
17:27 Bag 2 (consumed 1.5 months before time of death): UPC 0-74198-61366-3 Best by 08/Mar/2020 Possible

reached out to Taste of the Wild to ask them 1f they knew about this and had heard. Their answer was yes. It's a
long shot, but please do contact me to follow up bc I want to know if the FDA has plans to more closely monitor
dog food companies in the coming future. I believe that this is necessary. These dog food companies have a huge
responsibility to do due-diligence on nutrition profiles. The animal space is highly desirable because it's a
channel where savvy marketing pays big dividends and it is completely unregulated by a government agency. I
don't want toliveina country where basic items like food are subject to the belief that marketing means more

much details as I can to help make a difference. I also want to l<now how many cases have been reported.
Submission Type: Initial

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

Outcome of reaction/event at the time of last observation: Died Naturally

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID Best By Date

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

Sender information

B6

USA

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

B6

FDA-CVM-FOIA-2019-1704-002116



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

B6

i
i

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390065
ICSR: 2068021

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2019-06-10 14:.02:21 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:

abnormal heart rate and blood pressure readings as well as gum/ tongue color
while being monitored. The vet staff pulled him from sedation, ran a general blood
panel (Which was unremarkable and otherwise normal general parameters). The

 failure from an echo cardiogram preformed byi BG i Hewas

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

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

Unfortunately,' B6 idied of a fatal arrhythimia at THe oardmlogmt’s office 8 days
after his initial agnos:s of suspected dlet—related DCM and nght ventncular CHF ,

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

the Wild PREY Bag 1 (consumed up to the time of death) UPC 074198 61368/
Best by 12/Mar/2020 Possible Lot Numbers: 9072080 PDR0301-19 MSH 17.27
Bag 2 (consumed 1. 5 months before time ofdeathy UPC 0-74198-61 366-3 Best

......

Taste of the Wild to ask them if they knew about this and had heard. 'I'he|r answer
was yes. [t's g long shot, but please do contact me to follow up be | want to know
_ifthe FDA has plans to more closely monitor dog food companies in the coming
future. | believe that this is necessary. These dog food companies have a huge
responsibility to do due-diligence on nutrition profiles The animal space is highly
desirable because It's a channel where savvy marketing pays big dividends and it
_Is completely unregulated by a government agency. | don't want to live in &
country where basm items like food are subject to the bellef that marketlng means

Date Problem Started: ! BG i

Concurrent Medical No
Problem:

Outcome to Date: Died Naturally
Date of Death: i B6

Product Information: Product Name: laste ofthe Wild PREY
Product Type: Pet Food

FOUO- For Official Use Only 1
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Possess Unopened

Possess Opened

Product Use

/Distributor Information

Purchase L ocation

Animal Information: Name:

Type Of Breed

FOUO- For Official Use Only

Lot Number:
UPC:

Package Type:
Package Size:

Purchase Date;
Number Purchased:

Storage Conditions:

Manufacturer Name:

Type Of Species:

Lot Number:

Expiration Date:

9072080 PDRO301-19 MSH 17 07
03/12/2020

074198613687

BAG

25 Pound

04/01/2019

2

No

Product:

No

Product:

Stored in an air-tight pet food container that was BPA-free

Description:

Information:

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

Period:

175 cups fed 2x a day to total a little over 3.75 cups a day.

This was taken from the back of the package for a dog in
between 60 and 80 |bs.

04/01/2019

6 Weeks

Yes

No

No

Definitely related

No

Address:

Contact:

Possess One or
More Labels from

This Product:

Information:

. Diamond Pet Food Companies - Taste of the Wild
Type(s):

Manufacturer

United States

Yes

Name: 5
Address:é B 6
"United States
1 B6;
Dog
: Mixed (Dog)

FDA-CVM-FOIA-2019-1704-002119




Gender: Male

Reproductive Status: Neutered
Weight: 29.8 Kilogram

Age:i B iYears

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional practice Name: i B6
Information; R L
Contact: Name: | B 6 ;
Phone:
I SETITIND TITZIIIIUL 1 <
Address:

 B6

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: | B6 i

Permission to Yes
Release Records
to FDA:

Practice Name:  : B6 i

Contact: Name: B 6

Phone: |

Address:

United States

Type of Referred veterinarian
Veterinarian:

Date FirstSeen:! B6 |

Permissionto VYes
Release Records
to FDA;

B6

Contact: Phone: BG

Sender Information: Name:

Address:

Email:L

vPerr‘niss‘ioano Convtact‘ Yés
Sender:
Preferred Method Of Phone
Contact;

‘ Reporﬁed tb Other Manufacturer
Parties: Store/Place of Purchase

Additional Documents:

FOUO- For Official Use Only 3
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Attachment: !

Descrlptlon i

Attachment:

B6 _on suspected diet related

a pure lab, he was a mixed breed.
Type: Medical Records

FOUO- For Official Use Only
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B6 ==

Visit Summary

Admissioni B6 Small Animal Inpatient i B6 1
Discharge: Alive Status: Final
Client #: Clinician: B
Client: Patient #: sex: MC
Address: Patient:
City, St: Species: Q
Breed: LABRADOR RETRI, . Weight: 29.8KG

Pertinent History

-

cardiomegaly. For the past 6 months he has been getting slower on walks,
fatiguing easier and less energetic. Has gotten significantly worse in the past
week and last night had to be carried home after a few blocks. He has been
gagging/coughing occasionally. | gg jwent to: B6 i today, had
muffled heart sounds, was sedated with 100mcg of dexmedetomidine, 4mg
butorphanol and radiographs revealed marked cardiomegaly. Was given atipamezole

and referred to VSH.

Physical Examination

Clinical Diagnoses

1) Suspect diet-associated dilated cardiomyopathy (nutritional cardiomyopathy)
2) Severe mitral regurgitation

3) Mild to moderate tricuspid regurgitation

4) Biventricular failure

Discharge Summary
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Visit Summary

B6

Patient: B6

Clinician Signature Date
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B6 L

Visit Summary

Admission: BG Small Animal Outpatient : B6 I
Discharge: Alive Status: Final

Client #: Clinician

Client: Patient # B6 sex: MC
Address: Patient
City, St: Species: K9

Breed: LABRADOR RETRIEVER

Pertinent History

breathing rate improved for a few days (40rpm) but was elevated yesterday and
today (60rpm). His abdomen appears to be more distended. He was hospitalized at
i B6 iand was treated with fluids and antibiotics. He is
currently receiving pimobendan 7.5mg PO BID, furosemide 60mg PO BID, taurine
1000mg TID, cerenia 160mg PO SID, mirtazapine 15mg PO SID and CoQl0 100mg PO
SID. Bob arrested upon presentation.

Medical/Surgical Procedures (Billing)

i B6 i 5068 - Misc. Procedure-Card

Clinical Diagnoses
1) Suspect diet-associated dilated cardiomyopathy (nutritional cardiomyopathy).

Severe mitral regurgitation. Mild to moderate tricuspid regurgitation.
Biventricular failure, Death.

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

To: b B6 | ; Cleary, Mlchael *, HQ Pet Food Report Notification;
B6

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

Subject: Taste of the Wild PREY: B6 - EON-390066

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

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

A "PDF" report by name "2068022-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2068022-attachments.zip
and 1s attached to this email notification.

"

Below is the summary of the report:

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

AE Date B6 Number Fed/Exposed | 1|

Best By Date 03/12/2020 Number Reacted 1

Animal Species Dog Outcome to Date Died Naturally
Breed Mixed (Dog)

Age LBe Years

District Involved | PFR B6 DO

Product information

Individual Case Safety Report Number: 2068022
Product Group: Pet Food

Product Name: Taste of the Wild PREY

Description On' B6 "night'

._._._._._._._._._._._,___ __________________________________________

blood pressure readings as well as gum/ tongue color while being momtored The vet staff pulled him from
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sedation, ran a general blood panel (which was unremarkable and otherwise normal - general parameters). The
vet then decided to do a chest x-ray and found his heart to be 3x the normal size. That same day, I took him to

B ffor a cardlologlst follow up as part of the1r BG

echo cardlogram preformed by B6 iHe was prescrlbed pimobendan and lasix and 1,000 mg of

taurine 3x a day. It was the opinion of' B6  !thatiB6 ihad diet- related DCM. The following week,i B8 |
appetlte dechned severely to the pomt of syringe feedmg On BG we brought him back tot B6

of death): UPC 0- 74198 61368-7 Best by 12/Mar/2020 Possible Lot Numbers: 9072080 PDRO0301-19 MSH
17:27 Bag 2 (consumed 1.5 months before time of death): UPC 0-74198-61366-3 Best by 08/Mar/2020 Possible

cardiologist appomtment and the vet came back in with the results, my reaction was you have to have the wrong

dog he's only; BG vears old!". His response 1mmed1ately was, "what are you feeding h1m‘7" As soon as I said

reached out to Taste of the Wild to ask them 1f they knew about this and had heard. Their answer was yes. It's a
long shot, but please do contact me to follow up bc I want to know if the FDA has plans to more closely monitor
dog food companies in the coming future. I believe that this is necessary. These dog food companies have a huge
responsibility to do due-diligence on nutrition profiles. The animal space is highly desirable because it's a
channel where savvy marketing pays big dividends and it is completely unregulated by a government agency. I
don't want toliveina country where basic items like food are subject to the belief that marketing means more

much detalls as I can to help make a difference. I also want to know how many cases have been reported.
Submission Type: Followup

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

Outcome of reaction/event at the time of last observation: Died Naturally

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID Best By Date

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

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

Sender information

B6

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

B6

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

B6

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

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

The information 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-390066

ICSR: 2068022

Type Of Submission: Followup

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

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

Reporting Type: Voluntary
Report Submission Date: 2019-06-10 14:11:22 EDT
Initial Report Date: 06/10/2019

Reporter is the Animal  Yes
Owner:

Parent ICSR » 2068021

Follow-up Report to Yes
FDA Request:

Reported Problem: Problem Description:

B6

‘On: BG .nlght.

was that he had injured a hind leg. Under sedation earty on,:_ B6_iexperienced

abnormal heatt rate and blood pressure readings as well as gum/ tongue color
_ while being monitored. |he vet staff pulled him from sedation, ran a general blood
panel (Which was unremarkable and otherwise normal general parameters) The

He was on Taste of the Wild PREY which is a limited |ngred|ent dry food for the
Iast 35 years. Before that, he was on Merrick grain—free dog food After reading

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

_grain-free diet high in lentils for 3.5/4. 5 years of his life. His last 2 bags of Taste of
the Wild PREY: Bag 1 (consumed up to the time of death) UPC 0-/4198-61368-/
Best by 12/Mar/2020 Possible Lot Numbers: 9072080 PDR0301-19 MSH 1727

Bag 2 (consumed 1.5 months before time of death) UPC 0-74198-61366-3 Best
by OB/Mar/ZOQO Possible Lot Numbers 9068080 PDBO301-19 JDM 08:09 On a

_Case was dlet-related because he was a m|xed breed \We had reached out t'c'f """ ,
Taste of the Wild to ask them if they knew about this and had heard. Their answer
was yes. It's a long shot, but please do contact me to follow up be | want to know
if the FDA has plans to more closely monitor dog food companies in the coming
future, | believe that this is necessary. These dog food companies have a huge

responsibility to do due-diligence on nutrition profiles. The animal space is highly |
desirable because it's a channel where savvy marketing pays big dividends and it
is completely unregulated by a government agency. | don't want to live in a
country where basic items |ike food are subject to the belief that marketing means

. more than testmg Please call with any add|t|onat questions yoll have. I'm happy

Date Problem Started: B6 |

Concurrent Medical No
Problem:

FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-002128



Outcome to Date:

Died Naturally

Date of Death:i

Product Information:

Product Name:
Product Type:

Taste of the Wild PREY

Pet Food

Lot Number:

UPC:

Lot Number;

Expiration Date:

074198613687

9072080 PDRO301-19 MSH 17 27
03/12/2020

Package Type:

BAG

Package Size:

25 Pound

Purchase Date;

04/01/2019

Number Purchased:

2

Possess Unopened
Product:

No

Possess Opened
Product:

No

Storage Conditions:

Stored in an air-tight pet food container that was BPA-free

Product Use
Information:

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

Period:

175 cups fed 2x a day to total a Iittle over 3 75 cups a day.

This was taken from the back of the package for a dog in
between 60 and 80 Ibs.

04/01/2019

Yes

No

No

Definitely related

No

Manufacturer
/Distributor Information:

Name:

Contact:

Possess One or
More Labels from

This Product;

. Diamond Pet Food Companies - Taste of the Wild
_Typve(s)v:
Address:

Manufacturer
United States

Yes

Purchase L ocation
Information:

FOUO- For Official Use Only

Name:

Address:
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Animal Information: Nanie: 5 B6 :

Type Of Breed: Mixed (Dog)
Gender: Male
Reproductive Status: Neutered
Weight: 29.8 Kilogram
Age:i B6 ;“ears

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional  Practice Name: | B6 P
Information: '

Contact: Name:

S
W
o

Address B 6

United States

Type of Primary/regular veterinarian

_ Veterina_rian_:

Date First Seen:: ___ B6_
Permissionto VYes

Release Records

_____ [oFDA .

Practice Name: ! B6 :

Contact: Name: : i
- B6 |

Address:|

 B6

'United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: B6

Permissionto Yes
Release Records
to FDA:

Practice Name: ‘ B6 i

Contact: Name: B 6 I

Address: :

Type of Referred veterinarian
Veterinarian:

FOUO- For Official Use Only 3
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Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Reported to Other
Parties:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type

Date First Seen::

Permissionto Yes
Release Records
to FDA:

i

United States

____________ -

Phone:

Email:

B6

Yes
Phone

Manufacturer
Store/Place of Purchase

TOTW_1.jpg

Product Label
TOTW_2.jpg

B6 !

Medical Records

FOUO- For Official Use Only
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Revd: 15-May-2019 12:28 am

;788
i Account # Rptd: 29-May-2019 10:55 am
i B6 ! Fax:
B6 B6 Final
Age§; B6 1 Sex: M Neutered: Y Species: Canine Breed: |abrador Retriever
Tests Ordered:  Taurine Level { __B6 : Amino Acid Lab)
Pending Tests:
Test Result Reference Range Units
Send Out
Taurine Level (F” " gs~‘Amino Acid Lab)
Sample type Plasma
Taurine Level BG

Plasma normal range:
Cat 80 - 120 nmol/ml
Dog 60 - 120 nmol/ml

Whole blood normal range:

Cat 300 - 600 nmol/ml
Dog 200 - 350 nmol/ml

Testing performed at the Amino Acids Laboratory,;

B6

No risk for Taurine deficiency

B6

B6

B6

Page 1 of 1
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;i B6
1/23/2019 11:40:21 PM
Wellness Core Ocean Grain Free Protein-Rich Nutrition:i B6

EON-377321

2061666-report.pdf; 2061666-attachments.zip

A PFR Report has been received and PFR Event [EON-377321] has been created in the EON System.

A "PDF" report by name "2061666-report.pdf" is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2001666-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-377321

ICSR #: 2061666

1

EON Title: PFR Event created for Wellness Core Ocean Grain Free Protein-Rich Nutrition; 2061666

AE Date 02/15/2015 Number Fed/Exposed | 2
Best By Date 10/24/2019 Number Reacted 2
Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed

Retriever - Golden

Age

7 Years

District Involved

PFR% B6 po

Product information

Individual Case Safety Report Number: 2061666
Product Group: Pet Food
Product Name: Wellness Core Ocean Grain Free Protein-Rich Nutrition

Description: Began feeding Wellness CORE Ocean Dry Kibble Feb. 2015 as main source of nutrition, fed 1 cup
2x per day. Submitted Whole Blood sample to UC Davis Amino Acid Lab for Taurine Testing 6/26/2018. Lab
Result 240 Whole Blood Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is BELOW
the 250 minimum range for a Golden Retriever Dog. Per Dr. Stern's order continue feedling this food and
supplement each daily meal with taurine rich foods for 3 months then ReTest. Supplemented kibble with 1/2cup

FDA-CVM-FOIA-2019-1704-002134



pan fried Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. ReTested Whole Blood
Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24/2018 Lab Result Whole Blood Taurine
Results 297. Improvement of 57, putting him within the "normal" range Dr. Stern has identified for Golden
Retriever Dogs.

Submission Type: Initial

Report Type: Both

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Wellness Core Ocean Grain Free Protein-Rich Nutrition | 1228J22 10/24/2019

Sender information

B6

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

B6

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-377321

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2061666

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

2019-01-23 18:29:48 EST

Yes

. Began feeding Wellness CORE Ocean Dry Kibble Feb 2015 as main source of
nutrition, fed 1 cup 2x per day. Submitted Whole Blood sample to LIC Davis
Amino Acid Lab for Taurine Testing 65/26/2018 Lab Result 240 Whole Blood

 Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is
BEL OW the 250 minimum range for a Golden Retriever Dog. Per Dr. Stemn's
order continue feedling this food and supplement each daily meal with taurine rich

 foods for 3 months then Relest Supplemented kibble with 1/2cup pan fried
Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months.
Relested Whole Blood Taurine Level October 24, 2018 sent to UC Davis Amino

_Acid Lab 10/24/2018 | ab Result Whole Blood Taurine Results 297 improvement
of 57, putting him within the 'normal’ range Dr. Stern has identified for Golden
Retriever Dogs.

Date Problem Started: 02/15/2015
Date of Recovery: 10/24/2018
QOutcome to Date: Better/Improved/Recovering

Problem Description:

Product Name: @ \Wellness Core Ocean Grain Free Protein-Rich Nufrition
Product Type: Pet Food

Lot Number: | ot Number: 1208422

Expiration Date: 10/24/2019
UPC: 076344884132
Package Type: BAG
Package Size: 12 Pound
Purchase Date: 01/04/2019
Number Purchased:; 1
No

Possess Unopened
Product:

Possess Opened
Product;

Storage Conditions: Bag has a ziplock freshness seal which was opened and resealed after each use.

Yes

Product Use
Information:

Fed 1 cup kibble soaked in warm water 2x per day fo
Snickers.

01/04/2019

Description:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

3 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Yes
Abate After

Product Stop:

Product Use No

Started Again:
Perceived

Definitely related

FOUO- For Official Use Only 1
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Relatedness to
Adverse Event:
Other Foods or Yes

Products Given

to the Animal

During This Time

Period:
Manufacturer
IDistributor Information:

Purchase L ocation Name: Petco
Information: Address: 6
United States
Animal Information: Name: | B6 |

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male
Reproductive Status: Neutered
Weight: 73 Pound
Age: 7 Years

Assessment of Prior Good
Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information:

Healthcare Professional Ppractice Name: BG

Information: Contac tName ............. '

Phone!
Email{

W
oy

 B6

United States

Address:

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 06/26/2018

Permissionto VYes
Release Records
to FDA:

Sender Information: Name:

Address:

United States

Contact: phone:

vy
(o))

Email:
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
FOUO- For Official Use Only 2
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Preferred Method Of
Reported to Other

Additional Documents:
Attachment:

Attachment:

Attachment:

Sender:
Contact:

Parties:

Description:

Type:

Description:

Type:

Description:

Type:

Email

Other
Store/Place of Purchase

Taurine Retest Lab Report after 3 months of adding Taurine Rich Foods to
existing kibble which was causing the problem.

Laboratory Report

First Taurine Results, Per Dr. Stern: "Those taurine levels are ok. | would prefer
to see over 250. My recommendation would be either diet change and retest
after 3 months or add in taurine rich ingredients and retest in 3 months. "

Laboratory Report

DrStern Lab Taurine RecommendationsAug2018. pdf

Aug 2018 Letter from Dr. Joshua Stern DVM Cardiologist explaining the Taurine
Deficeincy results specifically to Golden Retriever owners with the correct range
that Golden Retriever dogs are to be in.

Letter

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

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

Sent: 1/24/2019 12:08:21 AM

Subject: Wellness Core Ocean Grain Free Protein-Rich Nutrition B6
EON-377324

Attachments: 2061667-report.pdf; 2061667-attachments.zip

A PFR Report has been received and PFR Event [EON-377324] has been created in the EON System.

A "PDF" report by name "2061667-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2001667-attachments.zip'
and 1s attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-377324
ICSR #: 2061667
EON Title: PFR Event created for Wellness Core Ocean Grain Free Protein-Rich Nutrition; 2061667

AE Date 01/02/2017 Number Fed/Exposed | 2

Best By Date 10/24/2019 Number Reacted 2

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Golden

Age 3 Years

District Involved | PFR+ B@ PO

Product information

Individual Case Safety Report Number: 2061667

Product Group: Pet Food

Product Name: Wellness Core Ocean Grain Free Protein-Rich Nutrition

Description: Began feeding Wellness CORE Ocean Dry Kibble Jan. 2017 as main source of nutrition, fed 1.5
cup 2x per day. Submitted Whole Blood sample to UC Davis Amino Acid Lab for Taurine Testing 6/26/2018.
Lab Result 256 Whole Blood Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is barely
above the 250 minimum range for a Golden Retriever Dog. Per Dr. Stern's order continue feedling this food and
supplement each daily meal with taurine rich foods for 3 months then ReTest. Supplemented kibble with 1/2cup
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pan fried Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. ReTested Whole Blood
Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24/2018 Lab Result Whole Blood Taurine
Results 348. Improvement of 57, putting him within the "normal" range Dr. Stern has identified for Golden
Retriever Dogs.

Submission Type: Initial

Report Type: Both

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Wellness Core Ocean Grain Free Protein-Rich Nutrition | 1228J22 10/24/2019

Sender information

B6

USA

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

B6

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-377324
2061667

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-23 18:59:19 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:
Date of Recovery:

Concurrent Medical

Problem:
Outcome to Date:

Product Information: Product Name:

Produi:t Typei
Lot Number:

UPC:

Package Type:
Package Size:
Purchase Date:
Number Purchased:

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

FOUO- For Official Use Only

. Began feeding Wellness CORE Ocean Dry Kibble Jan 2017 as main source of

nutrition, fed 1.5 cup 2x per day. Submitted Whaole Blood sample to UC Davis
Amino Acid Lab for Taurine Testing 65/26/2018 Lab Result 256 Whole Blood

 Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is barely

above the 250 minimum range for a Golden Retriever Dog Per Dr. Slern's order
continue feedling this food and supplement each daily meal with taurine rich foods

for 3 months then Relest Supplemented kibble with 1/2¢cup pan fried Ground

Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. ReTested Whole
Blood Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24

12018 | ab Result Whole Blood Taurine Results 348 Improvement of 57 putting

him within the 'normal’ range Dr. Stern has identified for Golden Retriever Dogs.
01/02/2017

10/24/2018

No

Better/Improved/Recovering

Wellness Core Ocean Grain Free Protein-Rich Nutrition
Pet Food

Lot Number:  1228J22
Expiration Date: 10/24/2019

076344884132

BAG

12 Pound

12/04/2018

1

No

Yes

Bag has a ziplock freshness seal which was opened and resealed after each use.

Description: Fed 1.5 cups kibble soaked in warm water 2x per day to Oly.

Last Exposure 01/04/2019
Date:

Time Interval 2 Years
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the
Adverse Event:

Adverse Event Yes
Abate After
Product Stop:

Product Use No

Started Again:

Perceived Definitely related

1
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Manufacturer Name:
IDistributor Information:

Purchase Location

Information:

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:

Relatedness to

Adverse Event:

Other Foods or
Products Given
to the Animal
During This Time

Period:

Yes

Address:

_ WellPet
Type(s):

Manufacturer

200 Ames Pond Drive
Tewksbury
Massachusetts
01876

United States

Contact: Phone: 1-800-225-0904
Web http://wellnesspetfood.com/contact-us
Address:
Possess One or Yes
More | abels from
This Product:
Name: Petco
Adclieos ........................ 6
Uhitsd States
:B6!
Dog
Retriever - Golden
Male
Neutered
65 Pound
3 Years
Excellent
2
2

Practice Name;
Contact:

Address:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

: B6 :

Name: 1 :

W
oy

United States

Primary/regular veterinarian

06/26/2018

Yes

FOUO- For Official Use Only
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i B6
Address: B 6

United States

Contact: Phone: B 6
Email:

Reporter Wants to No
Remain Anonymous:

Sender Information: Name:

Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:

Reported to Other Store/Place of Purchase
Parties: Other

Additional Documents:
Attachment:

Attachment:

Type: Laboratory Report

Attachment: DrStern Lab Taurine RecommendationsAug2018. pdf

Description: Per email from Dr. Stern:"Those taurine levels are just ok. | would prefer to see it
higher than 256. My recommendation would be either diet change & retest after 3
months or add in taurine rich ingredients & retest in 3 months."

Type: Letter

FOUO- For Official Use Only 3
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

12/4/2018 11:04:49 PM

B4

Earthborn Meadow Feast dry: Lisa Freeman - EON-372828

2059621-report.pdf; 2059621-attachments.zip

A PFR Report has been received and PFR Event [EON-372828] has been created in the EON System.

A "PDF" report by name "2059621-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2059621-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-372828

ICSR #: 2059621

EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059621

AE Date 11/20/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable

Breed

Boxer (German Boxer)

Age

3 Years

District Involved

PFRi B@ DO

Product information

Individual Case Safety Report Number: 2059621
Product Group: Pet Food

Product Name: Earthborn Meadow Feast dry
Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility; elevated NT-proBNP and
cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 months

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

Number of Animals Treated With Product: 5

FDA-CVM-FOIA-2019-1704-002202



Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

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

B6

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

B6

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

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

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

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

N1-proBNP and cardiac troponin

. recheck in 3 months
Date Problem Started: 11/20/2018

_ Eating BEG diet (Earthborn) Echo had subjectively reduced contractility. elevated
| Taurine pending Owner changing diet and will

Concurrent Medical No
Problem:

Outcome to Date; Stable

Product Name:
Product Type: Pet Food

 Earthborn Meadow Feast dry

Lot Number:

Package Type: BAG

Product Use  peseription:
Information:

 See diet history in records for more details

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:

Information
provided:

Owner Yes

Contact: Name:

Phone:

Email:

Address:

B6

B6 |

United States

Healthcare Professional  practice Name:
Information:

FOUO- For Official Use Only 1

Contact: Name:

| Tufts Cummings School of Vetérinafy Medicine

Lisa Freeman

FDA-CVM-FOIA-2019-1704-002204



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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

Contact: Phone: 5088874523
Email: | lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: rpt_medical_record_preview.pdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Naotification;

12/4/2018 11:12:44 PM

B6

Earthborn Meadow Feast dry: Lisa Freeman - EON-372831

2059622-report.pdf; 2059622-attachments.zip

A PFR Report has been received and PFR Event [EON-372831] has been created in the EON System.

A "PDF" report by name "2059622-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2059622-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-372831

ICSR #: 2059622

EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059622

AE Date 11/15/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable

Breed

Boxer (German Boxer)

Age

3 Years

District Involved

PFRR B DO

Product information

Individual Case Safety Report Number: 2059622
Product Group: Pet Food
Product Name: Earthborn Meadow Feast dry

Description: Daughter diagnosed with reduced cardiac contractilityi

B6 and

B6 iEating BEG diet (Earthborn) so screened all housemates ECho within normal Timits but élévated '

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

FDA-CVM-FOIA-2019-1704-002317



Number of Animals Treated With Product: 5
Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

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

B6

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

B6

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

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

The information 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-372831
ICSR; 2059622

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-12-04 18:08:14 EST

Reported Problem: Problem Description: Dauabtet diagnosed with rediced cardiac contractilty ¢~ Bg |

. B6 .Eatmg BEG diet (Earthbom; surscreenen’ an

. tropom_n | T_aurlne pendl_ng Owner changlng diet and will recheck in 3 months
Date Problem Started: 11/15/2018

Concurrent Medical No
Problem:

Qutcome to Date: Stable

Product Information: Product Name: Earthborn Meadow Eeast dry
Product Type: Pet Food
Lot Number:
Package Type: BAG

Product Use Déscriptidn: . Seediet hiétory in medical record for more info
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Nawe 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: 29.1 Kilogram
Age: 3 Years

Assessment of Prior Excellent
Health:

Number of Animals 5
Given the Product:

Number of Animals 4

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Email:
Address; ------ E ........... 6
United States ™
Healthcare Professional practice Name: | Tufts Cummings School of Veterinary Medicine
Information: . _
Contact Name: = lisaFreeman
FOUO- For Official Use Only 1
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Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: phone: 5088874523
Email: | lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents: J—
Attachment: rpt_medical_record_previevv;:___ﬁg__jpdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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J Sci Food Agric 1994, 64, 249-256

Amino Acid and Energy Digestibility in Peas
(Pisum sativum) from White-Flowered Spring
Cultivars for Growing Pigs

Ming Z Fan, Willem C Sauer®

Department of Animal Science, University of Alberta, Edmonton, Alberta, Canada, T6G 2P5

and Sam Jaikaran

Alberta Agriculture, Edmonton, Alberta, Canada, T6H 4P2
(Received 15 April 1993; revised version received 25 August 1993, accepted 18 October 1993)

Abstract: Six barrows, average initial weight 35 kg, fitted with a simple T-
cannula at the distal ileum, were used to determine the apparent ileal digest-
ibilities of amino acids (AA) and the digestibility of energy in six diets according
to a 6 x 6 Latin square design. The pigs were fed six corn starch-based diets
formulated to contain 165 g CP per kg from six different white-flowered spring
pea cultivars. Chromic oxide was used as the digestibility marker. The pigs were
fed twice daily, at 08:00 and 20:00 h. Each experimental period lasted 9 days.
Faeces were collected from 08:00 on day 6 to 08:00 h on day 8; ileal digesta
from 08:00 on day 7 to 08:00 h on day 9. Of the indispensable (+semi-) AA,
there were differences (P < 0-05) in the AA digestibilities of arginine, methionine,
phenylalanine and tyrosine between the cultivars. In the same order for these
AA, the digestibilities ranged from 81-3 to 89-0%, 67-8 to 75:1%, 680 to 74:6%
and 661 to 74-8%, respectively. Within each cultivar, the digestibilities of cyste-
ine and threonine were relatively low, ranging from 58-5 to 65-9% and from 59-6
to 67-4%, respectively. The digestibility of lysine was relatively high, ranging
from 80-3 to 84-0%, The energy digestibilities in the pea cultivars ranged from
87-4 to 90-2% (P <005); the digestible energy content from 140 to
14-4 MJ kg~* DM. There was considerable disappearance of energy in the large
intestine, ranging from 4-4 to 62 MJ kg~ ! DM intake from peas. In conclusion,
when measured with the ileal analysis method, there were differences (P < 0-05)
in the digestibilities of some of the indispensable AA between the pea samples.
Furthermore, the relatively low digestibilities of methionine and cysteine further
accentuate the limitation of the sulphur-containing AA in protein from peas.

Key words: pigs, peas (pisum satioum), amino acids, energy, digestibility
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

To: Jones, Jennifer L; Palmer, Lee Anne; Queen, Jackie L; Hodges, April; Norris, Anne; Carey,
Lauren; Glover, Mark

Sent: 4/4/2018 2:19:21 PM

Subject: FYI -lentils--deficient in sulfur containing amino acids--methionine, tryptophan, and cysteine

Lentil protein, like other pulse proteins, is a good source of the essential amino acids, particularly leucine, lysine, threonine,
and phenylalanine, but is deficient in the sulfur-containing essential amino acids methionine and cysteine

https://www.sciencedirect.com/science/article/pii/B9780123979353000013

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

CVM OSC/DC/CERT

7519 Standish Place

B6  (BB)

U.S. FOOD & DRUG

HH AL BALD S TR A