Report Details - EON-375168

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2060761

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

2019-01-02 12:27:46 EST

Yes

Problem Description:

Date Problem Started;

Concurrent Medical

Problem:
Outcome to Date:
Date of Death:

Product Name:

Product Type:

Lot Number:
Package Typef
Package Size:

Possess Unopened

Product;

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

Manufacturer
[Distributor Information:

Purchase Location

Information:

FOUO- For Official Use Only

Female spayed dog in excellent health developed DCM and died from it

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

: Bé fon Feb 7th, 2019,
03/01/2018

No

Died Euthanized

i B6 i

Limimimimimim e e -

_ dHealth beef and potato and dhealth untamed lamb and Lentil

Pet Food

BAG

25 Pound

No

No

product stored in an plastic air tight dog food storage container

served twice daily 2 cups each serving.
2 Years

Description:

Time Interval
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event No
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Definitely related

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

Period:

 Tractor Supply'
Address: |

Name:

FDA-CVM-FOIA-2019-1704-003383



Animal Information:

Sender Information:

Additional Documents:

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:

Dog

Griffon - French Wire-haired Pointing

Female

Neutered

52 Pound

5 Years

Excellent

Practice Name;

Contact:

Address: |

United States

Type of Primary/regular veterinarian

Veterinarian:

Date First Seen: 03/01/2018

Permissionto Yes
Release Records
to FDA:

Name:

Address:

Confacti

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

vy
(o2

United States

Phone:
Other Phone: i

Email; |

No

Yes

Email

Store/Place of Purchase

FOUO- For Official Use Only
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Report Details - EON-374758

reaction or disease associated with the product)

ICSR: 2060587

Type Of Submission: Followup

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

Report Submission Date; 2018-12-26 18:26:22 EST
Initial Report Date: 11/12/2018

Parent ICSR: 2058754

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Onset of cough 9/20/18 progressed to biventricular congestive heatt failure and
atrial fibrillation. 12/26/18- six week follow-up. significant improvement with now

_normal energy, normal respirations, finicky appetite persists but is reportedly not

Date Problem Started:
Date of Recovery:

Concurrent Medical
Problem:

Outcome to Date;

unusual for the patient
09/20/2018

12/26/2018

No

Better/Improved/Recovering

Prodﬁct infofmafioni Product Name:

Purina One Smartblend Chicken and Rice Formula (this diet gets mixed into
Puirina ProPlan Savor food and has been transitioned to since the patient was

_initially diagnosed with cardiac disease).

Product Type:
Lot Number:

upc:
Package Type:
Package Size:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name:

Product Type:
Lot Number:

UPC:
_ Package Type:
Package Size:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

FOUO- For Official Use Only

Pet Food

Lot Number: 83071085 1237102
Expiration Date: 05/31/2020

0 1780047555 6

BAG

1.81 kilogram

Yes

in the original bag

Description: Mixed with Purina Proplan Savor dry food

_ Purina ProPlan Savor Adult Shredded Blend Chicken and Rice Farmula (this is

one the new diet that patient was transitioned to after initial cardiac disease
diagnosis)

Pet Food

Lot Number; 82371085 1039109
Expiration Date: 04/30/2020

3810013054

BAG

2.72 kilogram

Yes

Food kept in bag

Other Foods or Yes
Products Given
to the Animal

FDA-CVM-FOIA-2019-1704-003388



Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name:
Product Type:
Lot Number:

UPGC:
Package Type:
Package Size:

Possess Unopened
Product:

Possess Opened
Product:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

During This Time
Period:

4health optimal nutrition for optimal health weight management formula for dogs
Pet Food
Lot Number: WHHO0504-18 HMS

Expiration Date: 05/31/2019

7 49394 14888 1

BAG

3.63 kilogram

No

Yes

Description:  fed exclusively since March 2018

First Exposure 03/05/2018
Date:

Last Exposure 11/11/2018
Date:

Time Interval
between Product
Use and Adverse

Event:

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

6 Months

Perceived Probably related
Relatedness to
Adverse Event:

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

Animal Information: Name:

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

Age:

Assessment of Prior
Health:

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

Hound - Afghan

Female

Unknown

40.6 Kilogram

6 Years

Good

Owner Yes
Information
provided:

2
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Healthcare Professional

Sender Information: Name:

Permission To Contact

Preferred Method Of

Additional Documents:
Attachment:
Description

Type
Attachment:

Description
Type
Attachment:
Description
Type
Attachment:

Description
Type
Attachment:

Description

Information:

Address: i

Contact:

Sender:

Contact:

Contact: Name:

Phone:

B6

United States

Address:

Practice Name: |

Contact: Name:

Email: ¢

Address:

B6

United States
B6 i

Practice Name:

Contact: Name:

Type of Referred veterinarian
Veterinarian:

Permission to Yes
Release Records
to FDA:

United States

Phone: i

Yes

Email

Purina Proplan Savor Chicken and Rice Formula- back of bag.jpg

: photo of back of bag

: Photograph
Purina ProPlan Savor Chicken and Rice Formula- photo of ingredients
guaranteed analysis.jpg

: photo of guaranteed analysis and ingredients list

: Photograph

Purina One Smartblend Chicken and Rice Formula- photo of back of bag.jpg
: Back of bag photo
: Photograph

Purina One Smartblend Chicken and Rice Formula- photo of guaranteed analysis
and ingredients.jpg

: photo of guaranteed analysis/ingredient list
: Photograph
B6 Report 12-16-18 pdf

: Medical Records/Report from 6 week follow-up visit following initial diagnosis of

FOUO- For Official Use Only
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cardiac disease and diet change
Type: Medical Records

FOUO- For Official Use Only 4
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= CVCA

Cardiac Care for Fets

. Animal No:

Animal wt. 40.6 kgs
Clinical No:

Record Date:

Date Range: 12-26-2018 -
i Printed On: 12-26-2018

Consulting Doctor:

£ Client Details @ Patient Details
Name | Phone [ B6 i Name { B6 _} Age [ B ]
Address | BG Species Canine Sex Female

i Breed Afghan Hound Referral B6

L1 Client Summary

Cardiac Evaluation Report

Exam Date: 12-26-2018
Diagnosis

e Dilated cardiomyopathy
o Rule out: nutritional, idiopathic, hypothyroid related, other - previously on a grain-free diet
e Previous echocardiographic findings (11/12/18)
o Mild to moderate mitral valve regurgitation
o Moderately dilated left atrial dimensions
o Severely dilated left ventricular dimensions with severely decreased heart muscle function
o Moderate right heart enlargement
e Atrial fibrillation - improved rate control of 90-110 bpm today
e Bi-ventricular congestive heart failure - symptoms controlled at this time

Concurrent Conditions:

e Hypoalbuminemia - resolved
e Mildly elevated bilirubin on last labwork - diagnosis open
e Hypothyroidism
o Qver-supplemented on initial recheck > not yet re-assessed since dose was decreased

Medications

FDA-CVM-FOIA-2019-1704-003396



Please note

e Please allow 24-48 hours for CVCA to process prescription refill requests.
e Refill all medications indefinitely unless directed by CVCA or your primary care veterinarian.
e Please check all medications and dosages on your discharge report against the pharmacy labels.

Additional Recommendations

failure.
Nutrition:

e Continue Purina One Chicken and Rice Formula, and Purina ProPlan Savor Adult Chicken and Rice formula.
e For more information about nutrition and cardiac disease in pets go to: http://vetmed.tufts.edu/heartsmart/diet/ or
https://www.cvcavets.com/for-pet-owners/nutrition-grain-free/

Activity:

during act|V|ty
e For dogs at risk for sudden death, there is an increased risk for sudden death during activity, but dogs have been
noted to die suddenly at rest and with normal daily activity. We recommend allowing a level of activity that maintains

At Home Monitoring:

e At high risk for symptoms from congestion (fluid in the lungs and/or abdomen) or the development/worsening of an
arrhythmia (irregular heartbeat), including difficulty breathing, lethargy, weakness, anxiety, collapse,
abdominal distension, or dark or blue discoloration of the tongue or gums.

normal breathmg rate for a sleeping dog is fewer than 35 breaths per minute. One rise and one faII of the
chest is one breath. If you notice that the breathing rate is consistently higher than 35 breaths per minute, you can
give additional Lasix as outlined above.

e Congestive heart failure is a life threatening condition. If symptoms do not improve within 1-2 hours with the
additional Lasix, the breathing is labored, or collapse is noted, please seek emergency veterinary evaluation.

Anesthesia/Fluid/Steroid Risk:

o if anesthe5|a is emergent, consider the following recommendatlons no benazepril for 24 hours pricr to anesthesia,
thoracic radiographs prior to induction, judicious use of IV fluids (1-3 ml/kg/hr, or as clinically indicated), caution with
drugs with profound effects on heart rate and blood pressure (i.e. dexmedetomidine, ketamine, telazol,
acepromazine, or atropine [unless indicated by bradycardia]), and careful monitoring of heart rate and rhythm, blood
pressure, and oxygen status during the procedure. If a pressor is indicated, consider a CRI of dobutamine starting at
5 ug/kg/min and titrated to maintain a systolic blood pressure >90-100 mmHg. Monitor closely for several hours upon
recovery and consider repeat thoracic radiographs if there are any concerns. There is risk with any anesthetic event.

overload. If fluids are needed, they should be given conservatively and the breathing carefully monitored as outlined

FDA-CVM-FOIA-2019-1704-003397



above. Nasoesophageal fluids may be better tolerated than parenteral fluids. Steroids should only be given if
necessary and at the lowest effective dosage while monitoring the breathing carefully. Long-acting steroids, such as
Depo-Medrol, should be avoided.

Reevaluation

e Please recheck withE B6 |n 4-6 weeks for a follow up physical exam and recheck

B6

o We have submitted a blood chemistry today. If the cardiac medications need to be adjusted based on today's
blood work results, we may recommend additional follow-up blood chemistries, but we will call you once we
have that information.

® Please recheck with CVCA in ~5 months for a follow up physical exam, echocardiogram, and last collection of
samples for the FDA study (blood for amino acid testing [whole blood and plasma], urine, and feces (collected and
frozen within 48hrs of visit). The cost of the echocardiogram, examination, and specific samples that will be sent for
the DCM study will be covered by the FDA.

o Any additional testing (ECG, other blood work not utilized in the study, etc.) will be charged to you directly.

o Unless otherwise notified, don't worry about trying to schedule the appointment 3-5 hours after! Bg ihas a

"normal meal" since she is an eater that likes to graze. Her initial and 6 week follow-up appointr’hents had
samples that were taken > 20 hours after her last full meal. Ideally, try to make sure that she has not had a
"large" meal within the 3-5 hours prior to her next appointment.

o Please contact us or schedule an earlier appointment if: B6 has any problems or symptoms indicative of

worsening heart disease or if recommended by B6 !

Sincerely,

B6 i VMD, DACVIM (Cardiology)
Team Leader:i B {LVT
i ff: b B6 i

4 Primary Care Summaries

Visit Summary

and CHF in mid-November B6 :

A chemistry showed normal renal values andi  Bé___ {was also added at that time. She was also switched from a grain
free diet (4 Health Grain Free) to a mix of Purina One and Purina ProPlan Chicken and Rice formulas. Since starting all meds
and supplements she is much improved w/normal RR/RE, great energy level, improved abdominal distension. She continues

to have a grazer appetite (never really eats full meals). No v/d reported.

Initial presenting.histary Nov 2018: Cough first noted 9/20 after boarding for several days. Did not improve and subsequently
started of ___B6 __‘and cough tabs with minimal improvement. Yesterday was listless and anorexic and taken t¢ggiC and

diagnosed with cardiomegaly, ascites, and suspected CHF; 1.6L removed via abdominocentesis, given lasix injectiérrdnd
cardiology consult recommended. Diet changed in March to a grain free diet. No V/D/S reported. O reports PU/PD over the
past two weeks.

Diet: Purina One and Purina ProPlan - Both Chicken /Rice based diets

B6

FDA-CVM-FOIA-2019-1704-003398



Referral Diagnostics:

e Most recent labwork (11/27/18): B6

CVCA Diagnostics and/or procedures:

e Diagnostic ECG: Atrial fibrillation with controlled response rate (90-110 bpm); no ventricular ectopy noted
e Blood chemistry - pending

Echocardiographic Findings

No echocardiogram performed today

Comments

ito see us W|th- B6 'for her recheck today. Fortunately,i B6 :has been clinically doing

Thank you for sendlng- _____________

very well with |mproved atrial fibrillation rate on ECG, clear lung sounds, and no evidence of abdomlnal effusion or clinical
heart failure noted on examination today. We pulled samples for submission to the FDA today as part of a continuing study
looking at DCM suspected to be secondary to grain-free diets in dogs. B6 i

B6 |

the current dosages, and plan to reassess her echocardiogram in May. We hope that she will continue to do well and look
forward the results of your follow-up reports in the interim.

We appreciate your continued referrals and the trust you place in CVCA to co-manage your cardiac patients. We look forward
to working with you on this case and others. In an effort to continue to improve CVCA's service to both you and your clients,
please visit our website at www.cvcavets.com and complete our online referring veterinarian survey.

Sincerely,

B6 i VMD, DACVIM (Cardiology)

FDA-CVM-FOIA-2019-1704-003399



Report Details - EON-374786
2060599

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: 2018-12-27 10:09:22 EST

Reported Problem: Problem Description:

Date Problem Started

Concurrent Medical

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

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

i Be__iwas asymptomatic but eating same diet (Acana) so was screened 8/20/18
- reduced contractile function. Owner changed diet to Pro Plan Weight

Management.div. No improvement on 12/12/18 echo Will recheck in 3 months
WEB taurini B6

: 08/20/2018

Yes

Problem;

Pre Exisﬁng ‘Conditions
Outcome to Date

Hypothyroidism, incontinence, history of UTIs/crystalluria

: Stable

Product Information: Product Name:

Product Type

 Acana Free Run Pbu|try dry
: Pet Food

Lot Number:

Package Type:

Product Use

Information:

BAG

Description: Fed since approximately 9/2016 (see diet history form)

Changed to Pro Plan Weight Management Aug 2018

Manufacturer
[Distributor Information:

Purchase Location

Information:

Animal Information: Name: ...
Type Of Species
' Type Of Bréed
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

teumemamumamsmamd

Dog

Doberman Pinscher

Female

Neutered

38.1 Kilogram

10 Years

Excellent

Owner Yes
Information

provided:

Contact:

Address:

B6

United States

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact:

Name: Lisa Freeman

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:
Attachment: .......... B -é.mm}medical records.pdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-376195
2061133

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: 2019-01-12 05:33:11 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date;

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

cough, eventually very quickly became lethargic and refused fo eat Took her fo
the ER and she was diagnhosed with heart fallure, she stayed in the ICU for three

 days and was diagnosed by her cardiologist there with nutritional cardiomypathy.

She has since been removed from the food. on medications, and supplements
and has responded well She still has severe damage to her heartand it is

. severely enlarged. Her cardiologist attributes this o the dog food that she was

eating and she had no health problems before hand and it was late onset at the
age of 11 to be diagnosed with DCM.

10/22/2018

No

Unknown

ACANA Lamb and Apple Singles Formula
Pet Food

BAG

25 Pound

10/01/2018

1

No

Yes

Stored in the bag with a clip to seal it shut.
Fed ' B6 Etwo cups in the am and two cups in the pm daily

10/0172078

Déscriptidn:
First Exposure
Date:

Last Exposure 11/04/2018

Date:

Time Interval 1 Years
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Unknown
Abate After

Product Stop:

Product Use No

Started Again:

Perceived Definitely related
Relatedness to

Adverse Event:

Other Foods or No

FDA-CVM-FOIA-2019-1704-003406



Products Given
to the Animal
During This Time
Period:

Manufacturer
[Distributor Information:

Name: P
Address: |

Purchase Location
Information:

i
i
i
1
i
i
i

Animal Information: Name:

Type Of Species:

Dog

Type Of Breed: Pit Bull

Gender: Female

Reproductive Status: Neutered

Weight: 52 Pound

Age: 11 Years

Assessment of Prior Good
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Address; |

- B6

United States

Type of Referred veterinarian

Veterinarian;

Date First Seen: 11/04/2018

Permissionto Yes
Release Records

to FDA:

Sender Information: Name: B6 ?

Address: |

United States

Contact: phone:

Reporter Wants to No

Remain Anonymous:

Permission To Contact Yes

Sender:

Preferred Method Of Phone

Contact;

Reported to Other Other

FOUO- For Official Use Only
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Parties: Manufacturer
Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-375208
ICSR; 2060775

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-02 15:28:26 EST

Reported Problem: Problem Description: = Congestive heart failure, hypotension/cardiogenic shock, thrombocytopenia,

Date Problem Started: | B6 !

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Hydrocodone/acetaminophen, hydrocodone/homeatropine, prednisone,
phenobarbitol

Outcome to Date: Died Euthanized

Date of Death: | B6 !

Product Information: Product Name: Arcana lamb and apple - grain free
Product Type: Pet Food

Lot Number:

Possess Unopened Unknown
Product;

Pdsséss Ope‘ned Unknown
Product:

Product Use pescription: = Fed as primary diet for years

Information: Broduct Use |No
Stopped After the
Onset of the
Adverse Event:;

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

Animal Information: Name: i B6 !

Type Of Species: Dog

Type Of Breed: Weimaraner

Gender: Male

Reproductive Status: Neutered

Age: 8 Years

Assessment of Prior Unknown
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes

Information
provided:
Contact: Name: P BGH“

Phone: L e
Address: B 6
United States
FOUO- For Official Use Only 1
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Healthcare Professional | Practice Name: '_
Information: i i
ot Name ________________ ................................................................... i
Phone: |
Other Phone:
Email: |
Address: B 6
EUnited States
Sender Information:  Name: ....B6
Address: i B 6
IUnited States
Contact: Phone: . B6 |
Other Phone: | B6 |
Email: l B6
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-377465
ICSR; 2061751

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2019-01-25 09:02:33 EST
Reporter is the Animal  Yes
Owner:
Reported Problem: Problem Description:
~ referred for a suspected frachéai mass. The owner reports that hlg appetite has
been off for the past week He is still ealing but eating slowly and only wants
people food. No vomiting/diarrhea |ast night the owner noted increased
_respiratory noise to his breathing and his cheeks were puffing out He has been
coughing some the past 24hours only. He ate 1 cup of food this morning He is on
bllaterally symmetrical and is nonpainful. No stridor lliagnostics: RV tan CBC
_ profile today- all wnl RV sent two upper cervical xrays 3 view chest- marked
cardiac enlargement with severe pulmonary infiltrate, no eflusion 2 view
abdomen- stomach empty no ascites, no masses, no significant findings FAST
SCAN US of thorex- dilated chambers with very poor contractility no pericardial
DVM,! B6 i
Date Problem Started: | B6 |
Concurrent Medical No
Problem:
Outcome to Date: Dled Other
Date of Death: | B6___ |
Product Information: Product Name: BLUE BUFFALO GRAIN FREE LAMB AND POTATO
Product Type: Pet Food
Lot Number:
Package Type: BAG
Package Size: 40 Pound
Purchase Date: 10/31/2015
Number Purchased: 1
FOUO- For Official Use Only 1
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Animal Information:

Possess Unopened No

Product:

Possess Opened No
Product:

Storage Conditions: IN BAG

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
[Distributor Information:

Purchase Location Name:

Information: Address:

DOG FOOD GIVEN EACH DAY FOR 3 YEARS

11/01/2015

3 Years

Yes

Not Applicable

Unknown

Definitely related

No

CHEWY

United States

Name: : B6 i

Type Of Species: Dog

Type Of Breed: Retriever (unspecified)

Gender: Male

Reproductive Status: Neutered

Weight: 87 Pound

Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional  practice Name:

Information: Contact:

Address:

FOUO- For Official Use Only 2

Name:
Phone: ! B6 i
Other Phone: . B6
Email: B6 i

B6

FDA-CVM-FOIA-2019-1704-003417



Sender Information: Name:

Permission To Contact

Preferred Method Of

Reported to Other

Additional Documents:
Attachment:

Address:

Contact:

Sender:

Contact:

Parties:

Description:

Type:

B6

United States

Type of Referred veterinarian

Veterinarian:

Date First Seen: !

Permission to
Release Records
to FDA:

United States

Phone: i B6
Other Phone:

Email: B6

Yes
Email

Other
Manufacturer
Store/Place of Purchase

OVRS REPORT.pdf

Letter

FOUO- For Official Use Only
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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-374327

2060407

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date;

2018-12-19 17:20:05 EST

Yes

Problem Description:

_event He has also exclusively been fed grain free blue buffalo (call of the wild)

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

: B6 'began actlng strange (latharglc Iack of appetlte breathmg hard) since

_taken off his grain free diet and how we anxiously walt o see a cardiologist.

since he was a pup and has never had any S!gmfcant medlcal issues until this

and that we need to see a cardlologlst immediately | i

11/24/2018

No

Worse/Declining/Deteriorating

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

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer

FOUO- For Official Use Only

BLUE Wilderness with Chicken for Adult Dogs
Pet Food

BAG

11/06/2018

1

No

No

Stored in pet food bin with lid closed.

Description: Purchased through amazon. Stored in closed pet food bin,

__1.5cups given at meal time,

First Exposure 11/07/2018
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

12/15/2018

6 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Unknown
Abate After

Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

No

Definitely related

FDA-CVM-FOIA-2019-1704-003423



Purchase Location

[Distributor Information:

Information:

Name: __Amazon

Address: United States

Animal Information: Name:

Assessment of Prior
Number of Animals

Number of Animals

Healthcare Professional

Sender Information: Name:

Contact;

Reporter Wants to
Remain Anonymous:
Permission To Contact
Sender:

Preferred Method Of
Contact:

FOUO- For Official Use Only

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

Health:
Given the Product:

Reacted:
Owner Information:

Information:

Address:

American Pit Bull Terrier

Male

Neutered

71 Pound

6 Years

Excellent

Pr_actice Name: _ .
Contact: Name:

A : .................... é ——

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 11/26/2018

Permissionto VYes
Release Records
to EDA:

Practice Name:

Contact: Name: i B6 i

Type of Referred veterinarian
Veterinarian:

Date First Seen: 12/19/2018

Permissionto VYes
Release Records
to FDA:

United States

Phone:

No

Yes

Email

FDA-CVM-FOIA-2019-1704-003424



Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 3
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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-375880

2060996

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

Report Submission Date: 2019-01-08 21:46:26 EST

Yes

Problem Description:

' Dafe Probiem 'Stal"ted:v
Date of Recovery:

Concurrent Medical

Problem;
Outcome to Date;

Product Name:

Product Type:
Lot Number:
Package Type:

Possess Unopened

Product:

Possess Opened

Product;
Storage Conditions:

Product Use

Information:

| became aware of a possible link between feeding grain free food and low
_ Her whole blood Taurine leve| wa:’L B6 iwhich is considerad low for Golden

. Golden Retrievers. She got an echocardiogram on 10/2//2018 and was found to

Taurine levels/DCN. Since my dog had been on Canidae grain free for a year
(May 2017 - early June 2018} | tested.her whole blood Taurine level on 6/21/18,

Retrievers. | changed her food to grain inclusive and retested her on 10/1/2018.

haye a_"normalf‘ heart. _
06/21/2018

10/01/2018

No

Better/Improved/Recovering

Canidae Grain Free Pure Wild Dry Dog Food with Wild Boar Grain Free | imited
Ingredient Diet

Pet Food

BAG

No

No

After purchase, | store the open bag in a sealed container that's in my pantry.

Fed as meals, three times a day. Sometimes the kibble was
also used as training treats.

05/14/2017

Description:

First Exposure
Date;

Last Exposure
Date:

Product Use
Stopped After the
Onset of the
Adverse Event:

05/20/2018

Yes

Adverse Event Yes
Abate After

Product Stop:

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:

Manufacturer
[Distributor Information:

FOUO- For Official Use Only 1
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Purchase Location

Animal Information: Name:

Assessment of Prior

Number of Animals
Given the Product:

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:

Additional Documents:
Attachment:

Type:
Attachment:

Type:

Information:

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

Age:

Health:

Description::

Description: l

Petco

B6

United States

Name:

Address:

Retriever - Golden
Female

Neutered

48 Pound

3 Years

Excellent

Practice Name:

Contact: Name: B6 :

Address:

United States
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 06/21/2018

Permissionto Yes
Release Records
to FDA:

United States

Phone: : .B6 i
Email: | ____B6

Yes

Email

None

Taurine test 6-21-2018.pdf

Laboratory Report
Taurine test result 10-1-2018.pdf

Laboratory Report

FOUO- For Official Use Only

2
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Report Details - EON-375771

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;
Reporter is the Animal

Owner:

Reported Problem:

Product Information:

2060959

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2019-01-08 09:16:48 EST

Yes

Problem Description:

_For 35 vears dog was fed Canidae Pure Land Bison dry dog food Upon release

of FDA warning that heart disease was caused in dogs eating Grain Free food,
dog was taken off diet as of July 2018 and switched to Royal Canin Prescription

_ Gastrointestinal. However, at routine physical on November 30, 2018, a grade 1-2

heart murmur was discovered in dog. Upon th.ls Jfinding. an echogardiogram was
performed by a licensed veterlnary |ntern|st i B ‘who concluded

. that dog has early stage DCM.

Date Problem Started:

Concurrent Medical

Problem:
Pre Existing Conditions:

Outcome to Date:

11/30/2018

Yes

Dog had environmental allergies - was taking Benadryl as prescribed and VARL
Liquid Gold to desensitize from allergies. Overall, allergies were in check and dog
was in excellent health. Dog also took Bravecto and Heartgard to protect from
fleas, ticks, and heart worm.

Stable

Product Name:

Product Type:

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

. CANIDAE Grain-Free PURE [ and with Bison Limited ingredient Diet Adult Dry

Dog Food
Pet Food

640461015870

BAG

21 Pound

07/01/2018

1

No

No

Before opening, product was stored in bag on main living floor in kitchen pantry.
After opening, product was stored in an air-tight bin on main living floor in kitchen
pantry.

Description: 1 cup of food was administered twice a day in a slow-feed

bowl over the course of 3 1o 8 5 years.
Last Exposure 07/16/2018
Date:

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

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Definitely related
Relatedness to
Adverse Event:

FDA-CVM-FOIA-2019-1704-003436




Animal Information:

Manufacturer Name:

/Distributor Information

Purchase Location

Information:

Name:

Type Of Species:

Type Of Breed

Canidae Corporation
: Type(s): Manufacturer

Address: California

United States

Contact: Phone: 18003981600

Web Canidae.com
Address:

Possess Onhe or Yes
More Labels from
This Product:
Name:
Address: |

United states

: Retriever - Golden

Gender: Male

Reproductive Status
Weight
Age

: Neutered

: 80 Pound

: 4 Years

Assessment of Prior Good

v Health:_

Nun"lberv of Animals

1

Given the Product:

Number of Animals

_ Reucted
Owner Information:

Healthcare Professional

Information:

FOUO- For Official Use Only

1

Pfactiée Namé:

Address: :

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 12/06/2018

Permissionto Yes
Release Records
to FDA:

Practice Name: B6 f
Contact: Name:

i
i
i

Phone:g

Address: ! B 6

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 11/30/2018

2

FDA-CVM-FOIA-2019-1704-003437



Sender Information; Name:
Address:

Permissionto Yes
Release Records
to FDA;

United States

Contact; Phone:
Email: !
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Other
_Par_ties;
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-376088

2061078

Owner:

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: 2019-01-10 21:20:52 EST

Reporter is the Animal  Yes

Reported Problem: Problem Description: |

Date Problem Started: 12/06/2018

diet. After presenting to the veterinarian with a heart murmur, he was evaluated
by echocardiogram and found to have severe dilated cardiomyopathy.

Concurrent Medical Unknown

Problem:

Outcome to Date: Stable

Product Information: Product Name:

Product Type: Pet Food

 CRAVE Dog Food with Protein from Salmon and Ocean White Fish

Lot Number:

Package Type: BAG

Package Size: 22 Pound

Possess Unopened No

Product:

Possess Opened No

Product:

Storage Conditions:

Inside of the bag in an airtight plastic container.

Fed 1o the dog twice daily, 2/3 cup per day.
Yes

No

No

Probably related

Yes

Product Use pescription:
Information: Brodiict 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
[Distributor Information:
Purchase L ocation
Information:
Animal Information: Name: B6 ______ :
Type Of Species: Dog
Type Of Breed: Shih Tzu
Gender: Male
R_eprqductive Status:_ Intact
Weight: 13 Pound
FOUO- For Official Use Only 1
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Assessment of Prior Good
Health:

Number of Animals 1
Given the Product;

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional practice Name: !
Information: :

Address:

B6

United States

Type of
Veterinarian:

Referred veterinarian

Date First Seen:

12/06/2018

Permission to
Release Records
to FDA;

Yes

B6

Sender Information;

Name:

Address: nited States

Contact: phone: i

Reporter Wants to No

Remain Anohymous:

Permission To Contact Yes

Sender;

Preferred Method Of Email

Contact:

Reported to Other Other

Parties:

Additional Dpcuments: _

FOUO- For Official Use Only 2
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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:

Report Details - EON-376046

2061059

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2019-01-10 14:40:34 EST

Yes

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Pre Existing Conditions:
Outcome to Date:

_ After changing foods fo a grain-free diet, the dog went into heart failure His heart

faillire onset was sudden.
12/23/2018

Yes

Food allergies leading to hot spots.

Worse/Declining/Deteriorating

Product Name:
Product Type:
Lot Number:

UPC:

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

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

- Diamond Naturals Skin & Coat All Life Stages Dog Salmon & Potato Formula

Pet Food

Expiration Date: 12/17/2019

74198613847

BAG

30 Pound

11/26/2018

1

No

Yes

The food was opened upon arrival. The Food was stored in a sealed cooler after
being opened.

Description:

First Exposure
Date:

Dog was fed 1.5 cups of food once a day.
12/03/2018

Last Exposure 01/07/2019

Date:

Time Interval 2 Weeks
between Product
Use and Adverse

Event:

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

Possibly related

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

Period:

Name: Chewy com

FOUO- For Official Use Only
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Animal Information:

Name:

Type Of Species:
Type Of Breed:

_ Cerder
Reproductive Status:
Weight:

Age:

Assessment of Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

Basset - Griffon Vendeen (unspecified)

Male

Neutered

37 Pound

6 Years

Good

Practice Name:

Contact:

Address:

United States

Type of
Veterinarian:

Primary/regular veterinarian

12/26/2018
No

Date First Seen:

Permission to
Release Records
to FDA:

Sender Information: Name:

Address:

Contact;

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

United States

Phone:

No

Yes

Email

None

Additional chuments: _

FOUO- For Official Use Only
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Report Details - EON-374687
2060556

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: 2018-12-26 10:11:25 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Pre Existing Conditions:

Outcome to Date;
Date of Death:i

Product Information: Product Name

Product Type

Lot Number:

UPC:

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

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use Dpescription:
Information:

FOUO- For Official Use Only

BG ‘had- 'As part of his recovery process the
surgeon put R 6 Antibiotics] He femained on those for about 3 months, After

his recovery period, he was given a clean bill of health from the surgeon and he

 seemed fine. About a month later, he began coughing one day and the cough

gradually worsened over the next few days. We took him to our regular vet She
put him on a different antibiotic stating the one from surgery may have killed off

. good bacteria and this one should correct that Within 10 days, he seemed

perfectly normal again. About two weeks later, his cough returned and got really
bad quickly. We took him to the emergency vet hospital and they diagnosed him

_with an enlarged heart \We took him back two days later for an echo cardiogram

and it confinmed it His heart was more than double the normal size He died three
weeks later Because- .had always had some apparent allergies, we at the

........

W|th hls heart When this occurred we were stunned as this condmon was
usually attributed to a birth defect Yet at no time did he every exhibit any issues

article, that | realized that we had swﬂiched‘ B6 -to a different graln free dog food

about 12 months before he died.
04/01/2018

Yes

He was always allergic to the grass, so he was given anti-itch medication for
about 6 months., Apoquel 16 mg.

Died Naturally

B6 i

[y ——— —d

Frqmm_ Family From the He_artlavnd Grain Fre_e Dqg Fvoodv
Pet Food

Do not know

BAG

26 Pound

06/01/2017

1

No

No

We used a sealed, plastic dog food storage bin. We would pour the entire
contents of the bag into the bin immediately upon opening. The bin was kept in a
clean, dry area. We would completely empty the bin before adding any new food
to prevent older food from accumulating in the bottom of the bin. The previous
months food would then be on top and used first. We followed this method for his
entire life. In addition, the question below asked of there were any other foods or
products given to the animal during this time? Yes, he received grain-free dog
treats from the same brand Fromm.

First Exposure 06/01/2017

FDA-CVM-FOIA-2019-1704-003450



Last Exposure |
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
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:

Date:

Definitely related

Manufacturer
[Distributor Information:

Purchase Location Name:
Information:

Address: |

Animal Information:

Name:

Type Of Species:

Type Of Breed: Retriever - Labrador

Gender: Male

Reproductive Status: Neutered

Weight: 100 Pound

Age: 8 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information:

Name:

Address;

United States

Contact: phane:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

FOUO- For Official Use Only 2
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IAdditionaI Documents:

FOUO- For Official Use Only 3
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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:

Report Details - EON-375559

2060907

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom

, reaction or disease associated with the product)

Voluntary

2019-01-05 19:04:25 EST

Yes

Problem Description:

i B6 iwas slightly lethargic and upon veterinary examination, a new heart murmur

I

was discovered We scheduled an echocardiogram and she was diagnosed with
Dilated Cardiomyopathy and a Mitral Valve Regurgitation \We sent her biood into

UG Davis for a taurine test and her taurine levels were normal [t Is suspected that
her food caused this issle.

Date Problem Started: 10/30/2018

Concurrent Medical

No

Problem:

Outcome to Date:

Stable

Product Name:

Product Type:

Fromm Surf & Turf dry dog food
Pet Food

Lot Number:

v Pat_:kage Type:

BAG

Package Size: 12 Pound

Purchase Date:
Number Purchased:

Possess Unopened

10/04/2018

1

No

Product:

Possess Opened

No

Product:

Storage Conditions:

Product Use

After purchase was immediately placed into a dog food storage container with air
tight lid.

Description: 2 cups per day by mouth

Information:

Last Exposure 10/18/2018

Date:

Time Interval 1 Years
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Unknown
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Probably related

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

Manufacturer

FOUO- For Official Use Only
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Animal Information:

Sender Information:

Additional Documents:

IDistributor Information:

Purchase Location

Information:

Name:

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

Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Name:
Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Attachment:

Description: |

Type:

Name:
Address:

Pit Bull
Female
Neutered
56 Pound
8 Years
Excellent

United States

Practice Name:

Contact:

Address: |

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

Name:

United States

Primary/regular veterinarian

10/30/2018
Yes

B6

United States

Phone:

EchoE:ardiogram

FOUO- For Official Use Only

2
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Attachment:

taurine results.pdf

Type: Laboratory Report

FOUO- For Official Use Only
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Report Details - EON-375313
ICSR; 2060813

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

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-03 13:30:04 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem;

Pre Existing Conditions:
Outcome to Date:

‘ B6 ihas been eating grain free GO Venison since September 2014 up uritil
"NivVember 2018 when we switched her to Hills Science Diet large breed chicken
and barley Her Taurine level in November 2017 wasi B6 |She had an

deficient dilated cardiomyopathy. It is recommended that she take Taurine and |-
carnitine supplements daily and have another Taurine blood test in 3 months and
_ a recheck cardiology examination and echocardiogram In 6 months. ,

12/27/2018

Yes

Hypothyroidism 0.6mg thyrotabs

Stable

Product Information: Product Name:

Product Type:

Lot Number:
Package Type:
Purchase Date:
Possess Un'opeynedk
Product:

Possess Opened
Product:

Product Use
Information:

[Distributor Information:

Purchase Location
Information:

Manufacturer

. GO Venison

Pet Food

BAG

11/01/2018

No

No

Animal Information: Name:

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

Age:

Assessment of Prior
Health:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

FOUO- For Official Use Only

Address;

Retriever - Golden

Female

Neutered

31.5 Kilogram

5 Years

Good

FDA-CVM-FOIA-2019-1704-003462



Canada

Contact: phone:
Other Phone:
Email: |

Reporter Wants to No
Remain Anhonymous:

Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additioﬁal Dbcuments: k

FOUO- For Official Use Only 2
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Report Details - EON-374789
2060600

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: 2018-12-27 10:47:28 EST
Reported Problem:

Problem Description: Arrhythmia identified at primary care vet on 1 1/1 5/18 Evaluated at Tufts 12/5/18 ,

supplementatlon) Owner was recommended to change diet and we will recheck
in 3 months

Date Problem Started: 11/15/2018
Yes

Concurrent Medical
Problem

Pre EX|st|ng Condltlons History of anaplasma, von Willebrand disease, skin allergies, elevated ALT
Outcome to Date: Stable

Product Information:  Homecooked diet - see diet history in medical record

Product Type: Other

Product Name:

Lot Number:

Product Use
Informatlon

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

Doberman Pinscher

Male

Neutered

40.9 Kilogram

B6 Years

Good

Owner Yes
Information
provided:

Contact: Name: !

Phone: .

Address: |

Unlted States

Practice Name:

Contact: Name: Lisa Freeman

Phone: (508) 887-4523

 1ufts Cummings School of Veterinary Medicine

FDA-CVM-FOIA-2019-1704-003466



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:é_ ________ E_ém'":medical records

Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-377314

ICSR: 2061661

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; 2019-01-23 17:25:12 EST

Initial Report Date: 08/15/2018

Parent ICSR: 2053786

Follow-up Report to Yes

FDA Request

Reported Problem: Problem Description:  Diagnosed with mild dilated cardiomyopathy, sinus bradycardia, first degree AV,

block, found to have taurine deficlericy based on analysis of whole blood! B6 !

. nmol/mL ). Update 10/22/18. Recheck whole blood taurine atter diet changeang

oral subplementation: B6 hmolinl Update 1/8/19 Unremarkable

echocardiogram DCM resolved
Date Problem Started: 07/11/2018
Date of Recovery; 01/08/2019

Concurrent Medical Yes
Problem;

Pre Existing Conditions: Other medical history includes: eosinophilic bronchopneumopathy, overweight,
suspected atopic dermatitis

QOutcome to Date: Recovered Completely

Product Information: Product Name: TruDog FEED ME Crunchy Munchy Beef Bonanza
Product Type: Pet Food

Lot Number:
Package Type: BAG
Possess Unopened No

Product:
Possess Opened No
Product;
Product Use pescription: Fed in combination with Honest Kitchen vegetatian premix
Information:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event Unknown
Abate After
Product Stop:
Product Use Unknown
Started Again:
Perceived Possibly related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
/Distributor Information:
Purchase L ocation
Information:
Product Name: Hanest Kitchen Dehydrated Grain Free Veggie, Nut & Seed Base Mix (Kindly)

Product Type: Pet Food

FOUO- For Official Use Only 1
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Lot Number:
Package Type: BOX
Possess Unopened No
Product:
Possess Opened No
Product;
Product Use Description:  Rehydrated and fed as main diet in rotation with other
Information: foods: fed in combination with 85% lean ground beei or
Trudog raw beef dist
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event Unknown
Abate After
Product Stop:
Product Use Unknown
Started Again:
Perceived Probably related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Product Name: Honest Kitchen Grain Free Turkey Recipe (Embark)
Product Type: Pet Food
Lot Number:
Package Type: BOX
Possess Unopened No
Product:
Possess Opened No
Product;
Product Use pescription:  Rehydrated and fed as main diet in rotation with other foods
Information:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event Unknown
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Probably related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
IDistributor Information:
Purchase L ocation
FOUO- For Official Use Only 2
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Information:
Product Name: .
Product Type:

‘ Lot Numbeh
Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

[Distributor Information:

Purchase Location
Information:

Animal Information: Name:

Type Of Species:
Type Of Breed.:
Gender:
Reproductive Status:
Age:

Assessment of Prior
Health:

Number of Animals
Given the Product;

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

Manufacturer

 Honest Kitchen Grain Free Beef Recipe (Love)

Pet Food

BOX

No

No

Unsure. Owner still has product at home but | do not have any samples of the
product.

Description: Rehydrated and fed as part of main diet (in rotation with

other products)

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:

Probably related

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

Yes

Pointing Dog - Hungarian Short-haired (Vizsla)

Male

Neutered

5 Years

Unknown

1

1

Owner Yes
Information

provided:

Contact:

Address:

B6

United States

FDA-CVM-FOIA-2019-1704-003473



Sender Information:

Additional Documents:

Healthcare Professional
Information:

Name:

Address: -.

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Practice Name;

Address:

Type of
Veterinarian;

Date First Seen:

Permission to
Release Records

to FDA:;

Practice Name:
Contact:

Address:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA;

Practice Name:
Contact:

Address:

B6

United States

Referred veterinarian

08/08/2018

Yes

B6

United States

Referred veterinarian

07/11/2018

Yes

B6

United States

Type of Primary/regular veterinarian

Veterinarian:

United States

Phone:

Email: |

Yes

Email

Other

FOUO- For Official Use Only
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Attachment: i B6 i Medical history 2018-10-10 to 2019-01-23 pdf

(SR S

Description:i B6 ;'nedical records 10-2018 through 1-2019

Type: Medical Records

Attachment: i B6 i 2019-01-23_ECG.pdf

o i b

Description: 1/2019 ECG
Type: Medical Records

Attachment: . B6 | 2019-0123 | B6 _iRecs 12-5-18-1-9-19.pdf

Description: Additional primary care veterinarian recordsiL B6 !
Type: Medical Records

(U]

FOUO- For Official Use Only 5
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B6

B6

Client
B6 :
Home:{ ___ B6 i
Most recent visit date: ~ {___B&
Microchip No.: n/a
Rabies tag ID / date : n/a

MEDICAL HISTORY

10-Oct-2018

Patient Alerts

to 23-Jan-2019

Canine

Mixed Breed:; Vizsla

. n/a

\ B6 i

B6 i

Brown
Male / Neutered - 65.1 Ib (23-Jan-2019)

Weight by Age i Record date
[ 23-Jan-2019
'B6 08-Jan-2019
P 10-Oct-2018

Active Concerns Established
n/a

Inactive Concerns Established

Resolved Concerns (since 10-Oct-2018) Established Resolved
Prednisone toxicity 10-Oct-2018 10-Oct-2018
Pruritus 10-Oct-2018 10-Oct-2018
Taurine deficiency 10-Oct-2018 22-Oct-2018
Dilated cardiomyopathy 10-Oct-2018 23-Jan-2019
First-degree AV heart block 10-Oct-2018 23-Jan-2019
Overweight 10-Oct-2018 23-Jan-2019

Medications (since 23-Jan-2018) Amount  Disp. Date

| B6_iEarly Cardiac K9 7.7Ib 1.00 bag 19-Sep-2018

Feed as directed.

Exported by:il B6

10of9
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Client: B6 i Patienti | B6 L e -
MEDICAL HISTORY: 10-Oct-2018 to 23-Jan-2019 B6 i

Outpatient visit (10-Oct-2018 to 10-Oct-2018)

Appointment Type: Recheck Provider: B6

Concerns (Problem List)

Active Inactive
» Taurine deficiency (10-Oct-2018)
» Dilated cardiomyopathy (10-Oct-2018)
* Overweight (10-Oct-2018)

{_...B6____|Exam """B6 | DVM, DACVN
14:18
VITALS
Temp (F) HR RR SBP CRT MM color Pain BCS
1418 1015 100 28 -- <2 Pink 0 6

CLIENT INTERVIEW

Presenting concerns DCM, overweight - progress evaluation - Initial consult 8/15/18, last recheck 9/5/18
Medication history Flovent - Q24h; Prednisone - absent - History of adverse reaction to prednisone
Diet history Diet history -

Current Diet: Royal Canin Veterinary Diet Early Cardiac dry (309 kcal/cup) - 1.5 cups 2x/day =
927 kcal/day. 50 mg Na/100 kcal = 464 mg Na/day

Previous Diets:

- Rotation between various flavors: Honest Kitchen Grain Free Beef, 1.5 cups 2x/day. 514
kcal/cup (rehydrated; kcal/cup for dry measure not provided) // Honest Kitchen Grain Free
Turkey, 1.5 cups 2x/day. 488 kcal/cup // Honest Kitchen Grain Free Vegetarian premix, 1.5 cups
2x/day; 370 kcal/cup, WITH added 85% lean ground beef or TruDog raw beef diet (3/4 cup
2x/day)

- Taste of the Wild Salmon. Has avoided chcken/duck-based diets.

Treats:

- Zuke's Mini Naturals (3 kcal/treat) 2/day = 6 kcal/day

- VeggieDent chews, 102 kcal/treat, 4-5/week = ~68 kcal/day

- Cooked egg, 80 kcal/egqg, 2-3/week = ~29 kcal/day

- Imagine pumpkin soup, 1/2 cup diluted with water/day. 60 kcal/cup, 590 mg Na/cup = 983
mg/100 kcal. 30 kcal/day, ~300 mg Na/day (total diet: 50 --> 74 mg Na/100 kcal)

egg (1/week), Newman's Own chicken flavor treats 3/day, vegetable soup, bully stick, carrot,
pear.

- Hx taco cheese (1/4 handful 2x/day), salmon skin treats, raw or cooked egqg (1-2/week), peanut
butter (1/tsp/pill), pumpkin

Supplements:

- Now Foods taurine 1000 mg PO q12h

- Hx Fortiflora 1 packet/day - stool quality fine without probiotic

- Hx Nutritional yeast - discontinued

Daily Calorie Intake: 1057 kcal/day (1.24*RERideal), with 927 kcal/day from main diet + ~130
kcal/day from treats

Diagnostic history Summary of prior diagnostics -
07/11/18: Echocardiogram: Mild DCM. Mild moderate myocardial failure of LV, no eccentric
hypertrophy on LV. No LAE. No MR. Right heart normal in size. No pleural effusion, pericardial
effusion, or ascites. ECG: HR 70 bpm, sinus bradycardia, first degree AV block. BP #3 RPL 160,
145, 145 mmHg (HR 80).
07/11/18: Whole blood taurine: 148 nmol/ml (200-350)

History General history - Hx eosinophilic bronchopneumopathy - in remission. Bradycardia, first degree

AV block. Mild DCM, taurine deficiency. Owner reportsi Bé s doing well; has had fewer

walks lately (owner was caring for friend in hospice). Owner Fad detailed phone interview with

*Documents are available as separate attachments or files.
B6 i 20f9

- B6 1 B6 |
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Client: B6 ! Patienti ~ B6 | ]
MEDICAL HISTORY: ; B6 gtoi B6 : BG
10-Oct-2018 Exam ! 'B6 | DVM, DACVN
14:18 FDA investigator to confirm history and provide additional information.

Weight history

EXAM FINDINGS

ASSESSMENTS

B6

Dilated cardiomyopathy
Mild

Taurine deficiency
07/11/18: Whole blood:. B6_imol/mL

B6

*Documents are available as separate attachments or files.

i B6 i 30f9
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Client:i B6 | Patient:i B6 i

MEDICAL HISTORY: 10-Oct-2018 to 23-Jan-2019 ) B6
10-Oct-2018 Exam | B6__|DVM,DACVN

14:18  prednisone toxicity

PLANS

Taurine deficiency, Dilated cardiomyopathy, Overweight
« Happy with weight progress! Losing weight within goal range. Can either continue with current diet plan, or consider
transition to lower-calorie options from initial plan if volume of food seems too low. Make sure to track treat
allowance adherence - currently slightly over.
 Submitted recheck whole blood taurine to UC Davis to assess progress.
» Scheduled for recheck echo in 1/08/19 at 10:15 am.
« Plan to email taurine update and discharge instructions within the next week.

10-Oct-2018 Order items

* Nutrition Reassessment [3.50]: 1.00 each
* Taurine Level UCD [127.27]: 1.00 test
« Shipping/Handling $20 [44.93]: 1.00 each

Concerns (Problem List)

Active Resolved
» Dilated cardiomyopathy (10-Oct-2018) » Taurine deficiency (10-Oct-2018 to 22-Oct-2018)
» Overweight (10-Oct-2018)

22-0ct-2018 Progress note B6 i DVM, DACVN
17:40

ASSESSMENTS

Taurine deficiency
Resolved

Normal whole blood taurine >250 nmoI/L [

Documents®

22-Oct-2018 i B6 i 2019-01-23_Taurine Results from Amino Acid Lab .pdf

Echocardiogram report

08-Jan-2019 Echocardiogram B6 {DVM, DACVIM, PhD Cardiology
10:00 Order item: Echocardiogram Recheck [23.39]

Findings

*Documents are available as separate attachments or files.

i B6 i 40of9
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Client: B6 i Patient: B6 !

MEDICAL HISTORY: 10-Oct-2018 to 23-Jan-2019 B6

Echocardiographic diagnosis: unremarkable echocardiogram

Electrocardiogram report

08-Jan-2019 Electrocardiogram i B6 i DVM, DACVIM, PhD Cardiology
10:00 Order item: ECG Complete [39.58]

Report 6 lead Electrocardiogram:
Heart rate: 92 bpm
Rhythm: sinus arrhythmia

Outpatient visit (08-Jan-2019 to 08-Jan-2019)

Appointment Type: Exam Consultationi B6 EProvideri: B6 : DVM, DACVIM, PhD Cardiology Sex/ age / weight: Male -

Concerns (Problem List)

Active
» Dilated cardiomyopathy (10-Oct-2018)
* Overweight (10-Oct-2018)

08-Jan-2019 Exam B6 EDVM, DACVIM, PhD Cardiology
10:08 Assisted by} B6 B
VITALS .
Temp (F) HR RR SBP CRT MM color Pain BCS
1008 100.8 98 30 -- <2 Pink -- 5

CLIENT INTERVIEW

Presenting concerns Recheck
Diet history Prescription diet - Royal Canine veterinary diet early cardiac dry with cooked eggs
Medication history .Prescrintion medications - Taurine 1,000 mg - BID
. B6 iSID
Respiratory history lNocough Respiratory effort - Normal; Sleeping respiratory rate - Not doing RR

i B6 / 50f9
i o e —
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Client:} B6 | Patient: B6 i

MEDICAL HISTORY: 10-Oct-2018 to 23—LJan—2019 ............... B6
08-Jan-2019 Exam : B6 iDVM, DACVIM, PhD Cardiology
10:08 Ry B T m— ;
Activity and exercise history No exercise intolerance; No syncope
Digestive history No vomiting/diarrhea
Appetite history Normal appetite

EXAM FINDINGS

ASSESSMENTS

Dilated cardiomyopathy
Resolved myocardial failure after switching diet to diet with grains and taurine supplementation. Recommend life long
taurine supplementation. Prognosis is good at this time, but it is possible myocardial failure could re-emerge, so recommend
rechecking echocardiogram in 1 year. Discussed that may not require such a low salt cardiac diet as currently feeding,
recommend general adult diet with grains.

PLANS

Dilated cardiomyopathy
Continue taurine 1 G PO BID
echocardiogram 1 year

08-Jan-2019 Order items

+ Cardiology Reassessment [3.22]: 1.00 each
* Echocardiogram Recheck [23.39]: 1.00 proc

» Specialty Interpretation of US Study Limited [23.139]: 1.00 proc
* ECG Complete [39.58]: 1.00 proc

Documents*®
08-Jan-2019 - . 2019-01-23_ECG.pdf
. B 6 . 2019-01-23] BB !Recs 12-5-18-1-9-19.pdf
. i 2019-01-23_Echo Report 7-11-18.pdf
Source To Created by/date
16-Jan-2019  Email i B6 | i B6 : i B6__ y16-Jan-2019
19:10

*Documents are available as separate attachments or files.
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Client:! B6 i Patient: B6 i

MEDICAL HISTORY: 10-0ct-2018 to 23-Jan-2019 B6
Source From To Created by/date
Sent: Wednesday, January 16, 2019 7:09 PM
Toi B6 i
Subject: Update oni” "Bg !
Hii__B6_ ]
I'm glad to hear that we saw great results ati B6 | most recent recheck withi ""B6 __ 1and that both
his heart and weight have improved. | agree withi ~ B6  irecommendations regarding continued

additional options or further dietary recommendations, I'd be happy to see you and: B6 _ifor another
recheck.

.......... E_é_._._._.-E DVM, DACVN
B6 I
B6 ’

Concerns (Problem List)

Resolved
» First-degree AV heart block (10-Oct-2018 to 23-Jan-2019)
» Overweight (10-Oct-2018 to 23-Jan-2019)
* Taurine deficiency (10-Oct-2018 to 22-Oct-2018)
+ Dilated cardiomyopathy (10-Oct-2018 to 23-Jan-2019)

23-Jan-2019 Exam B6 _EDVM, DACVN
VITALS
Temp (F) HR RR SBP CRT MM color Pain BCS
1007 101.8 150 30 -- <2 Pink 0 5

CLIENT INTERVIEW

Diet history Diet history -
Current Diet:
- Royal Canin Veterinary Diet Early Cardiac dry (309 kcal/cup) - 1.5 cups 2x/day = 927 kcal/day.
50 mg Na/100 kcal = 464 mg Na/day.
- Transitioning to Royal Canin Large Adult dry (OTC) but unsure how much to feed.
- Taste of the Wild lamb/turkey canned ~1 tbsp with meals
Previous Diets:
- Rotation between various flavors: Honest Kitchen Grain Free Beef, 1.5 cups 2x/day. 514
kcal/cup (rehydrated; kcal/cup for dry measure not provided) // Honest Kitchen Grain Free
Turkey, 1.5 cups 2x/day. 488 kcal/cup // Honest Kitchen Grain Free Vegetarian premix, 1.5 cups
2x/day; 370 kcal/cup, WITH added 85% lean ground beef or TruDog raw beef diet (3/4 cup
2x/day)
- Taste of the Wild Salmon. Has avoided chicken/duck-based diets.
Treats:
- Zuke's Mini Naturals (3 kcal/treat) 2/day = 6 kcal/day
- VeggieDent chews, 102 kcal/treat, 4-5/week = ~68 kcal/day
- Cooked egg, 80 kcal/egg, 1/2 egg 1-2/week = ~9 kcal/day
- Discontinued treats: Imagine pumpkin soup, 1/2 cup diluted with water/day. 60 kcal/cup, 590
mg Na/cup = 983 mg/100 kcal. 30 kcal/day, ~300 mg Na/day (total diet: 50 --> 74 mg Na/100

*Documents are available as separate attachments or files.
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Client; B6 i Patient: B6 i BG
MEDICAL HISTORY: 10-Oct-2018 to 23-Jan-2019 )

23-Jan-2019 Exam . B6 DVM, DACVN

10:27 kcal); Newman's Own chicken flavor treats 3/day, vegetable soup, bully stick, carrot, pear, Hx
taco cheese (1/4 handful 2x/day), salmon skin treats, raw or cooked egg (1-2/week), peanut
butter (1/tsp/pill), pumpkin
Supplements:

- Now Foods taurine 1000 mg PO q12h

- Hx Fortiflora 1 packet/day - stool quality fine without probiotic

- Hx Nutritional yeast - discontinued

Daily Calorie Intake: 1010 kcal/day (1.1*RERideal), with 927 kcal/day from main diet + ~83
kcal/day from treats

Diagnostic history Summary of prior diagnostics -
07/11/18: Echocardiogram: Mild DCM. Mild moderate myocardial failure of LV, no eccentric
hypertrophy on LV. No LAE. No MR. Right heart normal in size. No pleural effusion, pericardial
effusion, or ascites. ECG: HR 70 bpm, sinus bradycardia, first degree AV block. BP #3 RPL 160,
145, 145 mmHg (HR 80). ——
07/11/18: Whole blood taurine:i B6! nmol/ml (200-350)
10/22/18: Whole blood taurine: __ |
01/08/19: Echocardiogram - unremarkable; no DCM noted. ECG - sinus arrhythmia.

History

Weight history

Medication history

Presenting concerns DCM, overweight - progress evaluation - Initial consult 8/15/18, last recheck 10/10/18

EXAM FINDINGS

*Documents are available as separate attachments or files.
i B6 8of 9
B6 li....B6
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Cllent. B6

i Patient: B6 i

MEDICAL HISTORY: 10-Oct-

2018 to 23-Jan-2019 | BG

23-Jan-2019 Exam

i B6 | DVM, DACVN

10:27

ASSESSMENTS

Overweight

Weight 29.6 kg = 65.1 lbs, BCS 5.5/9
RER for current weight = 888 kcal/day

Dilated cardiomyopathy, First-degree AV heart block, Taurine deficiency

FDA Ind
PLANS

ividual Case Safety Report Number (ICSR) of 2053786

Overweight, Dilated cardiomyopathy, Taurine deficiency

23-Jan-2019 Order items

Discussed happy with weight loss progress; okay to lose a few more pounds (initial estimated ideal weight was ~62
Ibs) but okay to maintain at current weight given past history of cardiac changes; would not recommend weight
gain.

Agreewithi  B6 -recommendatlon to continue long-term taurine supplementation.

Current OTC dry diet sounds like a good choice; can also offer additional OTC options meeting our goals: low
calorie, avoid very high salt (but restriction to very low salt diets is unnecessary), conventional ingredients, reputable

manufacturer. Can look at both canned and dry diets. Ok to use current treats as long as we remain within a ~10%

otherwise ok to continue care with primary care veterinarian and:_
Will follow up with FDA to ask about sample submission, paying for echo, etc. Discussed possible delay in response
due to gov't shutdown.

persists/worsens or ifi
dermatologist.
Discharges to follow by email.

* Nutrition Reassessment [3.50]: 1.00 each

*Documents are available as separate attachments or files.
i B6 i 90f9
¢ Bé& i B6 |
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Report Details - EON-375244
2060788

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: 2019-01-02 20:15:15 EST

Reported Problem: Problem Description:

Concurrent Medical

_Inttially presented to the.

_rays at'

Date Problem Started;

B6 : Ser\noe fora 4 to 5 day history of

_ period of time. Was evaluated by the Cardiology Service and diagnosed with |

decreased systolic function and secondary heart enlargement Chest x-rays from

experienced a syncopal eplsode secondary due to a run of ventricular
tachycardia. He was started on heart failure therapy (pimobendan, furosemide,

_ spironolcatone, enalapril) as well as taurine supplementation and an anti-

arrhythmic (sotalol). He was initially started on L -camitine as well, but this
medication caused Gl side effects and was discontinued.

08/12/2018

Problem:

No

Outcome to Date:

Stable

Product Information: Product Name:

Possess Unopened
Possess Opened

Product Use

Purchase Location

 Horizon Pulsar Chicken Flaver Dog Kibble
Product Type:

Pet Food

Lot Number:

Package Type:

BAG

Purchase Date:

06/01/2018

Product:

Unknown

Product:

Unknown

Information:

Description:
Time Interval
between Product

Use and Adverse
Event:

. Fed to the pet for approximately 6 years
6 Years

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:

Probably related

Manufacturer
[Distributor Information:

Information:

Animal Information: Name:

FOUO- For Official Use Only

Type Of Species:

Dog

Type Of Breed:

Mixed (Dog)

Gender;:

Male

FDA-CVM-FOIA-2019-1704-003496




Reproductive Status: Neutered
Weight: 21 Kilogram

Age: 8 Years
Assessment of Prior Excellent
Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: B6
Phone: B6
Other Phone: B6
Email: | B6
Address:

B6

United States

Healthcare Professional practice Name:
Information:

Contact: Name: B6 i
Phone:|  B6 |
Email: B6
Address: B 6
United States
Sender Information: Name: B6
Address:l B 6
United States
Contact |[ETENE L ........ . 6
D e B 6 g
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
Attachment: . B6 ETroponin and Taurine Levels.pdf

b i i -

Description: Lab results (taurine and troponin)
Type: Laboratory Report

Attachment: i B6 EMost Recent Discharge. pdf

i i i

Description: Recheck discharge instructions
Type: Medical Records

Attachment:
Description
Type: Medical Records
Attachment: lBG ________ EEcho Report.pdf
FOUO- For Official Use Only 2
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Description: Echocardiogram report
Type: Echocardiogram

FOUO- For Official Use Only 3
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B6 i B6 | Page 1 of 3

B6

(Cardiology)
Species: Canine Weight: 21.2 kg Referring Physician:! B6
Gender: Male

Chief Concerns/Major History
Patient presented to the Emergency service for evaluation of a 4-5 day history of lethargy, increased
respiratory rate, and being ADR. Evaluated by his primary care veterinarian last night, at which time heart

night. Upon presentation to the Emergency service, he was tachycardic and tachypneic, and a systolic heart
murmur was detected. He has been fed a grain free diet.

Physical Examination

QAR, nervous. MMs light pink, moist, CRT 2.5 s. HR = 160 bpm, regularly irregular rhythm with suspected
premature beats. Grade V/VI right apical systolic heart murmur, grade I'V/VI left apical systolic heart
murmur. Focal extra heart sound (possibly gallop) at left apex. Weak femoral pulses with frequent pulse
deficits. RR = 60 breaths per minute in between panting with mildly increased respiratory effort with mild
abdominal component. No crackles or wheezes on auscultation. Some referred upper respiratory sounds
heard while panting. Abdomen soft and non-painful, no fluid wave detected.

ECG

Six-lead ECG shows an underlying sinus tachycardia with occasional polymorphic single VPCs along with
ventricular couplets and triplets. Average HR = Tall R wave in lead II. Normal mean electrical axis.

B6

B6

MMode/2D Measurements & Calculations

Time Measurements

B6
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B6

Doppler Measurements & Calculations

B6

2-D Study

Cardiac Diagnosis

1) Severe left ventricular dilation and poor systolic function - r/o nutritional cardiomyopathy (taurine
deficiency, related to grain-free diet, other) vs. myocarditis vs. dilated cardiomyopathy (DCM)

2) Severe mitral and tricuspid regurgitation - degenerative valve disease + atrioventricular annulus dilation
3) Polymorphic ventricular premature complexes (VPCs) - singlets, couplets, triplets, non-sustained runs of
ventricular tachycardia

4) Moderate pulmonary hypertension.

Assessment/Prognosis

The patient's severe left ventricular dilation and poor systolic function could be due to nutritional
cardiomyopathy (taurine deficiency, related to grain free diet, other), myocarditis, or primary dilated
cardiomyopathy (DCM). Plasma or whole blood taurine level and cTnl level are recommended. The
significant mitral and tricuspid regurgitation are likely due to both degenerative valve changes plus valve
annulus stretch/dilation secondary to poor systolic function and left ventricular dilation. Thoracic
radiographs obtained by his primary care veterinarian yesterday showed severe cardiomegaly and a mild
diffuse bronchointerstitial pulmonary pattern (increased interstitial component in perihilar and caudodorsal
lung fields). The rhythm diagnosis is sinus tachycardia with frequent polymorphic VPCs that occur in
singlets, couplets, triplets, and few non-sustained runs of ventricular tachycardia. Initiation of CHF therapy
and ant-arrhythmic therapy (sotalol) is recommended as outlined below. Prognosis depends on the
underlying cause, however currently he is at increased risk for CHF, worsening arrhythmias, which could
result in sudden death, and progressive signs of poor cardiac output.

FDA-CVM-FOIA-2019-1704-003500
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Follow up with the Cardiology service is recommended in 5-7 days for recheck renal panel, ECG, +/- Holter
monitor, +/- thoracic radiographs.

Addendum

The patient had a syncopal episode in the emergency room, during which time, continuous ECG showed a
run of ventricular tachycardia which converted to sinus tachycardia prior to ant-arrhythmic therapy. Patient
was admitted to the hospital for continuous ECG monitoring and care.

VMD, Resident

B6 i VMD, Resident

Bé iDVM,

Resident

file:///C:/Program¥%20Files%20(x86); B6 ;’ISCV/Report/ study21059 verl inst3600-5/4.. | | B6 |
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Case Number: ! B6__;
Patient:! B6 |

Owner:: B6 ;

Primary Vet:: B6
Primary Clinician:i B6
Supervising Clinician: B6
Service: CARDIOLOGY

Appointments: B6 i- Emergency: B6 i« Pharmacy B6 i

Admission Date: | B6 E
Weight: 21.200 kg(s)

_ B6 i
B6 i

e
i

Diagnoses:

Diagnosis 1 (Confirmed): Severe left ventricular dilation and poor systolic function
Diagnosis 2 (Confirmed): Severe mitral and tricuspid regurgitation

Diagnosis 3 (Confirmed): Polymorphic ventricular premature complexes

Diagnosis 4 (Confirmed): Moderate pulmonary hypertension

Presenting

Complaint:

Discussion:

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

primary heart disease (dilated cardiomyopathy).; B6 | electrocardiogram (ECG) also showed abnormal
beats and periods of an abnormal heart rhythm called ventricular tachycardia.

abnormally and he collapsed. His heart converted back to a normal rhythm on its own before
anti-arrhythmic medications were administered.

He was maintained overnight on his cardiac medications and a continuous ECG to monitor his heart rate
and rhythm. Throughout the night he still showed occasional abnormal beats but had no more prolonged
arthythmias and had no additional syncopal episodes. When he was resting his heart rate came back down
into the normal range. i:i_w_:wlé;é._i_—_'jbreathing has improved compared to when he first came in although his
breathing rate remains mildly increased. He is able to oxygenate his blood appropriately, and his chest
x-rays showed no evidence of heart failure.

Blood was drawn and submitted to test his taurine level. Taurine is a specific nutrient that is required for
normal heart function. Blood was also run to test his cardiac troponin which is a marker associated with
damage to the heart muscle. The cardiology department will follow up with you regarding the results of
these tests.

Procedures:

Procedure 1: SpO2
Procedure 2: NIBP

Procedure 3: NOVA
Procedure 4: ECG

Procedure 5: Echocardiogram
Procedure 6: Chest x-rays

Casc Numbcr:  B6

- B6 i Pagc 1 of 3
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MONTIORING

1. Respiratory Rate: It is important to become familiar with your dog’s normal resting respiratory rate and
effort. An increase in either of these is one of the first signs of fluid in the lungs and should be monitored
regularly. When your dog is at rest, watch their sides rise and fall as they breathe normally. One rise and
fall cycle is equal to one breath. Count the number of breaths they take in 15 seconds, then multiply this
number by 4 to get total breaths per minute. For example, if you count 8 breaths in 15 seconds, that is
equal to 32 (8 x 4) breaths per minute. A normal dog at rest should have a respiratory rate less than 40, If
you notice this number increasing consistently, or notice an increase in the effort it takes to breathe,

please contact:  B6 1gor your local veterinarian.

Recommendations; | 77T 7Y BT ORI MR MEAESy 2R

his grain free diet. We recommend switching him to a non-grain free diet. Any balanced commercial diet
that is not grain free is appropriate.

DIET SUPPLEMENTATION

below. These supplements can be purchased from most health (ood stores and/or grocery slores.
Depending on the results of the taurine test, long-term supplementation with taurine may not be required.

1. Taurine - 1 g by mouth twice daily with food
2. L-carnitine - 1 g by mouth twice daily with food

Please schedule an appointment with the Cardiology Department in 5-7 days for recheck bloodwork (renal
panel), ECG, and possibly Holter monitor placement.

Follow Up: Please contact our Cardiology Nurse BG ....... G B6 i) to arrange a Nurse
Practitioner appointment.

Please do not hesitate to contact us sooner with any questions or concerns.

Casc Numbcri B6 - B6 i Pagc 2 of 3
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In compliance with state and risk management guidelines, all Pharmacy items, including drugs,
fluid therapy, nutritional products and food are non-returnable. This policy is to protect your
pet from receiving items that may have been tampered with or improperly used. The exception
to this policy is pet foods that display a manufacturer's warranty.
For drug related questions please call the pharmacy at;:  B6
Quantity Unit .
. I
Drug Dispensed Strength nsfructiony
Drugs:
Discharge
Instructions:
Clinician and
re e g vMp (786
Cardiology Resident
B6
Client plckm.g,y 12115) Date-
anumat | B6 g
(sign) '

Please help us help dogs. Please complete our survey at: : B6 i
All dogs, whether diabetic or not, are encouraged to participate.

Casc Number:  B6  i-i B6 i Page 3 of 3
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What is Congestive Heart Failure (CHF)? What are the goals of CHF treatment?

Heart failure, a clinical syndrome that is the end result of The primary goal of treating CHF is to manage the symptoms

severe heart disease, describes the inability of the heart to by reducing fluid accumulation in or around the lungs and

pump blood with normal efficiency and keep up with the abdomen. Avariety of therapies are available and can be

body’s demands. Heart failure may be due to failure of the tailored to meet your pet’s needs.

right, left, or both ventricles (chambers) of the heart to ) ) )

pump adequately. Treatmc.ant. varies dgpendlrllg on the cause of the hea.rt falllure.
The majority of patients with CHF will be on a combination of

Congestive heart failure, or CHF, is the final stage of heart drugs to help alleviate the symptoms.

failure when the body starts to ‘leak’ fluid into the lungs e  Adiuretic (water pill) is often the first medication

(pulmonary edema), the abdomen (ascites), or into the prescribed. This medication will help alleviate fluid

chest cavity (pleural effusion). The different stages of accumulation, and cause your pet to urinate and

heart failure, mild to life-threatening, will dictate the drink more frequently.

symptoms in your pet ¢ Pimobendan and/or digoxin is medication to

increase the ‘pumping’ ability of the heart.

¢ ACE inhibitors are drugs that help blood vessels
dilate.

e  Asodium- restricted diet may be recommended,
along with restricted exercise.

Causes include, but are not limited to:

e Decreased myocardial (heart muscle)
contractility, which is commonly seen with
dilated cardiomyopathy, a disease caused by
weak heart muscle contractions.

o Valvular regurgitation as seen with mitral and Since diuretics increase the workload on the kidneys, your

tricuspid regurgitation, a disease that causes veterinarian may discuss performing periodic blood work
leaks in the heart valves. exams to monitor kidney function. Depending on the nature
o Increased myocardial stiffness impairing the of your dog’s symptoms, additional drugs may be prescribed
heart’s ability to fill with blood, as seen in feline to help control fluid accumulation or abnormal heart
hypertrophic cardiomyopathy, a disease caused rhythms. Please keep in mind that heart-failure therapy is a
by thickened heart muscle walls. dynamic process and will require regular checkups with your

veterinarian to ensure your pet’s needs are being met.

What is the difference between right-

sided and left-sided CHF? What should I monitor at home?
Right-sided CHF occurs when blood returning from the It is important that you monitor your pet’s overall attitude and
body is impeded while draining into the right atrium and any change in appearance.

right ventricle. This ‘back up’ of blood creates excessive
fluid in the abdomen (ascites), or fluid around the lungs
(pleural effusion). Common clinical signs are distention of
the abdomen, loss of appetite, and exercise intolerance.

Count respiratory rates at home. Your pet’s respiratory rate
should typically be less than 40 breaths per minute. If the
respiratory rate increases above its normal rate or is above
40 breaths per minute, contact your veterinarian.
Left-sided CHF occurs when blood from the lungs has
difficulty returning to the left atrium and left ventricle.
This leads to fluid accumulation within the lungs

If you notice any of the following, callyour veterinarian:
e heavyorlabored breathing

(pulmonary edema). Common clinical signs are increased ¢ Cogghlpg . .
respiratory rate, coughing, fainting, exercise intolerance, < ;e. uF:tlon lrhappetlte
and loss of appetite. e faintingspells

° rectleceness
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What is dilated cardiomyopathy (DCM)?
Dilated cardiomyopathy (DCM) is a disease of the heart
characterized by poor contractions of the heart muscle. The
weakened heart muscle results in a decrease in the amount
of blood pumped out to the body and lungs.

As the heart fails to pump effectively, a backup of blood can
result in congestive heart failure. If the left side of the heart
fails, fluid backs up into the lungs, causing coughing and/or
difficulty breathing. If the right side of the heart fails, fluid
backs up into the abdomen, causing abdominal distension
or fluid in the space surrounding the lungs. DCM also can
cause abnormal heart rhythms, which can result in
weakness or fainting episodes.

What dogs are commonly affected by
DCM?

DCM is most common in large-breed dogs such as the
Doberman Pinscher, Boxer, Newfoundland, Great Dane, and
the Irish Wolfhound. Most cases of DCM occur in middle-
aged to older dogs. In certain breeds of dogs, such as the
American Cocker Spaniel, DCM can be related to a dietary
deficiency of taurine and/ or L-carnitine, which are protein
building blocks.

What is the long-term prognosis for DCM?
Long-term prognosis for dogs with DCM varies
considerably. Some dogs with early DCM remain free of
symptoms for years. In dogs with severe DCM, signs of
congestive heart failure, fainting, or intolerance to activity
can occur. Once symptoms of DCM occur, medical therapy is
usually prescribed to help improve heart muscle function.

Is there treatment available for dogs that
have symptoms of DCM?

Dogs with DCM can develop congestive heart failure, which
typically causes difficultly breathing or distension of the
abdomen. The most common medications for dogs with
congestive heart failure due to DCM include diuretics (water
pills), such as furosemide and spironolactone, which help
remove fluid that has accumulated in the abdomen or lungs;
and ACE inhibitors, which dilate blood vessels; and
pimobendan, which increases the strength of the heart
muscle.

Side effects of diuretics and ACE inhibitors include increased
thirst and urination. Since diuretics increase the workload on
the kidneys, your veterinarian may discuss performing
periodic blood work exams to monitor kidney function.
Depending on the nature of your dog’s symptoms, additional
drugs may be prescribed to help control fluid accumulation
or abnormal heart rhythms.

Is there treatment available for dogs that
are in the ‘asymptomatic’ or early phase of
DCM?

Researchers have a great interest in therapy that slows
disease while dogs are still symptom-free. One trial
documented success of pimobendan to delay onset of
symptoms in certain Doberman Pinchers with early DCM.
Whether the success extends to other dog breeds is unknown.
Other studies have suggested that a type of drug known as
ACE inhibitors can also be of benefit in the early stages of
DCM. Please consult your veterinarian to discuss the options
if your dog has early DCM.

What should I monitor at home?

It is important that you monitor your dog’s overall attitude
and any change in activity. Count respiratory rates at home.
Your pet’s respiratory rate should typically be less than 40
breaths per minute. If the respiratory rate increases above its
normal rate or is above 40 breaths per minute, call your
veterinarian.

If you notice any of the following, contact your veterinarian
immediately:
e heavy or labored breathing
coughing
reduction in appetite
fainting spells
restlessness
profound lethargy

FDA-CVM-FOIA-2019-1704-003506
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My pet’s next recheck:

Why is respiratory rate important?
e Respiratory rate acquired at home can help predict the presence of congestive heart failure in the form of excess fluid in
your pet’s lungs or chest cavity.

How do I measure my pet's respiratory rate?
e  Watch your pets’ chest move in-and-out. Each in-and-out cycle is one breath.
e  While your petis resting or sleeping, counthow many breaths your pet takes in either 30 seconds or 1 minute.
e Ifyou count the number of breaths in 30 seconds, multiply this number by 2, which will provide breaths per minute.

What is a normal resting or sleeping respiratory rate?
e A normal resting or sleeping respiratory rate is usually between 10-30 breaths per minute.
e Most cats and dogs will have a respiratory rate that is consistently less than 25 breaths per minute.

When should I be concerned about my pet’s respiratory rate?
e Ifyour pet’s resting or sleeping respiratory rate is more than 40 breaths per minute, this could be a sign of congestive heart
failure and you should contact your veterinarian.
e Ifyour pet's respiratory rate has been consistent over time but then unexpectedly increases over several days in arow,
this could be a sign of congestive heart failure and you should call your veterinarian.

What are some tips to help me measure an accurate respiratory rate?

e Make sure your pet is calm and resting or sleeping when you take the rate
e Make sure your pet has not exercised prior to you taking the rate.
e Measure the rate at the same time each day, perhaps in the evening or at night when your pet is sleeping soundly.
e There are free iPhone and Android smartphone apps that can help you acquire your pet’s respiratory rate. Search the
appropriate app store on your phone. Two popular apps are “Cardalis” and “Resting Respiratory Rate”.
Date Respiratory Date Respiratory Date Respiratory Date Respiratory

Rate Rate Rate Rate
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Report Details - EON-388960
ICSR; 2067506

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: 2019-05-28 15:31:05 EDT

Reported Problem: Problem Description:  Patient presented to rDVM 5/17/2019 for evaluation of a cough x 1 month,

extreme lethargy and decreased appetite rbVM suspected CHE based on
_ radiographs and worsening murmur - now a 4/6. A new arrthythmia was also
discovered on ECG Intermmitent sinus rhythm with frequent APCs, occasional
paroxysmal 5V Ts (shott duration) isolated and couplet VPCs (1 V and RV in
_ongin} Confirmed patient was in left sided heart failure wi/ advanced DMVD and
decreased contractile function which is very Uncommon with valvular disease.

Date Problem Started: 05/17/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Previously diagnosed (Jan 2019) with with a 1-2/6 heart murmur - asymptomatic,
rDVM rec rechecking in 1 year.

Outcome to Date: Stable

Product Information: Prodiict Name: | Bil Jab Picky No More® Sriall Breed Persnickety Recipe w/ chicken liver:
Product Type. Pet Food
Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Name:

Type Of Species: Dog
Type Of Breed: Spaniel - Cocker American

Gender: Female

Reproductive Status: Neutered
Weight: 14 Kilogram

Age: i B6 iYears

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: :"-B"é'-'
Phone: | o
Address. t 6 ......
Uiited States

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine

FOUO- For Official Use Only 1
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Sender Information: Name:

Permission To Contact
Preferred Method Of

Reported to Other

Additional Documents:
Attachment:
Description
Type
Attachment:
Description
Type

Information:

Address:

Contact:

Contact: Name:

Phone:

B6

Email:

B6

Address: 200 Westboro Road
North Grafton
Massachusetts
01536

United States

Practice Name:

Contact: Name:

Type of Referred veterinarian

Veterinarian:

Permission to Yes

Release Records

Tufts University Cummings School of Veterinary Medicine

Lisa Freeman
Phone: 508 887 4696

Sender:

Contact:

to FDA:

...B6 |

200 Westboro Road

North Grafton

Massachusetts

01536

United States

Phone: . ___B6

Email: | B6

Yes

Email

None

Parties:

Med Rec pt 1.pdf
: Medical Records
: Medical Records

Med Rec pt 2.pdf
: Medical Records
: Medical Records

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-005306



Case Number: BG _______
Patient:{ B6
CANINE, MIXED CANINE Borni B6 | MALE, Castrated
Owner: |__ B6
Primary Vet:! B6 E
Primary Clinician:i B6
Supervising Clinician:: B6
Service: CARDIOLOGY
Admission Date:! B6
Discharge Date: B6
Weight: 21.700 kg(s)
B6 P
Appointments ; B6 » Emergency i B6 i Pharmacy:  B6
Diagnosis 1 (Confirmed): Severe left ventricular dilation and poor systolic function
Di . Diagnosis 2 (Confirmed): Severe mitral and tricuspid regurgitation
iagnoses; . . . .
Diagnosis 3 (Confirmed): Polymorphic ventricular premature complexes
Diagnosis 4 (Confirmed): Moderate pulmonary hypertension
Presenting | B6 :a7yearold male, castrated mixed breed was presented to the i B6__iCardiology Service for a
Complaint: Nurse Practitioner appointment for a recheck ECG, TFAST, and repeat Holter placement.
Respiration: Panting with slight increased effort - slightly harsh lungs sounds bilaterally, no crackles or
wheezes - loud heart murmur with palpable thrill
DIAGNOSTICS
Blood pressure
Tiscisio 130mmHg Doppler cuff #5 right front leg
ECG
An electrocardiogram was performed to assessi B6 _!heart rate and rhythm. His heart rate was still
clevated, most likely due to his anxiety in the hospital. There were intermittent/occasional single and
couplet ventricular premature contractions. These findings are subjectively similar to possibly mildly
improved compared (o his most recent resulls.
Casc Number|  B6 -1 | B6 | Pagc 1 of 3

FDA-CVM-FOIA-2019-1704-003509



Holter

monitors are small dev1ces kept in a pocket on the vest that are connected to three electrodes attached to
the skin. It allows us to record extended ECG data. This will let us know more information regarding how
often abnormal beats are occurring at home. This information will allow us to make a more informed
decision as far as a diagnosis and possible need for treatment. It will also serve as data to compare to later
on if the underlying rhythm deteriorates.

TFast

The heart ultrasound showed:

- No pericardial or pleural effusion

- Similar decrease in systolic function

- Significant mitral and tricuspid regurgitation
- No other significant abnormalities

ASSESSMENT

recommendations.

Procedure 1: NIBP
Procedure 2: ECG
Procedure 3: Holter monitor placement
Procedure 4: TFast

Procedures:

HOLTER MONITOR
While the Holter monitor is on, please use the activity log provided to make note of any activities
throughout the day (sleeping, barking at mailman, eating, medications given) making special note of any

Please remove the Holter monitor in 48 hours (at noon on Friday). Please do NOT use scissors to cut the
tape, as this might damage the monitor equipment (cables). We are providing you with some moist wipes
(Preppies) that you can use to make the ECG pads easier to remove. Please return the Holter monitor as
soon as it is removed via the prepaid package we provided you with and we will contact you once we have
analyzed the information (generally 1-2 days after it is received). Based on our results we will determine
whether any further treatment is appropriate.

Recommendations: MONTIORING

1. Respiratory Rate: It is important to become familiar with your dog’s normal resting respiratory rate and
effort. An increase in either of these is one of the first signs of fluid in the lungs and should be monitored
regularly. When your dog is at rest, watch their sides rise and fall as they breathe normally. One rise and
fall cycle is equal to one breath. Count the number of breaths they take in 15 seconds, then multiply this
number by 4 to get total breaths per minute. For example, if you count 8 breaths in 15 seconds, that is
equal to 32 (8 x 4) breaths per minute. A normal dog at rest should have a respiratory rate less than 40. If
you notice this number increasing consistently, or notice an increase in the effort it takes to breathe,

please contact:  B6 _ior your local veterinarian.

We will contact you with the Holter monitor results as soon as they are available (typically in 7 to 10
days). We will discuss a follow-up plan at that time.

FollowUp: | | . e

B6 CVT, VTS (ECC) - Cardiology Nursing Coordinator

Case Number: B6  |-i B6 i Page 2 of 3
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Please continue all medications (including taurine supplementation) as previously prescribed.
Medications: | e
i B6 __ihasapproved the addition of L-Carnitine (see dosing instructions below) & Omega 3 fatty
amds (a liquid formulation called OmegaBenefits can be purchased online -- give as directed).
In compliance with state and risk management guidelines, all Pharmacy items, including drugs,
fluid therapy, nutritional products and food are non-returnable. This policy is to protect your
pet from receiving items that may have been tampered with or improperly used. The exception
to this policy is pet foods that display a manufacturer's warranty.
For drug related questions please call the pharmacy at BG
Quantity Unit .
i Dispensed Strength ULl
Drugs:
Discharge
Instructions:
Clinician and
Finalize Date: |- BT lvmp RS
Cardiology Resident
B6 :
Client plckmg up Date:
animal: i B6 5
(sign) ‘ ‘
Please help us help dogs. Please complete our survey at: B6
All dogs, whether diabetic or not, are encouraged to participate.
Casc Numberi  B6 i B6 i Pagc 3 of 3
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Report Details - EON-375409
2060866

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: 2019-01-04 10:19:11 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
OQOutcome to Date:
Date of Death: |

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

. Grain Free food to Royal Canin Prescription L ow Fat Kibble. 1 he pleural effusion

_effusion increased exponentially from 100 mi's every 2-3 weeks to 500-600 mis

...........

-On

.......... B6

ports Prlor 10 the surgery, a cardiac consu|t was performed Wthh revealed the
start of mitral valve disease. In May 2016, we switched from Natures Variety

persisted with no known cause, we tested for everything In July 2018, she went
Into congestive heart failure and had an enlarged heart. Her fluid from the pleural

every 1-2 days. She was euthanized on: B6 idue to fluid buildup in her lungs
not responding to IV Lasix or Torsemide treatment.

04/14/2016

No

Died Euthanized

. Dog Food, Instinct by Nature's Variety Raw Boost Grain-Free Recipe with Real

Instinct by Natlre's Variety Oniginal Grain-Free Recipe with Real Chicken Dry

Chicken Dry Dog Food
Pet Food

BAG

22.5 Pound

04/01/2016

1

No

No

It was stored in its bag and sealed after each use.

Kibble was fed to both dogs. [he raw boost would be added
_ to the food or the raw meat mixed in the last few years. Both
dogs were fed Natures Variety Grain Free Instinct food for 8
years Chicken or lamb flavored kibble plus the frozen raw
_ veal and chicken medallions. ..

04/01/2016

Description:

First Exposure
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

04/23/2016

8 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

FDA-CVM-FOIA-2019-1704-003518



Animal Information:

Adverse Event
Abate After
Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

No

No

Definitely related

Other Foods or No

Products Given

to the Animal

During This Time

Period:
Manufacturer
[Distributor Information:

Purchase Location Name: Chewy
Information: -
Address: United States

Name:

Type Of Species: Dog

Type Of Breed: Sheepdog - Shetland

Gender: Female

Reproductive Status: Neutered

Weight
Age
Assessment of Prior

: 29 Pound

: 8 Years

Excellent

Health:

Number of Animals 2
Given the Product;

Number of Animals 2
Reacted:

Owner Information:
Healthcare Professional

Practice Name:

Information: Contact
Address: |
United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 04/23/2016
Permissionto Yes
Release Records
to FDA:
Practice Name: |
Contact: Name: ]
Phone:! B6 |
Email:i B6 i
Address: B 6
nited States
Type of Referred veterinarian
Veterinarian:
FOUO- For Official Use Only 2
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Sender Information:

Additional Documents:

Name:

Address:

Contact:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

Attachment:

Description: Full medical history up to August 2018. Does not include x-rays, CT scans_or

Type:

Date First Seen: 04/23/2016

Permission to Yes
Release Records
to FDA:

B6 E

B6

United States

FhaiE i B6
Email: i
Yes
Email
None
. __B6___imedical history.pdf

Medical Records

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-003520



Report Details - EON-376709
ICSR: 2061375

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2019-01-17 15:51:20 EST

Reported Problem: Problem Description:  Diagnhosed with dilated cardiomyopathy. Diet Mertick's Good Earth Grain Free
Pork Beef and Lampb kibble

Date Problem Started: 12/05/2018

Concurrent Medical No
Problem:

Outcome to Date: Worse/Declining/Deteriorating
Product Information: Product Name: = Merrick Good Earth Grain Free Pork Beef and Lamb Kibble
Product Type: Pet Food
Lot Number:

Package Type: BAG

Storage Conditions: in owners home

Product Use pescription:  fed as directed
Information: &t Exposure 01/01/2018
Date;
Last Exposure 12/05/2018
Date:

Time Interval 1 Years
between Product
Use and Adverse
Event:

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

Adverse Event No
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Probably related
Relatedness to
Adverse Event:

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

Period:
Manufacturer
[Distributor Information:
Purchase Location Name: "Bs-"
Information: : - :
Address: Unijted States
Animal Information: Name: ' B6

Type Of Speéiesﬁ Dobg ‘
Type Of Breed: Shepherd Dog - Australian
Gender: Male
Reproductive Status: Neutered
Weight: 54 Pound

FOUO- For Official Use Only 1
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Age:

Assessment of Prior

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:

'Perfnission To Contact

Sender:

Preferred Method Of

Contact;

Reported to Other

Parties:

Additional Documents:

2 Years

Excellent
2
1
Owner No
Information
provided:

B6 5

B6

United States

Phone: L B6

No

Yes

Phone

Other

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-003531



Report Details - EON-375900
2061013

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-09 09:45:19 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:
Date Problem Started:

_ Date of Recovery:
Concurrent Medical
Problem:

Outcome to Date:

Critically Low Taurine Levels in both dogﬂf BG:‘or'one‘anci B6 Efor the other on this

diet. Merrick Grain-Free Chicken and Sweet Potato b
08/21/2018

10/18/2018

No

Recovered Completely

Product Information: Product Name:

Product Type:

Lot Number:
Package Type:

» Péckége Sizeﬁ
Purchase Date:
Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

[Distributor Information:

Purchase Location
Information:

 Merrick Grain-Free Chicken and Sweet Potato

Pet Food

BAG

25 Pound

08/31/2018

1

No

No

Air tight container

Description: One cup BID per dog

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Yes
Abate After

Product Stop:

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:

Manufacturer

Animal Information: Name:

Type Of Species:
Type Of Breed:
Gender:

FOUO- For Official Use Only

Dog

Retriever - Golden

Male

FDA-CVM-FOIA-2019-1704-003534



Reproductive Status:
Weight:
Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

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:

Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Neutered
95 Pound
3 Years

Excellent

2

2

Practice Name:

Contact: Name: i

Phone:EL

Address:

B6

United States

Type of Referred veterinarian
Veterinarian:
Date First Seen: 10/18/2018

Permissionto Yes
Release Records
to FDA:

i
i
i

United States

Phone:

Yes
Phone

Other

fda4.JPG
echo result
Echocardiogram

fda3.JPG

echo result
Echocardiogram
fda1l.JPG

initial lab
Laboratory Report
fda2.JPG

initial lab
Laboratory Report

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-003535



Clinic:

-

Home Phone:!
Work Phonc2

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

Medical Record Entries:
8/24/2018

Weight:
Color:

Last visit:
Referred By

Tel: /Fax:

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

Recelved

B6 |8

Species Breed Sex
Canine CM

Test Requested Results Reference

Taurine

Taurine B6

Normal Values (nmols/ml)

Normal Range

Cat Plasma 60-120
Whole Blood 300-600

FDACVME



Age: 3 yrs
Gender: Male

B6

Welight: 91 Ib

B6

B6

Presenting concern/Case History :

Healthy dog. Was fed Merrick Grain Free Sweet Potato and chicken diet
' B whole blood). Changed to Chicken Soup for the Soul x 6 weeks, then
-yewiscience cardio strength in August, total dose of taurine administered

Cardjovascular Examination

Att: BAR. Respiratory rate (panting) breaths/minute. Respiratory e
CRT is 1-2 seconds in duration. Femoral pulse quality is strong. Fer
per minute. The rhythm is regular. No murmurs or additional heart sout
A snus rhythm was present during echocardiogram.

Two-dimensional study

The left atiial size is normal, Right atrial size is normal. The left
ventricular systolic function Is normal. The right ventricle is normal
valves is normal. No masses, thrombi, or effuslons noted, |

M-mode Calculations
The following measurements are based upon the 2D study
size. .

mmmmm



B6

Exam: Transﬂwraqlcﬁm
Performed By:i B6

Age: 31 mos
Gender: Male

/18/2018 01:50 PM

Welght: 80 Ib

Att: BAR. Rectal temperature is 100.8 deg F. Respiratory rate (par
pink. Mucous membranes are moist. CRT Is 1-2 seconds in duratio
heart beat. The heart rate is 144 beats per minute. The rhythm is regt
intensity: left base. Crescendo-decrescendo. Lungs: clear. Body

A sinus rhythm was present during echocardiogram,

The left atrial size is nommal. Right atrial size is normal. The
ventricle is hyperdynamic. The right ventricle is normal size.
normal. No masses, thrombi, or effusions noted. :

The following measurements are based upon the 2D :
size. ! ,

Color flow interrogation of aortic, pulmonic, mitral,




Report Details - EON-376853
2061474

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: 2019-01-18 18:42:24 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Concurrent Medical

Problem:
Pre Existing Conditions:

Outcome to Date:
Date of Death:|

__ coughing, had trouble breathing, lost her appetite and had no energy | took her e

... evenlually gave out after a;_B_ﬁ_i"nonth battle with DCM.
Date Problem Started:

of energy, took long daily walks, and was in good health She was a happy
rambunctious dog. Overnight she became ill with an enlarged heart She was

09/20/2017
Yes

She took 1/2 of an Apoquel daily for allergies, which i expect is unrelated. But
because of allergies, she ate grain free dog food daily for years which i suspect
caused her sudden onset of DCM.

Died Naturally
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:

Manufacturer
IDistributor Information:

Purchase Location

Information:

FOUO- For Official Use Only

. Nature's Variety Instinct Limited Ingredient Diet Lamb Meal & Peas given ~2014

through 03/15/2016
Pet Food

BAG

25.3 Pound
03/15/2016
1

No

No

put into a plastic pet food container (vault) as soon as it arrived

Description:
Time Interval
between Product
Use and Adverse
Event:

_ Dry dog food, fed 2x daily, given plain
18 Months

Perceived
Relatedness to
Adverse Event:

Probably related

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

Name: Amazon.com and Chewy com

FDA-CVM-FOIA-2019-1704-003543



Product Name:

[Distributor Information
Purchase Location

 Merrick Limited Ingredient Diet Grain-Free Real Lamb & Sweet Polatoes Recipe

Product Type:

Address: United States

Dry Dog Food, 22 |
Pet Food

Lot Number:

Package Type:

BAG

Package Size:

Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer

Information:

22 Pound
1
No

No

It was put into a plastic pet food container (vault) as soon as it arrived

Description: Dry food fed 2x daily. Mixed with a small amount (~1 1/2

tsp) of chopped broccoli
First Exposure 01/19/2017

ate:, B 6

Last Exposureé
5 Years

Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

Probably related

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

Period:

Name: _ Chewy.com (purchased online)

Address: United States

Animal Information: Name:
Type Of Breed
Reproductive Status

Weight
Age

Number of Animals

Number of Animals

Healthcare Professional

FOUO- For Official Use Only

Type Of Species:

Gender: Female

Assessment of Prior Good
Health:

Given the Product:

Reacted:
Owner Information:

Information:

: Mixed (Dog)

: Neutered
: 40 Pound
: 9 Years

Practice Name: :

Contact: Name:

FDA-CVM-FOIA-2019-1704-003544



Sender Information:

Address:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

Name: ] B6 i

B6

United States

Referred veterinarian

09/20/2017

Yes

Address:

United States

Contact: phone:

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 3

FDA-CVM-FOIA-2019-1704-003545



Report Details - EON-375818

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2060968

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2019-01-08 13:27:41 EST

Yes

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:;
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

. Our dog has been eating a grain-free food (Natural Balance) since she was a
puppy. She was recently diagnosed with a heart murmur and enlarged heart. This
is Unusual in her breed, and has been associated with grain free foods by the
 FDA If possible, | would like assistance with testing expenses.

05/01/2018

No

Unknown

Natural Balance L.1.D. Limited Ingredient Diets® Sweet Potato & Fish Dry Dog

Formula
Pet Food

BAG

No

Yes

Stored in a sealed plastic tub

Description: Food

First Exposure 01/01/2012
Date:

Last Exposure 01/04/2019
Date:

Time Interval 7 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 Probably related
Relatedness to
Adverse Event:

Name:

Address:

United States

FDA-CVM-FOIA-2019-1704-003548



Animal Information:

Name: !
L.

Type Of Species:

Type Of Breed: Terrier - Boston

Gender: Female

Reproductive Status: Neutered

Weight: 22 Pound

Age: 8 Years

Assessment of Prior Excellent

Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional  practice Name: | B6
Information: Contact: "ﬁ;}"-";-:w-'----------g:::::::::::_;..-_-.-é-.-:.-_—.-:.-_—.-__é
Email:g; B6 i
Address : ................. B___ 6'_'_'_'_'_'_'_'_5 """"""""""""
lUnited States I
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 05/01/2018
Permissiontfo Yes
Release Records
to FDA:
Sender Information:  Name: ...Bs |
Address: B 6
United States
Contact: Phone: F B6 |
Email: -"B-G ------------------ 1
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-003549



Report Details - EON-376360
2061170

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: 2019-01-14 16:46:57 EST

Reported Problem: Problem Description:

Date Problem Started: 12/21/2017

2 other dogs in household affected previously Eating various BEG diets Early
DCM with infrequent ventricular ectopy Have been following - owner agreed fo
. change diet at December 2018 appointment so will follow Taurine normal

Concurrent Medical No
Problem:

Outcome to Date: Worse/Declining/Deteriorating

Product Information: Product Name:

Product Type: Pet Food

. Annamaet chicken and rice dry + Honest kitchen beef. chicken. or turkey

Lot Number:

Package Type: BAG

Product Use
Information:

Description:

See diet history

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

. -
Name: ! .
§ ISP

Type Of Species: Dog

Animal Information:

Type Of Breed: Doberman Pinscher

Gender: Female

Reproductive Status: Neutered

Weight: 34.6 Kilogram

Ageé BGEYears

Asseésmént df Prior Excellent

Health:
Number of Animals 3
Given the Product:
Number of Animals 3
Reacted:
Owner Information; Ownher
Information
provided:
Contact:
Address:

Yes
Name: i B6
Phone:! B6
Email: . B6 !

United States

Healthcare Professional
Information:

Practice Name:
Contact:

FOUO- For Official Use Only 1

Tufts Cummings School of Veterinary Medicine

Name:

. lisaFreeman
Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

FDA-CVM-FOIA-2019-1704-003550



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: Bsrpt_med ical_record_preview.pdf

Description: Records

Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-375110
2060739

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: 2019-01-01 16:15:01 EST

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 Location
Information
Animal Information: Name:
Type Of Breed
Gender
Reproductive Status
Weight
Age

Assessment of Prior Good

Health

Number of Animals
Given the Product

Number of Animals
Reacted

Owner Information

Healthcare Professional
Information

FOUO- For Official Use Only

. Diaghosed with degenerative mitral valve disease in Aug 2017 Progressed to
CHE On pimobendan, furosemide, enalapril At regular re-evaluation on 12/19
/18, reduced contractile function was noted on echo. Dog was noted o be eating |
BEG diet. Taurine pending Will recheck in 3 months Will evaluate other dog in
household also eating same diet (asymptomatic) Owner is ok to provide further
_info.

1 12/19/2018
Yes

: Degenerative mitral valve disease
: Stable

Orilen Adult Original dry (until Aug 2018
: Pet Food

BAG

Description: See diet history for additional details/diets

: Terrier - Border
: Male

: Intact

: 20.6 Kilogram

: EBGEYears

2

1

: Owner
Information

provided:

Yes

Contact:

Address:

United States

Practice Name:  Tufts Cummings School of Vetérinafy Medicine

FDA-CVM-FOIA-2019-1704-003554



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:
Atftachment: '_'__'__E__é___m_"nedical record. pdf
Description: | B6
Type: Medical Records
FOUO- For Official Use Only 2
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Report Details - EON-375114
ICSR; 2060741

reaction or disease associated with the product)

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom,
Reporting Type: Voluntary
Report Submission Date: 2019-01-01 16:41:40 EST
Reported Problem: Problem Description:

_ Date Problem Started: '

Concurrent Medical
Problem:

Outcome to Date:

DCM and CHF diagnosed !
grain free original dry so unclear If just genetically associated DCM or if diet
associated.

Stable

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer

[Distributor Information:

Purchase L ocation
Information:

Qrijen grain free original dry
Pet Food

BAG

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

S

Dog

Doberman Pinscher
Male

Neutered

32.6 Kilogram

9 Years

Excellent

Owner Yes
Information
provided:

Contact: Name: ! B6 i

Address:

United States

Practice Name: Tufts Cummings School of Veterinary Medicine
Contact Name: = lisaFreeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

FDA-CVM-FOIA-2019-1704-003558



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: 5088874523

Email: lisa.freeman@tufts.edu

Phone:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Additional Documents:

Attachment:  rpt medical record preview: Bg

Type: Medical Records

FOUO- For Official Use Only
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Report Details - EON-374783
ICSR; 2060598

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: 2018-12-27 09:51:12 EST

Reported Problem: Problem Description: = DCM diagnosed 10/2017. We saw July 2018 Originally feeding Orijen original dry

since he was a puppy. Started taurine at time of diagnosis (10/2017). Heart
_ improved significantly between echoes. Changed fo Purina Proplan Adult 7+ July
. 2018 Will be rechecking saon.
Date Problem Started: 10/05/2017

Concurrent Medical No
Problem:

Qutcome to Date: Better/Improved/Recovering

Product Information: Product Name: Ofrljen Otiginal dry
Product Type: Pet Food
Lot Number:
Package Type: BAG
Product Use Déscriptidn: . Ofijenbpupbpy then Orijén Oﬁginél (éhickén) adult. Then
Information: = _ changed to Orijen Senior in Oct 2017 after diagnosis

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Mo BE
Type Of Species: Dog
Type Of Breed: Mixed (Dog)
Gender: Male

Reproductive Status: Neutered
Weight: 30.1 Kilogram

Age: 8.4 Years

Assessment of Prior Excellent

Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information; Owner Yes
Information
provided:

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

Contact: Name:

Phone::

Al

Email:

Address: 5

vy
(o)

United States

Healthcare Professional 'practice Name:  Tufts Cummings School of Veterinary Medicine
Information: _
Contact: Name: Lisa Freeman
Phone: (508) 887-4523

FOUO- For Official Use Only 1
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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:

'_Emedical records. pdf

it

Description: Medical records

Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-376361
ICSR; 2061171

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: | . B6 16:58:04 EST

Reported Problem: -I;;Sgl-;;r)escnptlon . Eating Taste of the Wild Sierra Mountain since June 2018 (Acana Heritage

Poultry before that) This diet was fed to multiple dogs - have not screened other

_ dogs yet so unknown whether they are also affected. Echo showed reduced
contractility and mild left atrial enlargement. BNP and troponin mildly elevated,
troponin =0 547 Taurine WNL (88 and 250) Changlng to Pro Plan Sensitive Skln
_/Stomach dry and will recheck in 3 months

Date Problem Started: 01/02/2019

Concurrent Medical No
Problem:;

Outcome to Date; Stable

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

Lot Number:
Package Type: BAG

Product Use pescription: See diet history for more details. TOTVV fed June, 2018 to
Information: present, Acdna Heritage Free Run Poultry before that
Manufacturer

IDistributor Information:

Purchase L ocation
Information:

Animal Information: Name: ' B6 i

Type Of Species: Dog

Type Of Breed: Retriever - Golden
Gender: Female

Reproductive Status: Intact

Pregnancy Status: Not Pregnant

Lactation Status: Not lactating
Weight: 30.4 Kilogram

Age: 3 Years
Assessment of Prior Excellent
Health:
Number of Animals 7
Given the Product:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: | B6 :
Phone:{m_'_'_'_éé ____________
Email: B6
Address: ; B
TURTEd States
FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-003566



Healthcare Professional Practice Name: Tufts Cummings School of Veterinary Medicine

Rryfaeiniz i 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: rpt_medical_record_preview LBGL pdf

Description: records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-376446
ICSR; 2061214

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-15 15:49:52 EST

Reported Problem: Problem Description: 2 syncopal episodes in summer got echo in October 2018 and arrhythmia

identified Feeding BEG diets all of her life (Zignature) DCM and VPCs identified 1
. /9/19 Owner changing to Purina EN Fiber and we will recheck in 3 months BNP
... elevated troponin and taurine pending
Date Problem Started: 01/09/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Boxer colitis as young dog. Successfully treated

Outcome to Date: Stable

Product Information: Product Name:  Zignature - various flavors (venison goat kahgaroo, lamb, turkey pork)
Product Type: Pet Food

Lot Number:

Product Use Déscriptidn: . Rotated prbteiﬁs/ﬂévoré of Zignéturé for pasf 8.9 yeérs ‘
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Name: ... BG |

Type Of Species: Dog

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Neutered

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name: 3“'“_ B-é-“, .
Phone: | B6
Email: | B6 ...

Address:é

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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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_medicaI_record_previewgw_é_ém;pdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-376363
2061172

, reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

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

Reported Problem: Problem Description:

_months. Have not gotten approval for you o contact owner but sent an email today

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

Eating BEG diet developed DCM and CHF 4/11/18 Owner changed diet to Royal
Canin Early Cardiac and dog has improved significantly. Will recheck again in 3

04/11/2018
No

Better/Improved/Recovering

Product Information: Product Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer

/Distributor Information:

Purchase Location
Information:

Animal Information: Name:
- Type‘Of Speéiesf
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

Zignature kangaroo dry.
Pet Food

BAG

Description: = See diet history for mote details. Zignature Sept 2017-April |

2017 Acana PorkiSquash before that

_B6 |

Dog

Retriever - Golden

Female

Neutered
26.3 Kilogram

5 B6 ;’Years
Excellent

1

1

Owner
Information
provided:

Yes

Contact: Name:

Phone:

Email:i

B6

United States

Address:

Practice Name: Tufts Cummings School of Veterinary Medicine

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

FDA-CVM-FOIA-2019-1704-003575



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_previewE___E.émipdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-375466
2060874

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-04 14:35:25 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: . Since my dog was about a vear or $0 old. he has been eating the Tractor Supply
Co. brand of Dog Food, 4Health grain-free and Untamed. Starting in December
2018, my dog developed a cough, stopped eating, and experienced difficulty

_ breathing. He was seen by a velerinarian December 20th. He had blood work
done which was unremarkable, his radiograph of his chest showed an enlarged
heart with pulmonhaty edema. He was then started on cardiac medications, and

. sent to a cardiologist for an echocardiogram. [ he echo confirmed the diagnhosis of
Dilated Cardiomyopathy. This is when the topic of grain-free diet associated DCM
came up. My Vet recommended supplementing Taurine into his diet, switching to

_a mainstream brand of dog food that has patticipated in nutritional research, and
limiting his physical activity We are hoping for the best but he is in rough shape.
Ve will recheck the echocardiogram in 3 months to see if there have been any

_improvements. | hope this will help with any research ongoing with this issue.
Please let me know If there is any more info | can provide or any additional

Problem Description:

Product Information:

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date:
Product Name:

Product Type:
Lot Number:
Purchase Date:

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

12/08/2018

No

Worse/Declining/Deteriorating

4 Health Untamed |

Pet Food

12/01/2018

No

No

stored in a Tupperware tote

Description: fed 2-4 cups per day

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 Unknown
Products Given

FOUO- For Official Use Only 1
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Animal Information:

to the Animal
During This Time

Period;
Manufacturer
[Distributor Information:
Purchase Location Name: Tractor Supply Co.
Information:
Address: B 6
Name: 1.B6 ]
Type Of Species: Dog

Type Of Breed: Shepherd Dog - German
Gender: Male

Reproductive Status:

Neutered

Weight: 79 Pound

Age:

Assessment of Prior

6 Years

Excellent

Health:

Number of Animals

Reacted:

Owner Information:

Healthcare Professional

Practice Name: |

Information: Contact: Hama.
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen:; 01/03/2019
Permissionto VYes
Release Records
to FDA;
Sender Information: Name: .} B& 1
Address: 6 !
Contact: Email: | B6
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Other
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-377272

ICSR: 2061634

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;: 2019-01-23 14.01:46 EST

Initial Report Date: 09/10/2018

Parent ICSR: 2054795

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Presented for increased respiratory rate and effort at rest and exercise

Intolerance. was diagnosed with DCM and ventricular premature complexes of left
__bundle branch block morphology, was started on Pimobendan, enalapril,

g e ia i, T

furosemide, and Taurine supplementation. 09/17/2018: B6 _iwas changed'to '

NutriSource Chicken and Rice - developed diatrhea 10/6/2018 1 B6 Jiwass

....... S S e

. changed to Instinct - developed diarthea 11/7 - 11/11/2018.! B6 _ lwas
transitioned to Royal Canin KP Hydrolyzed Protein.

Date Problem Started: 08/13/2014
Date of Recovery: 11/03/2014

Concurrent Medical No
Problem:

QOutcome to Date: Better/Improved/Recovering

Product Information: Product Name:  Zignature Fish
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use First Exposure 08/10/2014
Information: Date:

Last Exposure 12/19/2014
Date:

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

Perceived Possibly related
Relatedness fo
Adverse Event:

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

Period;
Manufacturer
/Distributor Information:
Purchase | ocation
Information:
Product Name:  Merrick Lamb, Peas, and Ancient Grains
Product Type: Pet Food
Lot Number:
Package Type: BAG
Product L_Jse Product Use Yes
Information: stopped After the
Onset of the
Adverse Event:

FOUO- For Official Use Only 1
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Purchase Location

Product Name:

Product Use

Purchase Location

Package Type:

Information:

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
[Distributor Information:

Unknown

No

Possibly related

Yes

Information:
. Natural Balance L amb and Brown Rice
Product Type: Pet Food

L ot Number:

BAG

Time Interval
between Product
Use and Adverse

Event;

Product ste
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
/Distributor Information:

5 Years

Yes

Unknown

No

Possibly related

Yes

Information:

Animal Information: Name:
Type Of Breed:

Gender:

Reproductive Status:
Weight:

Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals

FOUO- For Official Use Only

Type_Of Spegies; Dog

Retriever - Golden

Male

Neutered

35.1 Kilogram

10 Years

Good

1

1

FDA-CVM-FOIA-2019-1704-003587



Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Additional Documents:
Attachment:

Description:

Type:

Owner Yes
Information
provided:
Contact: Name: i B6 i
Phone:! __B6_ !
Email: i B6
Address:

B6

United States

Practice Name:

Contact:

Address:

United States

United States

Phone:

Yes

Email

None

B6 101232019 SOAP.pdf

Most Recent Cardiac Recheck showing improvement after transition away from
grain-free diet

Medical Records

FOUO- For Official Use Only
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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-376311

2061163

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2019-01-14 12:02:07 EST

Yes

Problem Description:

_ After about a year on Balanced Diet Grain Free Dogd Food - Salmon and Sweet

Potato formula - Dog started having coughing symptoms. Upon evaluation at the
vet it was determined she was heart worm free with an enlarged hear upon Xray.

. Dog was put on two hear medications and referred for ultrasound. Ultrasound

Date Problem Started;
Concurrent Medical
Problem:

Outcome to Date:

determined mitral valve disease and congestive heatt failure
11/15/2018

No

Worse/Declining/Deteriorating

Product Name:
Product Type:
Lot Number:
Package Type:
v Péckége Sizef
Purchase Date:
Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Natural Balance LID Dry Dog Food - Sweet Potato and Fish Formula
Pet Food

BAG

26 Pound

12/07/2018

1

Yes

Yes

stored in sealed container in pantry after bag is opened

__one cup of food twice daily
01/01/2019

Description:

Last Exposure
Date:

Time Interval 1 Years
between Product
Use and Adverse

Event:

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

Probably related

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

Period:

Name: Amazon

Address: United States

Name:

FOUO- For Official Use Only
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Sender Information:

Type Of Species:

Dog

Type Of Breed:

Mixed (Dog)

Female

Gender:_

Réprbduétive Status: Neutered

Weight: 65 Pound

Age: 7 Years

Assessment of Prior Excellent

Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Address:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

Name:

- B6

United States

Primary/regular veterinarian

11/30/2018
Yes

Address:

United States

Contact: phone: i

Email; i

Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact;
Reported to Other Store/Place of Purchase

Parties:
Additional Documents;
FOUO- For Official Use Only 2
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Report Details - EON-376136

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

2061002

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2019-01-11 12:02:43 EST

Reported Problem:

Product Information:

Problem Description:

_ Patient has been on Now Fresh Grain Free adult dog food/puppy dog food since

purchased from breeder at approximately 16 weeks of age. P has developed, and

_ confirmed by echocardiogram by boarded veterinary cardiologist, changes

Date Problem Started:

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:

FOUO- For Official Use Only

consistent with Nutritional Cardiomyopathy. P is currently on taurine
supplementation and food has been changed to non grain-free diet recheck echo

_planned for March/Apni 2019

12/03/2018

No

Stable

. Now Eresh Grain Free Adult Dog Food Now Eresh Grain Eree Puppy Food

Pet Food

BAG

08/01/2018

1

No

No

Stored in cool dry place (garage)

Description:  Patient fed this food twice daily since obtained as puppy.
First Exposure 09/01/2018
Date:

Last Exposure 11/30/2018
Date:

Time Interval 9 Years
between Product
Use and Adverse
Event:

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

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Probably related
Relatedness to
Adverse Event:

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

FDA-CVM-FOIA-2019-1704-003598




Purchase | ocation Name:
Information:

Address: n/a

Chewy com

n/a

B6

United States

Animal Information: Name: B6 i

T‘ype>0f Speéiesf Dog

Type Of Breed: Retriever - Labrador

Gender: Male

Reproductive Status: Neutered

Weight: 72.8 Pound

Assessment of Prior Unknown
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner No

Information

provided:
Healthcare Professional
Information:

Sender Information: e 'g'-m“é-é'm-'"i

Address:

B6

United States

Contact: Phone:

Email;

e

B6 i

B6 i

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other Other
Parties:

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-375242

ICSR: 2060786

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2019-01-02 19:46:49 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:

' vet a grade 2 murmur was found leading to the finding of cardiomyopathy.
Awaiting echocardiogram. Advised by veterinarian to switch dog food to

Date Problem Started: 01/02/201 9

Concurrent Medical No
Problem;

Outcome to Date: Unknown

Product Information: Product Name: 2 Nutrisource Small and Medium Breed Puppy Grain Free Dog Food
Product Type: Pet Food

Lot Number;

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: BG
Type Of Species: Dog.
Type Of Breed: Mixed (Dog)
Gender: Female

Reproductive Status: Intact

Pregnancy Status: Not Pregnant
Lactation Status: Not lactating
Weight: 42 Pound
' Ageﬁ 9 Months

Assessment of Prior Unknown
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Contact: Name:

Information: :
Phone: i

Contact Name:

Sender Information: Name:

FOUO- For Official Use Only 1
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United States
b B ‘ .......... S
Email: | B6 '
Permission To Contact Yes
Sender:
Preferred Method Of Email

Contact;
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-374952
ICSR: 2060676

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: 2018-12-29 04:20:02 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . Dog s a mixed breed: golden retriever and poodle hybrid (goldendoodle). He has
developed heart disease (DCM) on the diet. Was told if is most likely related to
taurine deficiency. Have put him on heart medication and a taurine supplement.

 Have already seen marked improvement in his demeanor. EKG to see I taurine
supplement has reversed heart disease in 3-6 months.

Date Problem Started: 12/17/2018
Date of Recovery: 12/27/2018

Concurrent Medical No
Problem:

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name:  NutriSource Super Premium Pet Foods |
Product Type: Pet Food

Lot Number:

Package Type: BAG

Package Size: 30 Pound
Purchase Date: 12/06/2018
Number Purchased: 1

Possess Unopened No
Product;

Possess Opened No
Product:

Storage Conditions: | only ever kept a 3-week supply. It was stored in one of those locked pet food
bins at room temperature.

Product Use Description: Fed daily to dog, per package instructions for almost
Information: exactly 4 years (originally purchased on approximately
.. December 15 2014}
First Exposure 12/06/2018
Date:

Last Exposure 12/27/2018
Date:

Time Interval 4 Years
between Product
Use and Adverse
Event:

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

Perceived Probably 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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Animal Information:

Sender Information:

[Distributor Information:

Purchase Location

Information:

Name: = ' B |
Address: |

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:

Name:

Address;

FOUO- For Official Use Only

| B6 |

Leomemsmamad.

Dog

: Retriever - Golden
: Male

: Neutered

: 55 Pound

11 Years

Practice Name;
Contact

Address: ;

vy
o)

United States

Type of Primary/regular veterinarian
Veterinarian:

12/20/2018

Permission to Yes
Release Records
to FDA:

Date First Seen:

Practice Name: ¢ B6 i
Contact: Name: = [ B
Phone.f ____________ e ?
Email: | B6 l
Address:

B6

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 12/26/2018

Permission to Yes
Release Records
to FDA:

FDA-CVM-FOIA-2019-1704-003607



B6

United States

Contact: Phone:

Permission To Contact Yes
Sender:

Preferred Method Of Phone
Contact;

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-375869
ICSR; 2060992

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2019-01-08 17:50:04 EST
Reporter is the Animal  Yes
Owner:
Reported Problem: Problem Description: = Whole Blood Taurine was 224 Plasma Taurine was 90
Date Problem Started: 11/14/2018
Concurrent Medical No
Problem:
QOutcome to Date: Unknown
Product Information. Product Name: NWBARBF Beef Recipe for Dogs Ground Bone Added Not for Human
Consumption Made in the UUSA by Northwest Naturals
Product Type: Pet Food
Lot Number:
UPC: (01)18101625NWBARF
_ Package Type: BOX
Package Size: 25 Pound
Possess Unopened Yes
Product:
Possess Opened Yes
Product:
Storage Conditions: Always in the freezer
Product Use Description: Defrosted in refrigerator for 12 hours prior to feeding
Information:  pjrst Exposure 01/01/2018
Date:
Time Interval 1 Years
between Product
Use and Adverse
Event:
Product Use No
Stopped After the
Onset of the
Adverse Event:
Perceived Possibly related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Animal Information: Name: : B6 '
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender; Female
Reproductive Status: Neutered
FOUO- For Official Use Only 1
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Weight: 54 Pound

Age; 8 Years

Assessment of Prior Excellent

Health:

Number of Animals 2
Given the Product:

Number of Animals 1

Reacted:

Owner Information:

Healthcare Professional

Sender Information:

Name:

Information:

Address;

United States

Contact: phone: P B6 [
Other Phone: _________ B6
Email: | | B6 |
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Other
Parties:
Additional Dgcuments: ‘
FOUO- For Official Use Only 2
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Report Details - EON-375393

ICSR: 2060845

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;: 2019-01-04 07:45:14 EST

Initial Report Date: 11/08/2018

Reporter is the Animal  Yes

Owner:

Parent ICSR: 2058584

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:  This submission is in furtherance of your nutritionally-mediated DOM

investigation My young, energetic and very healthy Golden Retriever male had
his second echocardiogram on Thursday, October 25 2018 His first was
__approximately one year ago in September 2017 The 2017 echo was notmal The
one from last week was not. It showed a subjective increase in sphericity of his
heart, as well as mild systolic dysfunction compared with last year. ACKI!! His

s Be L DVMACVIM (Cardrology) of B6 { Al last Week'

results are in except for the repeat taurine test from U C Davis. AII-__ __Bg____:
test will be repeated this week. | never purposely fed a "gram -free’ food or an
'exotic protein" food. I'm 2 physicist and | believe in science and common sense.

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

met the FDA's description of "suspect chets" In addition, | had been giving my
three Goldens a probiotic from Purina - their Fortiflora product — as a routine part
. of feeding after a period in which all three dogs had loose stool and diarrhea. |
added the Fortiflora to their food for a period of over a year | think the current
thinking on this issue is that it's multitactorial, | wanted to mention first that | had
added the Fortiflora ana that while | didn't purposely choose a grain-free food
(high in legumes), I've also found that the food itself has added probiotics’. | was
_surprised to see that Now, | wonder If my accidental food choice for him, plus my
'probiotic’ supplement, changed something in how his body processed the taurine
precursors and dietary taurine. In addition, he's definitely an 'easy-keeper'. eating
nowhere near the amount of food advised on the bag. After his "equivocal’ taurine
level in mid-September 2018, | stopped feeding Fortiflora to all three Goldens.
Their stool is perfectly fine, perhaps even better | changed! idiet from

 Eromm fo Purina ProPlan Sport 30/20 at the same time. P|ease do get in touch If
there's any further information you reqguire or that you might provide me
Obviously, | hope this is dietrelated and can be reversed. FOLLOW UP —

 JANUARY 3 2019 ECHOCARDlOGRAM Hey. good news. After 90 days of diet

supplementatlon B6 | echocardrographlc findings are either within normal

limits or are improvmg | will attach his cardiologist's detailed report I'm delighted,
of course,

Date Problem Started: 10/25/2018
Date of Recovery; 01/03/2019

Concurrent Medical No
Problem:

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name:  Orijen Regional Red Dry Dog Food Fromm Beef Frittata A La Veg Dry Dog Food
From Duck & Sweet Potato Dry Dog Food Purina Forliflora
Product Type: Pet Food

FOUO- For Official Use Only 1
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Lot Number:
Package Type: BAG
~ Package Size: 13 Pound

Possess Unopened Yes
Product:

Possess Opened No
Product:

Product Use Description: | can provide a description of how | mixed this food with two
Information: others for part o B6 idiet Please let me know if youd
 like me to send that FEwas also fed scrambled eggs.

yogurt, cottage cheese, and meats.

First Exposure 12/03/2017
Date:

Last Exposure 09/15/2018
Date:

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

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

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

Manufacturer
[Distributor Information:

Purchase Location Name: , ;  Chewy com
Information:

Animal Information: Name: . B6 i i B6 i

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male
Reproductive Status: Neutered
Weight: 80 Pound
Age: 3 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional practice Name: i B6 i
Information:

Contact: pName:

Other Phone:i B6 |
Email: | B6 i

Address: | B6 i

FOUO- For Official Use Only 2
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Sender Information:

Additional Documents:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

Referred veterinarian

10/31/2018
Yes

Practice Name: i

Contact:

Address:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

B6 E

B6

United States

Name: i
Address:

Contact: Phone: i
Other Phone:

United States

Primary/regular veterinarian

11/08/2018
Yes

i i
|y P R -

Email:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Attachment:

Type: Echocardiogram

FOUO- For Official Use Only 3
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Report Details - EON-376960
2061494

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: 2019-01-20 10:10:37 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Date of Recovery:

Concurrent Medical

Problem:

Qutcome to Date:

~ antlblotlc and told me to follaw up Wlth a spemallst int

My 3 ylo German Shepard, was recently dx with dilated cardiomyopathy (DCM)

and Congestive Heart Failure | feel the dog food | fed her was Pedigree grain
free, with main ingredients being, potatoes, peas and L egumes She ate that food

_for about 2 years. During that time, she had a minor cough which progressed to a

bad hacking cough ] took her to the vet and did a Chest x-ray which revealed an

B6 ‘i B |

I ANUR. S A

_condition.
01/02/2019

01/20/2019

No

Better/Improved/Recovering

Product Information: Product Name:

Product Type:

Lot Number:

' PaCkage Typei
Package Size:
Purchase Date:
Number Purchased:

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

FOUO- For Official Use Only

Ped

Pet Food

BAG

30 Pound

11/30/2018

1

No

No

Air tight plastic container.

Dog food bowl full 2 times a day.
01/01/2019

Description:

Last Exposure
Date:

Time Interval 2 Years
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event No
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to

Definitely related

1
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Animal Information:

Sender Information:

Addiﬁonél Dbcurhents: '

Manufacturer

[Distributor Information:

Purchase Location
Information:

howme......_.._
Type Of Species:

Adverse Event:

Other Foods or No
Products Given
to the Animal

Type Of Breed: Shepherd Dog - German

Gender:
Reproductive Status:
Pregnancy Status:
Lactation Status:

During This Time
Period:
Name: Petsmart
Address: 6 .....
'United States |
. B6 |
Dog
Female
Intact

Not Pregnant

Not lactating

Weight: 50 Pound
Age: 3 Years
Assessment of Prior Excellent
Health:
Number of Animals 1
Reacted;
Owner Information:
Healthcare Professional
Information:
Name: -
Address: 6
United States
Contact: Phone:
Reporter Wants to No
Remain Anhonymous:
Permission To Contact Yes
Sender:
Preferred Method Of Phone
Contact:
Reported to Other None
Parties:

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-003624



Report Details - EON-375203
2060773

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2019-01-02 15:05:36 EST

Reported Problem: Problem Description:

_Low whole blood taurine noted 10/05/18 (135 nmol/ml ). Mild decrease in systolic

function noted on echocardiogram 10/06/18. Generally asymptomatlc but seems

_ heat intolerant and tires easily on walks (not a new finding ).

Date Problem Started:

Concurrent Medical
Problem:

Pre Existing Conditions:

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 L ocation
Information:

Product Name:
Product Type:

Lot Number:

Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

FOUO- For Official Use Only

10/05/2018

Yes

Past history of vomiting/diarrhea - IBD suspected but not confirmed. History of
struvite crystalluria, dental calculus.

Stable

_Whole | ife Pet Just One Ingredient Pure Beef | iver Treat

Pet Food

BAG

Unknown

Unknown

Unknown

Description: 1 freat given monthly

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

Perceived Unrelated
Relatedness to

Adverse Event:

Pure Vita Venison & Red | entils Grain Free Entree

Pet Food

BAG

Unknown

Unknown

Unknown

Description:  1.25 cup fed 2x/day since 9/2017
First Exposure 09/01/2017
Date:

Time Interval 2 Years
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the

1

FDA-CVM-FOIA-2019-1704-003628



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:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Animal Information: Name:..... " Bg !
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Female
Reproductive Status: Neutered
Weight: 60 Pound
Age: 8 Years
Assessment of Prior Fair
Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Phone: |

O‘ther‘ Ph(y)ne:'

Email: |

Address: |

United States

Healthcare Professional  practice Name: :

Information: Contact: il

Phone:

Email: !

Address:

B6

United States

Type of Referred veterinarian
Veterinarian:

Permissionto Yes

FOUO- For Official Use Only
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Release Records
to FDA:

Practice Name:

Contact:

Address:

B6

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 10/06/2018

Permission to Yes
Release Records
to FDA:

Practice Name:

Contact:

Address:

United States

Type of Primary/regular veterinarian
Veterinarian:

Sender Information: Name: i B6 i
Address:

0
(o)

United States

Contact: Phone: i B6 i

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

Attachment:
Description: Older medical history
Type: Medical Records
Attachment:
Description: Diet recommendations
Type: Medical Records
Attachment [TTB ] 20190102 Echo o
Description: Echocardiogram report
Type: Echocardiogram
Attachment: " TTB6 1 2019-01-02_RefRecs- B@ 12) taurine results pdf
Description: Whole blood taurine results fromi _______ B 61 '''''''
Type: Laboratory Report
FOUO- For Official Use Only 3
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Attachment: i B6 i Medical history 2018-09-09 to 2018-12-06.pdf

Description: More recent medical history¢  B6 )

Type: Medical Records

FOUO- For Official Use Only 4
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Doctor:
Record Date:  12-Jun-2014 to 19-Oct-2016

Client:
Patient:

Patient
B6 L Be i = i
Canine Golden
Retriever, Golden Female Spayed 0 pounds
j)iagndstic Histoly ' ' ' ' ' ' '
Date Code Diagnosis
v . . v . v v . . v v v  Medical History v . .
Visit Info Date Start: 2016-10-19 Date End: 2016-10-19 Notes:
Date Type Description Qty Resource
19-Oct-2016 Converted History 1 .. B6 _J!
19-Oct-2016 Converted Rx 5 i B6 i
[~ i
 VisitInfo . . . . . Date Start: 20l6-10-18 . - Dalebnd 201p-10-18 . Notes . . . .
Date Type Description Qty Resource
18-Oct-2016 Caonverted History « Entered: ! B6 i 1 i
18-Oct-2016 Converted History ~ Syringe - lec x 25¢g 6 :_ B6 ;I
© T e -
18-Oct-2016 Converted History ~ Cyanocobalamine 1000meg/ml for Rx 5 !L._._._.B_.G_ _____ _;
©)
 VisitInfo ' ' : : ' Datestartt 20161017 :  Dalebnd 20161017 ' Notes
Date Type Description Qty Resource
17-Oct-2016 Converted History Needle - 18g x 1" 1 i__.B6__ _J!
17-Oct-2016 Converted History ~ Vitamin B Complex Inj 5 :_ B6 i
©)
17-Oct-2016 Canverted History * Entered: ‘:_________B__G ________ i 1 !L._._._.B_.6_ _____ i
17-Oct-2016 Converted Rx 1 - i
17-Oct-2016 Converted Rx 5 L B6 i
Visit Info Date Start: 20160928 Date End: 20160908 Notes:
Date Type Description Qty Resource
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28-Sep-2016 Converted History ~ Client Communication 1

History:
Client Commuyii:

28-Sep-2016 Canverted History  Client Communication 1 Other, Doctor

e
o)

28-Sep-2016 Caonverted History;l ----------- B -.6-.-.-_-_-5 6
28-Sep-2016 Caonverted History * Entered: :. o B6 : 1
28-Sep-2016 Converted History; B 6 5 E_._._._Eﬁ ________ :
28.Sep-2016 Converted Rx 5 i..Bs !
Visit Info Date Start 2016-00 20 Date End 2016-09-26 Notes:

Date Type Description Qty Resource
26-Sep-2016 Converted History 4 i_..B6__
26-Sep-2016 Converted History B 6 1
26-Sep-2016 Converted Rx 4

‘ Visit info » ‘ ‘ » » ‘ ]ilate Sté:t: » '_--éé ..... : » » Diate End: ‘ 1 Y ‘ ‘ Notes:i

Date Type Description Qty Resource
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Converted History ~ Consultation - Internal Medicine 1

Llist

Physical Exam:

Objective:
Wt-30.9 kg, T-102 F, P-128 bpm, R-pant

Abdominal ultrasound:

B6

CBC: WBC 10.9 K/uL (6-17), HCT 53.5% (37-55) and platelets 265 K/uL, (200-500)

No significant findings

PCV/TP: 52%, 6.8 g/dL

Chemistry panel: ALP <5 U/L (20-150), phosphorus 2.8 mg/dL (2.9-6.6)
Fecal PCR: results pending

Cobalamin/folate/PLI: results pending

Assessment:

B6

Body condition score:
BCS 7/9

Pain Score:
0/4

Prognosis:
Undetermined

Follow-up with Primary Care Veterinarian:
Plan:

Converted History ~ Ultrasound, Abdomen - CG 1 ! B6 i

History:
1ltrasonnd Flodines:

Conclusion:
No significant findings

LI B6 __ | i Converted History  * To Go Home/}
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Converted History Mailing Fee - { 1 Other, Doctor

- Canverted History 21 i B
Lo B6 i Converted History 4 . B6 __ . i
Converted History B6 itd B6 i 1 ! B6 i
[ il DPY .
P _B_s__.: Converted History ~ GI Profile FastPanel PCR Canine #T950 1 Lo__Be__ i
Canverted History * Entered: 'l ____________ B6 ... _,! 1 :________E.G ________ _'
[ B6___! Converted History ~Consultation - Internal Medicine 1 o__.B8 i
T B6_ i Canverted History |__._B6__._!CBC STAT 1 T B6_ !
[ B6 i Converted History ~ Ultrasound, Abdomen - CG 1
R Converted Trstory | oo TR
!l ______ B6 __! Canverted History ~Consultation - Emergency . 1 o] Be i
i
H i
CHIEF COMPLAINT  Vomiting blood. To transfer t 361
History: e -
L Converted Rx 4 e BE i
B Converted Rx U O B .. !
S —— (e .
i..B8 ! Canverted Rx 4 i BE__1
Converted Rx 21 H B6 i
 Yiwtdlo 000 | PhERwR . DRl : bofes ...
Date Type Description Qty Resource
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Converted History  * To Go HOIHS/L_____E_G _______ i 1
Lo BO Converted History  * Entered:{__ __| BS ... i 1 fomememm BO ] i
- B6___j Converted History Wound Care Level I 1 Y -
Caonverted History Consultation - Emergency 1
LoBe ] Converted History + Enfered{’ "7 88" " "t 1 R TS
L__B6_ i Converted History! 10 L B6 i
L_._B6 __ ] i Converted History} 1333
LB i Converted Rx 10 I BS e i
il B6 ! Canverted Rx 10 i B6 J'
Visit Info Date Start 2014-06-15 Date End 20140615 Notes:
Date Type Description Qty Resource
15-Jun-2014 Converted History ~ Client Communication (emergency serv) 1 HI B6___ . !
History:Hot spots - -
Client Commumication: 1445 - SW ;_ lis doing very well and owner is happy.
Visit Info Date Start 2014:06-12 Date End: Notes:
Date Type Description Qty Resource
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Consultation - Emergency
{10:54 PM}
CHIFE COMPILAINT: Has aven svound hehind Jeftearand.tastLon stomach

il- ..... B6 -E Converted History
I B6__ _j Converted History
HI. B6 __1 Converted History
Canverted History
i_.B6__ i Converted History
B8 ! Converted History
{_,___Eﬁ_ _____ i Converted History
i_.B6__ i Converted History
' BB i Converted History
! B6 ! Converted History
Converted Rx
! B<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>