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-366025

2055101

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-09-19 10:29:44 EDT

Yes

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Pre Existing Conditions:

Outcome to Date:

_ After EDA issued alert realised our dogs were on limited ingredient, grain free

foods Sweet Potato and Venison and occas Sweet Potato and Duck Our Vet

07/30/2018

Yes

B6

Better/Improved/Recovering

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

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:

Natural Balance Sweet Potato and Venison
Pet Food

BAG

30 Pound

06/04/2018

1

No

No

Stored inside and bag clipped shut

Description: Fed 3/4 cup AM and PM

Last Exposure 08/20/2018

Date:

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:

Probably related

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

Period:

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-018663




Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Female
Réprbduétivé Stétusi Neutered
Weight: 65 Pound
Age: 8 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: i
Healthcare Professional practice Name: | B6 ;
Information: T, : "E
Contact: Name: ; i
Phone:i B 6
Other Phone:

Address:§ B 6

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 08/20/2018

Permissionto Yes
Release Records

to FDA:
Practice Name: | B6
Contact: Name: E '
Phone:% B 6
Other Phone:§

Address:i B 6

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 09/13/2018

Permission to Yes
Release Records
to FDA:

LI

Sender Information; Name:

Address

BEEE S L

TUnited States

Contact: phone: i i
Other Phone:§ B 6

Email:}
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
FOUO- For Official Use Only 2
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Sender:

Preferred Method Of Email
Contact;
Reported to Other Other
Parties:
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-365643

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

Period:
Manufacturer
/Distributor Information:
Purchase Location Name:
Information: Ad dress§ B 6
" United States
FOUO- For Official Use Only 1

2054972

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-09-16 21:39:31 EDT

Yes

Problem Description:  Heart disease DCM
Date Problem Started: 01/09/2017

Concurrent Medical No

Problem:

Outcome to Date_:_ Died Euthanized

Date of Death§ B6

Product Name:
Product Type: Pet Food

' Eagle Pack Adult dry Holistic Select Canned

Lot Number:

UPC: DNK

Package Type: BAG

Package Size: 30 Pound

Purchase Date: 10/15/2008

Nurhber‘Purkcha‘sed:' 1

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: In plastic in with lid

Product Use Description:

information; First Exposure 11/01/2008

Daily for breakfast and dinner

Date:
B6

Last Expostire ;
Date:

i

Time Interval 8 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 Yes
Products Given
to the Animal

During This Time

FDA-CVM-FOIA-2019-1704-018666



Animal Information:

Name:

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

Age:

Assessment of Prior

Spaniel - Springer English

Female

Neutered

32 Pound

8 Years

Excellent

Health:

Number of Animals

, Giyen t_he Prod_uct;

Number of Animals

Reacted:

Owner Information:

Healthcare Professional

Information:

Sender Information: Némé;

Address;

Contact:

Reporter Wants to
Remain Anhonymous:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

s ——— o

Practice Name: | B6

Other Phone:l USA

Addres:

B6

r

TTURIfed states

Date First Seen: 04/02/2018

Permission to Yes
Release Records

Phone:

Other Phone:g B 6

Email::

No

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-365891
2055086

reaction or disease associated with the product)

Owner:

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-09-18 18:52:19 EDT
Reporter is the Animal  Yes

Reported Problem: Problem Description:

Concurrent Medical

Product Information: Product Name:

Possess Unopened

Possess Opened

Product Use

Purchase Location

_ enlarged heart We are wailing on test results
Date Problem Started:

07/02/2018

Problem:

No

Outcome to Date:
L Fréshpét Vital Chicken Recipe with Sweet Potatoes and Carrots,
Product Type:

Worse/Declining/Deteriorating

Pet Food

Lot Number:

Package Type:

BAG

Package Size:

4.5 Pound

Purchase Date;

08/01/2018

Number Purchased;

1

Product;

No

Product:

No

Storage Conditions:

Sealed in the refrigerator.

Information:

Manufacturer
[Distributor Information;

Description:

Time Interval
between Product
Use and Adverse

Event:

Fed 1 cup, twice a day.
2 Months

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived Possibly related
Relatedness to

Adverse Event:

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

Unknown

Information:

Animal Information: Name:

Type Of Species:

FOUO- For Official Use Only

Walmeart

Address:

Name:

United States

Dog

Type Of Breed:

Spitz - German Pomeranian
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Gender:

Reproductive Status:
Weight:
 Age:

Assessment of Prior

Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:
Healthcare Professional

Information:

Male

Neutered

9 Pound

7 Years

Excellent

Practice Name: | B6

Address: |

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 09/18/2018

Permissionto Yes
Release Records
to FDA:

Sender Information: Name: i :
Address!;
“"United States
Contact: phone: .
_ Email_: B 6
Permission To Contact Yes i
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents;
FOUO- For Official Use Only 2
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Report Details - EON-366513
2055228

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-09-22 17:33:54 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:;
Product Name:
Product Type:

Lot Number:

Product Information:

Package Type:
Package Size:
Purchase Date.

Possess Opened
Product:

Storage Conditions:

_ Eating grain free dog food over 6+ years, she has developed CHF. She did not

_ prognosis not good.

have heart issues prior to this The new studies are indicating CHFE with a grain
free diet. She is now suffering from CHE and on 4 types of meds to help her but

05/02/2018

No

Racheal ray zero gfain dog food

Worse/Declining/Deteriorating

Pet Food

BAG

14.0 Pound

08/15/2018

No

Stored in closet, put in sealed container when opened

Product Use pescription: Daily mixed with cen food
Information: Product Use Yes

Stopped After the

Onset of the

Adverse Event:;

Adverse Event No
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Definitely related
Relatedness to
Adverse Event:
Other Foods or 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: Terrier - Rat
Gender: Female
R_eprqdugtive Status:_ Neutered
Weight: 17 Pound
FOUO- For Official Use Only 1
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Age: 12 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; phoné:

EmaiE:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-366547

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2055231

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-09-23 14:35:32 EDT

Yes

Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Pre Existing Conditions:
Outcome to Date:

09/04/2018

Yes

B6

Stable

Pfodﬁct Namé:

Product Type:

Lot Number:

UPC:

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

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

Pet Food

 Fromm 4 Star Nutritional Beef Frittata Vegetable

7270511414

BAG

4 Pound

08/31/2017

1

Yes

Stored in closet

Description:
First Exposure

Date:

Last Exposure

Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the

Adverse Event:

Adverse Event
Abate After

Product Stop:

Product Use

Started Again:

Perceived
Relatedness to

Adverse Event:

Other Foods or
Products Given
to the Animal
During This Time

. Food fed according to directions

12/08/2017

09/04/2018

9 Months

Yes

No

No

Definitely related

No

Period:

Mandfacturef
[Distributor Information:

Purchase Location Name:

FOUO- For Official Use Only 1
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Information:

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

Retriever - Golden
Male

Neutered

81 Pound

5 Years

Good

B6

Practice Name:

Information: Contact: [[iib
Phone:? B 6
Email:
Address: B 6
| United States
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 09/04/2018
Permission to Yes
Release Records
to FDA:
Sender Information: Name:
Address:
United States
Contact: Phone: B6
Email:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
Attachment: Screen Shot 2018-09-23 at 2.33.30 PM.png
Description: clinic name
Type: Other
FOUO- For Official Use Only 2
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Report Details - EON-366937
2055378

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-09-26 16:53:58 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description: 0g has

Date Problem Started: 09/01/2018

. Dog has been diagnosed with a moderated dilated cardiomyopathy. Taurine level
at B6_Taurine labs completed at UC Davis labs.

Concurrent Medical Yes

Problem:

Pre Existing Conditions:

B6

Outcome to Date: Worse/Declining/Deteriorating

Product Information: Product Name:

Product Type: Pet Food

- Eromm Four Star Nutritionals Pork and Applesauce Formula Grain Free dog food

Lot Number:

UPC: 72705 11400

Package Type: BAG

Package Size: 30 Pound

Purchase Date: 08/01/2018

Number Purchased: 1

Possess Unopened No

Product:

Yes

Possess Opened
Product:

Product Use . Description:

Information: First Exposure

Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

Adverse Event
Abate After
Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

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

Storage Conditions: Product was stored in it's original bag in a metal garbage container.

__Product was fed 2 cups perday to dog

08/01/2018

09/01/2018

2 Years

Yes

No

No

Definitely related

Yes

FOUO- For Official Use Only 1
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Animal Information:

Sender Information:

Additional Documents:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Petflow.com
Address: United States

Name: lBG
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Male
Reproductive Status: Neutered
Weight: 77 Pound
Age: 3.5 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: Name:
Phone: B6
Address:

B6

United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 09/11/2018

Permission to Yes
Release Records
to FDA:

Name:

B6

Contact: Phone:

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes

Sender:
Preferred Method Of Phone
Contact:
Attachment: : B6 jTaurine Levels.pdf

Description: Taurine blood level from 9/11/18
Type: Laboratory Report

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:

Animal Information:

Sender Information:

Report Details - EON-366972

2055389

Initial

FPSR.FDA.PETF.V.V1

Product Problem (an observed or detected product issue or defect that has the potential to cause harm)

Voluntary

2018-09-26 21:35:37 EDT

Yes

Problem Description:

- Dog is on The Honest Kitchen (Embark) was randomly tested for Talirine
deficiency taurine level it B6 Recommended level for Golden Retrievers js 250

Echo cardiagram will follow next week

09/17/2018

Date Problem Started:

Pi'odljct Namé:

Product Type: Pet Food

' The Honest Kitchen Embark

Lot Number:

Lot Number:

1928A7

Expiration Date: 07/11/2019

UPC: not relevent

Package Type: BOX

Package Size: 10 Pound

Purchase Date: 09/18/2018

Number Purchased: 2

Possess Unopened Yes

Product;

Possess Opened Yes

Product:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location Name:
Information:

Address: United States

Name: ...
Owner Information:

Healthcare Professional
Information;

Name:
Address:

United States

Contact: Phone:

Email:

B6

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

FOUO- For Official Use Only
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lAdditionaI Documents:

FOUO- For Official Use Only 2
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Report Details - EON-367428

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2055600

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-10-02 16:32:38 EDT

Yes

Notice¢ B6 'had a small pocket of edema. The next morning it was larger. Took

him int6THE ER on an emergency. Bloodwork showed. an elevated white count.

He did not have a fever He was positivefor ~_ B6 |

_ his ears when he was rescued so it could have been’there for a long time. He was
taken for an abdominal x-ray, then a chest x-ray because the lung field looked

abnormal The chest x-ray showed fluid in his lungs severe heart enlargement

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

Problem Description:

B6 Was
YEKEH to 2 new vet in Algust 2018 for his check up. He needéa“él;:'l'en't'é'l"aeaning ,

and chest x-rays were scheduled to happen at the same time The vet

His bloodwork was done. Nothlng was noted with the bloodwork. Blood was sent
off for taurine. It was requested to be sent off to UC Davis. Depending on the
taurine level, the plan is to see a cardiologist He's not on any medicatlon right

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

to help with that
Date Problem Started: 07/29/2018
No

Concurrent Medical
Problem:

Outcome to Date:r Died Other _
Date of Death: B6 i

Product Name: Taste of the Wild Sierra Mountain Canine Formula with Roasted | amb

Product Type: Pet Food

Lot Number:
» Paekage Type; BAG

Product Use Description:
Information:

Food kept out all the time, 1 bowl for each dog.

First Exposure 05/01/2016

Date;

Last Exposure
Date:

' Percelved
Relatedness to
Adverse Event:

05/01/2018

Probably related

Manufacturer Name:

_ Taste of the Wild -
[Distributor Information: i

Type(s):

Distributor
Contact: Phone:  B6
Possess One or Yes

More Labels from
This Product:

Purchase Location
Information:

FOUO- For Official Use Only 1
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Animal Information: Name: ! B6 :

Type Of Species: Dog

Type Of Breed: Terrier - Boston
Gender: Male

Reproductive Status: Neutered

Age: 4 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information:

Healthcare Professional Practice Name: B6

Information: I._._._._._._._._._._._._._._:

Addressé. B 6

TUnited States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 08/06/2018

Permission to Yes
Release Records
to FDA:

Sender Information: Name:

Address;

PSRRI R SRR e & S RE

United States

Contact: phone: B 6

Email:

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact;

Reported to Other Distributor
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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Report Details - EON-367452
2055608

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-10-02 21:21:53 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:{

‘ Conéurrént ‘Med‘icalb
Problem:

Outcome to Date:

Date of Death!

Product Information: Product Name:

Product Type:
Lot Number:

ohe hasn't been on NOW Grain Free dog food since she was less than a year
old She collapsed on a walk the first week of January 2018 When rushed fo the
emergency vet they showed she had a mass on her spleen and she had
cardiomyopathy. Her heart was twice the size it was supposed o be \We were
told she would not live another 24 hours,

No

Died Euthanized

NOW Grain Free Adult Large Breed
Pet Food

v Package Typef

BAG

Possess Unopened
Product:

No

Possess Opened
Product:

No

Storage Conditions:

Product was stored in an air tight Vittles vault

Product Use
Information:

Description:  Product was fed twice daily from before age one until death.
Perceived Possibly related

Relatedness to
Adverse Event:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Name:

B6

United States

Address:

Animal Information: Name:

Type Of Species:

Type Of Breed

Akita

Gender:

Female

Reproductive Status

Neutered

Weight

80 Pound

Age

9 Years

Assessment of Prior
Health:

Good

Number of Animals
Given the Product;

Number of Animals
Reacted:

Owner Information:

Healthcare Professional

FOUO- For Official Use Only

Practice Name:

B6

1
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Information:

Contact: Name: Emergency Vet

Address: |

Urited States

Type of Referred veterinarian
Veterinarian:

Date First Seen:| B6

Permissionto Yes
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:

B6

Phone: @
Email:§ B6

No

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-367607
2055687

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-04 12:36:46 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Concurrent Medical

Problem:
Outcome to Date:

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

Information:

FOUO- For Official Use Only

My dog was diaghosed with dilated cardiomyopathy in June 9th of this year, which

| found out after he suddenly developed shortness of breath, bilateral lung
crackles and was in severe distress | took him to the nearest ED, an Xray of the

_ chest showed pulmonary ecema, dilated heart and my dog was tachypneic,

tachycardic and hypoxemic ~83% O2 saturation. They provided immediate
attention received diuretics, and was started on medications for DCM. He was

. not on any medications prior to this events, and had all his routine vet check ups

including labs and vaccines up to date. Since then there have been al least 4-5
episodes of decompensation, it has been so quickly and unexpected given his

_excellent state of health prior to all these events | he reason why | am submitting

this report Is because | was looking for information about a heart disease special
diet for him | found a report about the ongoing investigation about possible grain

free dog food associated with DCM. My pet has been on grain free dietfora

couple of years after he had bad allergies with other dog foods. After switching

_himto grain free-lamb diet his allergy completely disappear. For the past 4 years |

used the California Natural grain-free lamb dry dog food, which went out of the
market around Aptil this year | still had food until June, and then the event

_happened After the event | switch to the Wellness Core RawRev grain-free wild

game recipe dry dog food. | am concerned if all of this was related to the grain
free diet, given the information | found about prior reports similar to my case. | am
also concerned because | still have my pet on grain free food and | would like at

_least to give him the best at this time to see if there is any improvement and to

prevent rapid progression of the DCM as much as | can. | would be glad to
provide any further information, and | would like o know if there is any website or

_ vel (specialist) | could get in contact with that could provide any advise at this time.
Date Problem Started:

06/09/2018

No

Worse/Declining/Deteriorating

California Natural Grain-free Limited |ngredient Diet Lamb Meal Recipe
Pet Food

| dont have it

BAG

13 Pound

04/01/2018

1

No

No

Stored in the bag and another smaller plastic covered container.

First Exposure 04/01/2018
Date:

Last Exposure 06/01/2018
Date:

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

1
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Manufacturer
IDistributor Information:

Purchase L ocation
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:

No

No

Possibly related

No

Name:

Address:

"United States

Animal Information: Name:
ame. :

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: |
Add ress§

Sender Information:

i
i
i
i
1
1
L.

FOUO- For Official Use Only

Terrier - Yorkshire

Male

Intact

8.5 Pound

9 Years

Excellent

Practice Name:

Contact: :

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

B6

Name: i
Phone:
Other Phone: |

__________________________________________________________

United States

Primary/regular veterinarian

06/09/2018
No

FDA-CVM-FOIA-2019-1704-018683



L'UﬁTté‘d"STété‘éi

Contact: phone: '

Other Phone
Emai§

B6

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-368331

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:

2055996

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-10-13 14:40:50 EDT

Yes

. Dog was diagnosed with congestive heart failure secondary fo dilated
cardiomypathy. Taurine level was well below "'normal’ range. | understand that
there are investigations of possible dietary factors. Our dog was on Acana Lamb

_ and Apple food (grain-free). If our case would help further the research, please

Problem Description:

Date Problem Started: 11/10/2015
No

Concurrent Medical
Problem;

Outcome to Date: Died Other
Date of Death:| B6 i

Product Name:  Acana Lamb and Apple, grain-free

Product Type: Pet Food

Lot Number:

Product Use ' pescription:
Information:

Primary food source fot our dog for ~1-2 years

Manufacturer
IDistributor Information;

Purchase Location
Information:

Name:

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered
Weight: 80 Pound
Age: 6 Years

Asséssmént bf P'riork Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional

Practice Name: '
Information:

Contact: Name:

Type of Referred veterinarian
Veterinarian:

Date First Seen: B6 i

Permissionto Yes
Release Records
to FDA:

FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-018685



Sender Information: Name:

Addressg

- B6

United States

Contact: phone:

Emai

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Addiﬁonél Dbcurﬁenfs: ‘

FOUO- For Official Use Only
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Report Details - EON-368370
2056002

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-14 19:28:14 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started: |

Concurrent Medical

Problem:

Outcome to Date

Date of Death: ;

- On Wednesday evening

heartheat and extended
veterlnarlan Dr'

m ‘DVM, of

DI"

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

Information:

FOUO- For Official Use Only

Horizon Pulsars with Chlcken (also fed the same brand with Turkey, pork and
_fish) . ~

Pet Food

| don't have it

BAG

25 Pound

09/22/2018

1

No

No

Room temperature in a large rubbermaid container

Description: __Fed twice daily 1 cup each feeding Your date requirements
for reporting need looked at - The date we first gave him the
product was the day we adopted him (10/03/2013), the last
day we purchased it was sometime in September of this

__year It will not allow me to give yol the correct dates. We
started giving him the food 5 years ago, which is definitely

not the last time we purchased it

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

Last Exposure.
Date*

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

5 Years

No

Perceived
Relatedness to
Adverse Event:

Definitely related

FDA-CVM-FOIA-2019-1704-018687



Manufacturer
[Distributor Information:

Purchase Location
Information:

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

No

Name:

Address

“United States

Animal Information: Name: ...
Type Of Speciesi:
‘ Type Of Bréedi
Gender:
Reproductive Status:
Weight:

Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Cattle Dog - Australi

an (blue heeler, red heeler, Queensland cattledog)

Male

Neutered

55 Pound

8 Years

Excellent

Address: !

Type of
Veterinarian:

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;

FOUO- For Official Use Only

S

" B6

United States

Primary/regular veterinarian

B6 |

Yes

United States

Phone: B 6
Email:
No
Yes
Email
2

FDA-CVM-FOIA-2019-1704-018688



Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-368485

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Report Submission Date;
Reporter is the Animal

Owner:

Reported Problem:

Product Information:

2056082

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-10-16 09:40:33 EDT

Yes

Problem Description:

_at 9.5 months the puppy suddenly began swallow, rapid breathing (nof panting)

and showed less interest in typical puppy play. He was seen by the vet and was
diagnosed with an enlarged heart/congestive heatt failure and started on

_medication (diuretic and blood thinner).

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:
Product Name:
Product Type:

Lot Number:

Package Type:

Package Size:

Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location

FOUO- For Official Use Only

09/28/2018

No

Worse/Declining/Deteriorating

 Performatin Ultra Grain-Free Original Récipé, PUppy'

Pet Food

BAG

13.2 Pound

1

No

No

The product was stored in it's bag until opening then stored in a sealed dog food
storage bin

Description: the puppy was fed this product (per package

__recommendations based on weight) twice a day from the
age of 10 weeks until October 1

First Exposure 03/31/2018

Date:

Last Exposure 10/01/2018
Date:

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

Adverse Event No
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

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

Name: _ Petvaly

FDA-CVM-FOIA-2019-1704-018690



Information:

Address:§ B 6

"United States

Animal Information:

Name:

Type Of Species_: Dog

Type Of Breed: Other Canine/dog

Gender: Male

Reproductive Status: Neutered

Weight: 35 Pound

Age: 10 Months

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted;

Owner Information:

Healthcare Professional
Information:

Practice Name:

Contact: Name:

Address:

‘Type of
Veterinarian:
Date First Seen:

Permission to
Release Records
to FDA:

Sender Information: Name:

Address!

i

United States

Primary/regular veterinarian

09/29/2018
Yes

B

TUnited States

Contact. phone:
Email:

Reporter Wants to No
Remain Anonymous:

B6

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-368689
ICSR: 2056321

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-17 19:48:17 EDT

Reported Problem: Problem Description: Low Levels of Taurine
Date Problem Started: 09/07/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditionsg- B6 i
Outcome to Date: Stable

Product Information: Product Name: = Open Earms Whitefish and Lentils
Product Type: Pet Food

Lot Number:
UPC: 628451123095
Package Type: BAG
Package Size: 24 Pound
Purchase Date: 09/15/2018
Number Purchased: 1

Possess Unopened No
Product:

Possess Opened Yes
Product:

Storage Conditions: Sealed Storage Container
Product Use Description: = Feeding 3/4 cups twice daily
Information: | .t Exposure 09/20/2018
Date:

Time Interval 9 Months
between Product
Use and Adverse
Event:

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

Perceived Possibly related
Relatedness to
Adverse Event:

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

Period:
Manufacturer
[Distributor Information:
Purchase Location Name: i
Information: Addres s
“TUnited States
Animal Information: Name: _____ BG _____

FOUO- For Official Use Only 1
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Type Of Species: Dog
Type Of Breed: Retriever - Labrador
Gender: Female
Réprbduétivé Stétusi Neutered
Weight: 69 Pound
Age: 9 Years
Assessment of Prior Excellent
Health:
Number of Animals 2
Given the Product:
Number of Animals 2
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: I
Phon&i B 6
o EmEl
Address:: B 6
United States .
Healthcare Professional practice Name: BG
Information: Contacéz._.i\.l_;.‘;.;.e,;_.-._., _______ E ......................... Sy _E :
Phone:% B 6
Address:é B 6
"Uhited Stafes
Sender Information: Name:
Address‘:

pelninon

United States

Contact: phone: : B 6
Email;

el

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact;
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-368690
ICSR; 2056322

Type Of Submission: Initial

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

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

Report Submission Date: 2018-10-17 20:02:41 EDT

Reported Problem: Problem Description:  Patient has low taurine levels and cardiac ulrasolund revealed mildly dilated left
ventricle as well as mild mitral regurgitation.

Date Problem Started: 09/28/2018

Concurrent Medical Yes
Problem:,

Pre Exist_ing vConvditiQns:é BG
Outcome to Date: Stable

Product Information: Product Name: Open Farms \Whitefish and [ entils
Product Type: Pet Food
Lot Number:
UPC: 628451123095

Package Type: BAG
Package Size: 24 Pound

Purchase Date: 09/15/2018

Number Purchased: 1

Possess Unopened No
Product:

Possess Opened Yes
Product:

Storage Conditions: Sealed Storage Container
Product Use pescription:  Fd 3/4 cup twice daily

Information: Last Exposure 09/20/2018
Date:

Time Interval 9 Months
between Product
Use and Adverse
Event:

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

Perceived Possibly related
Relatedness to
Adverse Event:

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

Period:
Manufacturer
/Distributor Information: )
Purchase Location Name:
Information: Ad dressé
United States
Animal Information:
FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-018694



Name: !

Type Of Species:

Dog

Type Of Breed: Retriever - Labrador

Gender:
Reproductive Status: Neutered

Female

Weight: 62.1 Pound

Age:

Assessment of Prior Excellent

Health:
Number of Animals
Given the Product:

Number of Animals
Reacted;

Owner Information:

5 Years

Owner Yes
Information

provided

Contact: Name:

0
op

Healthcare Protessional practieName: | B6 |
Information: et
Phone B 6 .
Email:
Address: | B 6
IUnited States
Sender Information: Name: ;
Addres.ﬂ.j
“inited States
Contact: phenea: ; B6
Emaill
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-369285
ICSR; 2057012

Type Of Submission: Initial

reaction or disease associated with the product)

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

Report Submission Date: 2018-10-24 17:07:30 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:
Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date;

| believe feeding our dog a grain free diet contributed to heart disease.

10/08/2018

No

Worse/Declining/Deteriorating

Prodﬁct infofmafioni Product Name:
Product Type:

Lot Number:

Package Type:

Package Size:

Purchase Date:

Number Purchased:

Possess Unopened
Product:

Possess Opened
Product;

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
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

hitp.//lamericannaturalpremium comiwp-content/uploads/2018/06/bag-duck png
Pet Food

BAG

12 Pound

10/08/2018

1

No

Yes

Roll over image to zoom in American Natural Premium Grain-Free Duck Meal &
Pork Meal Recipe Dry Dog Food

Pet Food

BAG

12 Pound

10/08/2018

1

No

Yes

Package emptied into a storage container after purchase

Description: = Daily feed, dry dog food

First Exposure 10/08/2018
Date:

Last Exposure 10/24/2018
Date:

Time Interval 5 Months
between Product
Use and Adverse

Event:

FDA-CVM-FOIA-2019-1704-018696



[Distributor Information:

Purchase Location
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
Reacted:

Owner Information:

Healthcare Professional
Information:

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

Name:

Address:;

Sl

SRR b

"United States

Terrier - Boston

Male

Neutered

23 Pound

3.5 Months

Excellent

Practice Name:

' B6

Address: |

UNNEY States

bTyp‘e of
Veterinarian:

Primary/regular veterinarian

Date First Seen: 10/08/2018

Permission to Yes
Release Records

to FDA:

Sender Information: Name:

Address|

HE

FOUO- For Official Use Only

United States

Phone: :

B6

Email:|

2

FDA-CVM-FOIA-2019-1704-018697



Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-369421
2058060

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-26 09:34:52 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:

Outcome to Date:

Date of Death: !

. Began to notice 3 years ago’i- _____ _B._§_.___§ehergy level was declining--stamina for

running and playing decreasing. Then May 2018, he couldn't keep up on daily
walks--and didn't want to go on walks. After a weekend of boarding in July 2018,

_ he became |ethargic and ultimately went into respiratory distress. Doctor |

diagnosed congestive heartfailure recommending ultrasound This showed

_himdown,
07/15/2018

No

Dled Euthanized

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

Taste of the Wild Pacific Stream Canine Formula with Smoked Salmon Dry Dog
Food

Pet Food

BAG

30 Pound

05/19/2014

1

Unknown

Yes

We emptied the 30Ilb bag into a storage container with sealed lid.

Description: BG Was fed 1 1/4 cups at breakfast and 1 1!4 cup at

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

First Exposure 05/20/2014

Date:

Last Exposure 10/10/2018

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;

Definitely related

Other Foods or No
Products Given

to the Animal

1

FDA-CVM-FOIA-2019-1704-018699



During This Time
Period:

Manufacturer Name:
[Distributor Information:
Type(s):
Address:

Contact:

Possess One or
More Labels from
This Product:

Purchase Location Name:
Information:

it

Address:

Diamond Pet Foods, Inc . owned by schell and Kampeter,
Inc,

Manufacturer

Missouri
United States

Yes

B6

United States

Animal Information: Name:

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

Type Of Species:i Dog

Type Of Breed: Retriever - Labrador

Gender: Male

Reproductive Status: Neutered

Weight: 59 Pound

Age: 6.5 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Practice Name:
Contact:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA.

Practice Name;

Address:

vap‘e of
Veterinarian;
Date First Seen:

Permission to
Release Records
to FDA:

B6

Name:

Phone!

B6

“United States

Referred veterinarian

07/29/2018
Yes

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

Phone:

. B6

"United States

Primary/regular veterinarian

07/27/2018
Yes

FOUO- For Official Use Only
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Sender Information:

Addiﬁonél Dbcurhents: '

B6

United States

Contact: phone:

Permission To Contact Yes

Preferred Method Of Email

FOUO- For Official Use Only
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Report Details - EON-370158
ICSR; 2058370

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2018-11-03 17:44:26 EDT
Reporter is the Animal  Yes
Owner:
Reported Problem: Problem Description:  Taurine levels were low due to grain free dog food.
Date Problem Started: 03/01/2016
Concurrent Medical No
Problem:
QOutcome to Date: Unknown
Product Information. Product Name: Earthborn Holistic Primitive Natural Grain Free
Product Type: Pet Food
Lot Number:
Package Type: BAG
Possess Unopened No
Product:
Possess Opened Yes
Product:
Storage Conditions: In original bag, then within a sealed plastic container.
Product Use pescription: Fed twice daily
Information: Last Exposure 09/17/2018
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 Probably 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:
Animal Information; Name:
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender; Female
Reproductive Status: Neutered
Age: 4 Years
Number of Animals 1
FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Name: i

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

1

Practice Name: |

Contact: Name:

Phone:i

|
;
i

7]

Address: :

i
i
i
i
i
i
i
i
1,

B6

United States

Type of Primary/regular veterinarian

Veterinarian:

Date First Seen: 08/17/2018

Permission to Yes
Release Records
to FDA:

Contact;

Yes

Preferred Method Of Email

Contact:

FOUO- For Official Use Only
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Report Details - EON-370466
ICSR; 2058527

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-11-07 10:20:01 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . Out yellow lab developed Dilated Cardio Myopathy and we have read that there s
a link between grain free diet and DCM. She was on a grain free diet due to a

Date Problem Started:

Concurrent Medical
Problem:

Outcome 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; stored in garage in an aluminum bucket

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location

FOUO- For Official Use Only

very high Pea and Barley allergy

04/18/2014

No

Died Elthanized. .

B6 |

Nutro Grain Free Food, salmon and rice

Pet Food

BAG

30 Pound

06/20/2013

1

No

No

Pescription:

First Exposure
Date:

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:

was fed this food 2 times a day. 1 cup morning and 1 cup at
__night. NOTE- we switched her off of this food because we
thought/knew they changed they formula when they

changed the bag
10/31/2013

10/31/2013

6 Months

No

Definitely related

Yes

Name:

B6

FDA-CVM-FOIA-2019-1704-018704



Information: Address:

-~ B6

UURHS Statas

ProductName: = Pinnacle Trout and Sweet Potato
Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 24 Pound
Purchase Date: 03/23/2014
Number Purchased: 1

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: We stored the food in the garage in an aluminum bucket

Product Use  pescription: We fed her 2 times a day, 1 cup in morning and 1 in the
Information: evening
First Exposure 04/14/2014
Date:
Last Exposure

B6

Date:

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

Perceived Definitely related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal

During This Time

Period:
Manufacturer
[Distributor Information:

Purchase Location Name: Amazon
Information: . -
Address: United States
Animal Information: Name: B6

Type Of Species: Dog
Type Of Breed: Retriever - Labrador
Gender; Female
Reproductive Status: Neutered
Weight: 72 Pound
Age: 6 Years

Assessment of Prior Good
Health:

Number of Animals
Given the Product;

—

—

Number of Animals

Reacted:
Owner Information:
Healthcare Professional practice Name: ! B6
Information: N —— jr T ‘----~---~v§
Contact: Name: B 6 i
FOUO- For Official Use Only 2
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Emaié B6
Address: | B 6
"United States
Type of Primary/regular veterinarian
Veterinarian;
Date First Seen: 04/18/2014
Permissionto Yes
Release Records
to FDA:
Sender Information: Name:
Address:!
"United States
Contact: phone: B ;
Emaié 6
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Other
Parties:
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-370819

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2058709

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

2018-11-11 20:50:35 EST

Yes

Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Pre Existing Conditions:

Outcome to Date:

A week and a half ago we noticed: B6 Ea’ppetite slowly decreasing. 1 week

later he started breathing heavy TRETRERE morning his breathing was labored 69
breaths a minute or more. His gums were pale and he was lethargic. | rushed him

_to the vet. The technologist immediately rushed him in the back to place him on

oxygen We later found out he has a very enlarged heart and is in congestive
heart failure. We are currently feeding him Zignature Kangaroo. He has been

_ ealing Zighature wet and dry for years | found your article recently published

betwveen cannine diets and heart disease | also saw a veterinarian discussing this
IssUe on the news. They mentioned Kangaroo, grain free foods coming from a

5 case Io see If the Zignature food could
have possibly been related to his heart disease. We will do whatever we can to

. save other animals from future suffering of heart disease. My heart has been

broken to know my dog will never have the quility life he deserves
10/31/2018

Yes

B6

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

Zignature Kangaroo Formula
Pet Food

8864113132

BAG

27 Pound

10/24/2018

1

No

Yes

Kept in the bag in Kitchen. When the bag was opened | made a small cut, enough
to get the cup in and out. We keep the bag closed with a clip.

| feedi___g_g__j. 5- 75 cups of food 2 times a day. Plus

__estimated once a week we split up duck kangaroo, salmon,
etc wet food from Zignature,

Last Exposure 11/10/2018
Date:

Description:

Time Interval 3 Years
between Product
Use and Adverse

Event:

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived Probably related

FDA-CVM-FOIA-2019-1704-018707



Relatedness to
Adverse Event:

Manufacturer Name: Pets global Inc

[Distributor Information; = oo
Type(s): Manufacturer

Address: 28334 |ndustry drive

Valencia

California

91355

United States

Contact: Phone: 1888-897-7207

Web Www.zighature.com
Address:

Possess One or Yes
More Labels from
This Product:

Purchase Location Name:
Information:

B6

United States

Address:

Animal Information: Name: B6

Type Of Species: Dog

Type Of Breed: Spaniel - Cocker American

Gender: Male

Reproductive Status; Neutered
Weight: 37 Pound
Age: 7 Years

Assessment of Prior Good
Health:

Number of Animals 1
Reacted;

Owner Information:

Healthcare Professional practice Name: . B6
Information: Contact:l_ﬁ.a_;;; -------------- .H
Phone ' B 6

Address: :

i
o

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 11/07/2018

Permissionto Yes
Release Records
to FDA:

Sender Information: Name: ]

United States

Contact: phone: i
Email:i BG

Permission To Contact Yes

FOUO- For Official Use Only 2
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Sender:

Preferred Method Of Email
Contact;
Reported to Other Other
Parties:
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-371427
2059012

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-11-19 12:21:25 EST

Reported Problem: Problem Description:

Concurrent Medical

Product Information: Product Name

Product Type

Possess Unopened
Possess Opened

Product Use

Purchase Location

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

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

_arrhythmias Taurine levels pending An abdominal mass was an incidental
Date Problem Started:

Problem:;
Pre Existing Conditions:
Outcome to Date;

Lot Number:
Product:
Product:

Information:

Manufacturer
/Distributor Information:

Information:

i i He has been eating Zlgnature kangaroo and lentil for 4
years, and prior to fhat was on another brand grain free food. Echocardiogram
perforimed on 11/16/2018 consistent with dilated cardiomyopathy and ventricular

finding on physical examination 11/16/2018.
11/07/2018
Yes

B6

Better/Improved/Recovering

- Zignature Kangaroo Limited Ingredient Formula Dry Dog Food
Pet Food

Unknown

Unknown

 Fed daily
01/01/2014

Description:
First Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

4 Years

Unknown

Perceived
Relatedness to
Adverse Event:

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

Probably related

Yes

Animal Information: Name:

Type Of Spemes

FOUO- For Official Use Only

s

Type Of Breed:
Gender:
Reproductive Status:

Assessment of Prior Good
Health:

B6

Dog

Spaniel -
Male
Neutered

Cocker English

FDA-CVM-FOIA-2019-1704-018710



Number of Animals
Given the Product:
Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

1

1

Owner
Information
provided:

Contact;

Address:

Practice Name:

Address:

Yes

Name: . |

Phone§

B6

B6

United States

Phone:!
Other Phone:|

Email:

vy
(o

United States

Sender Information: Name: 5
Addressé '
l United States
Contact: phone: .
Other Phone:g B 6 :
Email:%
Permission To Contact Yes !
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-370844

ICSR:

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

Report Submission Date: 2018-11-12 10:59:45 EST

Reported Problem:

Product Information:

Animal Information:

2058724

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

ifor further cardiac evaluation after going into heart
....................................... ifor ohgoing
treatment for Addisen's disease. He had been eating a grain-free diet since a

puppy and was swiiched to Blue Bulfalo chicken and brown rice due to the recent

Problem Description:

........................................................................... jand is back to
ing with normal breathing, a healthy appetite and a
good energy Ievel.i B6 ieceives Heartgard for seasonal heartworm prevention

... [(discussed the appropriate season for this area s June through November).
Date Problem Started: 09/18/2018

Concurrent Medical Yes
Problem:,

Pre Existing Conditions:| B6

Outcome to Date: Better/Improved/Recovering

Product Name: . Grain-free since puppy - unsure of brand

Product Type: Pet Food

Lot Number:

Product Use'
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species: Dog
Type Of Breed: Sheepdog - Old English
Gender: Male
Reproductive Status: Neutered
 Weight: 32.8 Kilogram
Age: 6 Years
Assessment of Prior Good
Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phoneé B 6
Email

Healthcare Professional

Information:

FOUO- For Official Use Only

Address:

i
i
i
1
i
i
i
i
i
i

B6

United States

Practice Name:

FDA-CVM-FOIA-2019-1704-018712



Sender Information: Name: :
Addressé :
!‘ UNItEd States
Contact: pphone: i
Other Phone:é B 6
Email:g
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-370845
2058725

reaction or disease associated with the product)

Owner:

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-11-12 11:12:04 EST
Reporter is the Animal  Yes

Reported Problem: Problem Description:

' Dafe Probiem 'Stal"ted:v
Concurrent Medical
Problem:

Outcome 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

-

was not diagnosed until it was so severe that she could not be freated. Since she
was only 6 years old and considered to be a 'young pup', heart issues were not
suspected. Based on her blood work, she was Tirst treated for liver issues and
then upper respiratory infection. It was not until she was not eating, drinking. and
could not walk until an ultrasound was done and found she had DCM . We fed
B6 iCostco Salmon & Sweet Potato food for most of her life. When we heard

“anoutthe FDA Investigation we wanted to report it

10/07/2018

No

Died Euthanized

Kirkland Signature Nature's Domain salmon Meal & sweet Potato Formula for
Dogs

Pet Food

BAG

35 Pound
10/01/2018
1

No

No

Stored in a sealed container for dog food

. We fed our dog this food for most of her 6 year life.
10/05/2018

Description:
Eirst Exposure
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

10/12/2018

5 Years

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

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

Possibly related

No

FDA-CVM-FOIA-2019-1704-018714



Manufacturer
IDistributor Information:

Purchase L ocation Name:

Information: Ad dressi

PRSEE

Costco

United States

Animal Information: B6

Name:

Type Of Species: Dog

Type Of Breed: Retriever - Labrador

Gender: Female

Reproductive Status: Neutered

Weight: 85 Pound

Age: 6 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional :
Information:

Practice Name:

B6

B6

United States

Type of
Veterinarian:

Referred veterinarian

Date First Seen:

10/07/2018

Permission to
Release Records

Yes

to FDA. ,
Practice Name: | Bée I
Contact:h_ﬁ;,;; ______________ 1 B 6 I
Phone:
Address: | B 6
"United States
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 10/08/2018
Permissionto Yes
Release Records
to FDA:I .
Practice Name: | B6
Contact Name: Unknown Unknown ..,
Phone B6
Address:|

FOUO- For Official Use Only
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United States
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 10/16/2018
Permissionto Yes
Release Records
to FDA
Sender Information: Name: , , , :
Addres§:
"TUnited States
Contact: Phone: ' B6
Email:§
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-371481

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2059036

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

2018-11-19 18:18:50 EST

Yes

Problem Description:

My dog was a rescue, He was given up, not a stray & perfect health. Since heis a

mixed breed & pur knowledge of mixed we were confident we wouldnt have any
health issues & didn't for 2 1/2 years He was always very active & friendly. About

B months ago he started to act tired alot, hack & cough. Just not himsell. About 3

months ago | took him into the vet where they thought it may be bronchitis, but
over night he couldn't stop coughing & foaming at the mouth. | rushed him back to

. the vet where they said he was in heart failure. | remember seeing a news story of

the correlation of grain free dog food & DCM in dogs that would never get it
Bottom line | thought | was being a good pet owner by giving himthis from the

__ day we adopted him with was exactly 3 years ago. Instead of the spunky active

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:;

Product Name: @
Product Type:

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

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

FOUO- For Official Use Only

dog he was hes more like an old man & on 2 heart meds for the rest of his life
08/15/2018

No

Unknown

Rachel Ray Grain Free Dog Food
Pet Food

BAG

5 Pound

05/08/2016

1

No

No

Air tight container

In a bowl
02/02/2017

Description:

First Exposure
Date:

Last Exposure 07/03/2018

Date:

Time Interval 6 Months
between Product
Use and Adverse

Event:

Perceived
Relatedness to
Adverse Event:

Probably related

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

Period:

Name: Chewy com

FDA-CVM-FOIA-2019-1704-018717



Animal Information:

Address:

Product Name:
Product Type: Pet Food

. B6

United States

Simply Nourish Grain Free Dog Food

Lot Number:

Package Type: BAG

Package Size: 5 Pound

Purchase Date: 11/26/2016

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions; Air tight container

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
, Advers_e Event;

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

In a2 bow!
11/27/2016

08/09/2018

2 Years

Yes

Unknown

No

Probably related

No

Manufacturer
I_Distributor I_nformat_ion;

Purchase L ocation Name:
Information:

L

Petsmart

United States

Name:
Type Of Species: Dog

Type Of Breed: Mixed (Dog)

Gender: Male

Reproductive Status: Neutered

Weight: 14 Pound

Age: 6 Years

Assessment of Prior Excellent
Health:

Number of Animals 1

FOUO- For Official Use Only 2
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Reacted:

Owner Information:
Healthcare Professional

Information;

Sender Information: Name:

niool

Address|

pasE SR

Contact:

Reporter Wants to
Remain Anonymous:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

" United States

Phone:

Emaé

B6

No

Yes

Email

Other

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-371491
2059042

, reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-11-19 22:43:35 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Outcome to Date

Problem:

Date of Death: |

 Our stendard poodle became lethargic and stopped eating, We took her to our
veterinarian, and with xray showed enlarged heart and water/cancer an the lungs.

11/12/2018
No

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

Product Information: Product Name:

Product Type

Package Size
Possess Unopened

Possess Opened

Storage Conditions
Product Use

Lot Number:
» Pa;:kage Type:

Product:

Product:

Information:

Manufacturer

 Merrick dry dog food. lamb
Pet Food

BAG
15 Pound
No

No

We have a container that is closed.

Description: This was the only food our dog consumed. She was fed

_ approximately 2 cups per day.

First Exposure 01/01/2017

Date:

Time Interval
between Product
Use and Adverse

Event:

1 Years

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

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

Probably related

No

[Distributor Information;

Purchase Location Name:
Information:

Address:

Through Chewy com
United States

Animal Information: Name:

Type Of Species: Dog

Type Of Breed: Poodle - Standard

Gender: Female

FOUO- For Official Use Only
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Reproductive Status: Neutered

Weight: 42 Pound

Age: 12 Years

Asseésmént bf Prior Good
Health;

Number of Animals 2
‘ Giyen the Product;

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Ppractice Name: | B6

Information: i

Other Phqne:g

Email: n/a
Addriessi:f ‘ ’ » »

United States

Type of Primary/regular veterinarian
Veterinarian:

bDate First Seen: 11/15/2018

Permissionto Yes
Release Records
, to FDA_:

Sender Information: Name:

Address:

United States

Contact: Phone: o

Other Phonei B 6
Email;

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes

Sender;
Preferred Method Of Email
Contact;
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-371913
ICSR; 2059262

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-11-26 11:38:50 EST

Reported Problem: Problem Description: LBG presents t¢ B6 today for an in-house consult through the Neurology

21—22 mlnutes with a post ictal period Iastlng about 30 minutes ané  B6 pemg
very dtsonented Thorac:c radiographs showed mtld generallzed ca‘f’ﬂrﬁﬁﬁ'e'g‘aly

§______I3_§_ _____ -|s fed a grain free diet. HR 55-76bpm. lrregular rhythrn consistent with a

sinus arrhythmla but relatively bradycardic. Prominent second heatt sound, no
_murmur. Normal femoral puises and Jugular vems mm pink, normal refill. inus

_ forcefully as expected, though the change is mild. This may be early dilated
cardiomyopathy, but he is unlikely to be symptomatic from this mild change.
Dilated cardiomyopathy is a disease characlerized by weakening of the heart
__muscle and dilation of the heart chambers. As the disease progresses, it can lead

to congestive heart failure (iluid in the lungs causing shortness of breath and

. cough). Abnormal heart rhythms are common and can result in sudden death.
Most commonly this is an inherited disease (this would be very uncommon in a
Cavalier) though it can occur secondary to a de‘r" ciency in an amino acid called

fed one of the diets In question, this is a consideration m him.”
Date Problem Started: 11/21/2018

Concurrent Medical Unknown
Problem:

Outcome to Date Stable

Product Information: Product Name:  Primal Raw

Product Type Pet Food

Lot Number:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Name, B6

Type Of Species: Dog

Type Of Breed: Spaniel - King Charles Cavalier

Gender: Male

Reproductive Status: Neutered

Weight: 8.2 Kilogram

Age: 1 Years

Assessment of Prior Good
Health

Number of Anlmals 1
Given the Product:

Number of Animals 1
Reacted

Owner Informatlon Owner Yes

FOUO- For Official Use Only 1
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Information

provided:

Contact: Name: B 6

Address: 5 B 6

Healthcare Professional practice Name:

vy
(o)

Information: o
Contact: Name: ;
Phone:é B
Other Phone: |
Email:?
Address: | B 6
United States
Sender Information: Name:
Addressé

United States

Contact: phone: ' P
Other Phone:é B 6

Email

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-372244
2059385

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-11-28 23:27:36 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:
Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

_ The dog has a heart murmur and a cardiologist has determined that it has been

caused/impacted by the grain free dog food diet.
04/01/2018

No

Unknown

Product Information: Product Name:

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

Poséess Unbpened
Product:

Possess Opened
Product:

Storége vConvditions:'

Taste of the Wild High Prairie Dog Food
Pet Food

BAG

30 Pound

No

No

We kept the dog food in a sealed plastic container.

FOUO- For Official Use Only

Product Use Description: We fed the product to aur two puppies twice a day for meals.
Information: ot Exposure 04/01/2018
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:
Other Foods or No
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Animal Information: Name:
Type Of Species: Dog
Type Of Breed: Shepherd Dog - Australian
Gender: Male
Reproductive Status: Intact

FDA-CVM-FOIA-2019-1704-018724




Weight: 27 Pound

Age: 10 Months

Assessment of Prior Good
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Contact: Name: :
Information: i
Phone;
Sender Information: N
Address:

United States

Contact: Email: BG

Reporter Wants to No
Remain Anonymous:

‘Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents;
FOUO- For Official Use Only 2
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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-372356

2059437

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-11-29 19:53:03 EST

Yes

8 112 year old Goldendoodle mix recently diagnosed with Dilated Cardiomyopathy
and mitral valve disease Experiencing symptoms of coughing, bilateral murmur,
elevated heartrate, decreased energy, loss of appetite, and change in sleep

 position.

Date Problem Started: 11/09/2018

Problem Description:

Concurrent Medical No

Problem:

Outcome to Date: Worse/Declining/Deteriorating
Product Name:  Nutrisource
Product Type: Pet Food

Lot Number:

Package Type: BAG

Package Size: 30 Pound

Product Use pescription:
Information:

. Dog fed various flavors of grain-free kibble (NutriSource)
over the last B+ years

First Exposure 01/01/2012

Date:

Last Exposure 11/12/2018

Date:

Time Interval 6 Years
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event No
Abate After

Product Stop:

Product Use No

Started Again:

Perceived Possibly related
Relatedness to

Adverse Event:

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

Yes

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

Type Of Species: iDog

Type Of Breed: Retriever - Golden

FOUO- For Official Use Only 1
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Reproductive Status:

Neutered

Weight:

50 Pound

Age:

8.5 Years

Assessment of Prior
Health:

Good

Number of Animals
Given the Product:

1

Number of Animals
Reacted:

1

Owner Information:

Healthcare Professional  practice Name: B6
Information: : : :
Contact: Name: ; B 6 i
Phone: E
Address: | B 6
‘Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 11/19/2018
Sender Information: Name: . B6
e E mamBG ...............
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact;
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-372362

ICSR:

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

2050441

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

Report Submission Date: 2018-11-29 22:45:25 EST

Reported Problem:

Product Information:

Problem Description:

Date Problem Started: 08/29/2018

My dog was on grain free food ever since | adopted him about 3 years ago He
has gone to the be that least twice a year, every year since | have had him. He

 had been to the vet about 7 months BEFORE the visit where they found out he
now has a heart murmur. The vet thinks there is a possibility it could be linked to
The grain free food. as its never been there before.

Date of Recovery: 11/29/2018

Concurrent Medical No
Problem:

QOutcome to Date: Better/Improved/Recovering

Product Name:
Product Type: Pet Food

 Holistic Select Grain free sénior'dog'food

Lot Number:

Package Type: BAG

Package Size: 26 Pound

Possess Unopened No
Product:

Possess Opened No
Product;

Storage Conditions: The entire bag was emptied into a sealable container.

Product Use Description:
Information,. =

First 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:

It was fed to my healthy dog twice a day. 3/4 cup ot dry
__kibble in the motning and intheevening .

06/01/2015

3 Years

Yes

No

No

Probably related

No

Purchase Location Name:
Information:

Add ressé

B6

FOUO- For Official Use Only 1
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B6

United States

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:

Dog

Terrier - Boston

Male

Neutered

18 Pound

8 Years

Excellent

2

1

Owner Yes
Information

provided:

Contact:

Address! B 6

_ United States

Name: :
Address

Sender Information:

i

Contact;

Reporter Wants to
Remain Anonymous:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

B6

United States

Email:é BG

No

Yes

Email

Other

Additional Documents;

FOUO- For Official Use Only
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Report Details - EON-372494

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2059508

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-12-01 11:38:32 EST

Yes

Problem Description: | fed my dogs, both neltered male border collies, Fromm Gold Holistic dog food
for a significant amount of time which | think is is one that had potatoes, legumes
etc as main ingredient its hard fo tell what the FDA means by main ingredient. ...

From dec 2015 until diagnosis. Bought it rom Chewy so | have a‘recorcz:_ B6
was later diagnosed with a severe heart condition | took him to his regulaF Vet
and a veterinary cardiologist. | suspect the other dog that ate the food did not get

. heart disease or hasnt shown symptoms yet because hes quite a bit younger.
Dates on this form are approximate but can provide exact details if you need them

Date Problem Started: 12/01/2017

Concurrent Medical Yes
Problem:

Pre Existing Conditions: He was taking pain medication intermittently due to a past injury

Outcome to Date: Worse/Declining/Deteriorating

Product Name: Fromm Gold Holistic Adult Dry Dog Food
_ Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 33 Pound
Number Purchased: 1

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: In a plastic bin

Product Use Description: Dog was fed this as his regular ration for about a year
Information: o, t Exposure 12/01/2016
Date:
Last Exposure 12/01/2017
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 No
Products Given

FOUO- For Official Use Only 1
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to the Animal
During This Time

Manufacturer
[Distributor Information:

Purchase Location Name:
Information:

Chewy com

Animal Information: Nama:, 0 BG """"""

Type Of Species: Dog

Type Of Breed: Collie - Border

Gender: Male

Reproductive Status: Neutered

Weight: 50 Pound

Age: 10 Years

Assessment of Prior Good
Health:

Number of Animals 2
Given the Product;

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

]
i
i
i

Address: nited States

Contact: phone:

B6

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-373659
ICSR; 2060110

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Both
Reporting Type: Voluntary
Report Submission Date: 2018-12-12 14:58:25 EST
Reporter is the Animal  Yes
Owner:
Reported Problem: Problem Description: ! :alwa;_/_g__yy_g§_an allergic dag. His diet is almost only fish and sewafood
TBroteins, In: B6 J we came here frorri_____?_ﬁ___j he ate fish and millet/bucket/rice
we removed small mass from his leg. He has been more letarglc and _Ql_g:__?gl_ly _______ '
was biggest than normal, but doctors think it was alleray reactions. at:  B6 g
nmerdoctor dizgosed CHF andsentustol | B6  io cardiology department
| B6 'never had taurine blood test but l've been started taurine and L-camityne
"S'Uio'lé'mantation 5 weeks ago and he feel better and his abnormal heart rate
 desapidisappeared - our last evaluation in cardiology dept was a very good and
give Us a little hope for longest life.
Date Problem Started: 08/15/2018
Concurrent Medical Yes
Problem:.
Pre Existing Conditions§ B 6
Outcome to Date: Stable
Product Information: Product Name: = Acana Single Protein Diet - Mackrel Orijen Six Fish
Product Type: Pet Food
Lot Number:
Package Type: BAG
Package Size: 13 Pound
Purchase Date 07/31/2018
Number Purchased: 1
Possess Unopened No
Product:
Possess Opened Yes
Product:
Storage Conditions: stored in oryginal package at room temp, near AC
Product Use : Description: diy food available all the time with fresh water / water In
Information:. =~ separate bowi !/
First Exposure 08/10/2018
Date:
Last Exposure 09/10/2018
Date:
Time Interval 100 Minutes
between Product
Use and Adverse
Event:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
FOUO- For Official Use Only 1
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Adverse Event
Abate After
Product Stop:

Product Use

Started Again:

Perceived
Relatedness to

Adverse Event:

No

No

Probably related

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location Name: amazon
Information: -
Address: United States
Animal Information: Name: T B6
Type Of Species: Dog

Type Of Breed: Bulldog - French

Gender: Male

Reproductive Status: Neutered

Weight: 30 Pound

Age: 11 Years

Assessment of Prior Fair

Health:

Number of Animals 1
Given the Product;

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name: .

Address|

eI

" United States

Contact: phone:

‘ Email‘:
Permission To Contact Yes
Sender:

B6

Preferred Method Of
Contact;

Email

Reported to Other
Parties:

None

Additional Documents:

FOUO- For Official Use Only 2
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Report Details - EON-379742
ICSR; 2062660

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-14 10:22:05 EST

Reported Problem: Problem Description:  Acute onset of inappetance and tachycardia felt at home. Dilated cardlomyopathy

/mlb). ldexx 4Dx negative, lepto panel negative.

Date Problem Started: 02/05/2019

...........

Concurrent Medical No

Problem:

Outcome to Date:; Died Euthanlzed

Dateof Deathy _ B6

Product Information: Product Name: Grain-free Rachel Ray Peak dry and canned food
Product Type: Pet Food

Lot Number:
Product Use
Information:
Manufacturer

[Distributor Information:

Purchase L ocation
Information:

Animal Information: Niwe B6 i

Type Of Species: Dog

Type Of Breed: Mixed (Dog)

Gender: Female

Reproductive Status: Neutered

Weight: 16 Kilogram

Age: 2.5 Years

Assessment of Prior Excellent

Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phoné
Emali

W
(op

Address: B 6

Healthcare Professional Practice Name:

B6

B6

Information: , ;
Contact: Name: :
Phonei
Other Phone.:
Email:é
FOUO- For Official Use Only 1
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Address:g B 6
"United States
Sender Information: Name:

Address;

United States

Contact: phope: . | ‘
Other Phone:g B 6
Email:§
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-380197
ICSR; 2062921

Type Of Submission: Initial

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

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

Report Submission Date: 2019-02-19 23:19:54 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . Reporting per Tuits Cummings School of Veterinary medicine regarding possible .
Taurine deficiency using boutigue grain free diets. I've had dog on Natural
Balance Salmon Sweet potato dry kibble for about 7 years. Dog's diet and life in
_ general are very closely monitored oue 1o previous problem described below. We
discovered yesterday dog is in severe CHE: was asymptomatic until a few weeks
ago. Switched 1o non chicken based diet after likely poisoning by chicken jerky
treats from Target, made in C_hma which occurred about 8 years ago, resulted in
: near death both times with severe rapid onset

dehydratlon
Date Problem Started: 01/14/2019

Concurrent Medical No
Problem:

Outcome to Date Unknown

Product Information: Product Name: Natural Balance Limited Ingredient Diet Sweet Potato and fish Dry Dog formula

Product Type: Pet Food

Lot Number:

Package Type: BAG

Package Size: 12 Pound

Purchase Date: 01/02/2019

Number Purchased: 1

Possess Unopened No
Product:

Possess Opened Yes
Product:

Storage Conditions: In garage in contalner with lid

Product Use Descrlptlon ' Eaten dally, freely fed

Information: ;o4 Exposure 01/02/2019
Date:

Last Exposure 02/19/2019
Date:

Time Interval 6 Years
between Product
Use and Adverse
Event:

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

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes

FOUO- For Official Use Only 1
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Products Given
to the Animal
During This Time
Period:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:

Type Of Species:

Name;

Address:§ B 6

“United States

Type Of Breed:

Pekingese

Gender:

Female

Reproductive Status:

Neutered

Weight:

15 Pound

Age:

10 Years

Assessment of Prior
Health:

Excellent

Number of Animals
Given the Product:

N

Number of Animals
Reacted:

—

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

Address;

United States

Contact:

Phone:

B6

Email;

Reporter Wants to
Remain Anonymous:

No

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Yes

Phone

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-381148

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2063362

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-02-28 15:56:19 EST

Yes

easily and constantly coughing. Then he had a fainting spell so we took him to
emergency vet and they said he was in heart failure and had an enlarged heart.

_ She reterred us to a specialist who diagnosed him with DCM and they put himon
medication. But a couple of weeks later. he collapsed. howling in pain. so rushed
{0 ER again, and they said he was suffering from massive heatt failure, so we had

_ him euthanized. We never knew why a dog so young suffered major heart
problems until someone recently showed me the article about the FDA
Investigating Potential Connection Between Diet and Cases of Canine Heart

. Disease. We fed B6 iBIue Buffalo Grain Free from the time he was about two
years old until hisasath at age 6 1/2 Everyone made the whole grain free idea
sound like it was really better for dogs, and | never made the connection until

. reading the FDA atticle, It's too late for our dog, but | hope his story can help to
find out the truth,

Date Problem Started: 08/25/2016

No

Concurrent Medical
Problem;

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

 Blue Buffalo Life Protection Formula Adult Chicken & Brown Rice Reéipe Dw ‘Dog‘
Food
Product Type: Pet Food

Pfoddct Mamé:

Lot Number:

Package Type: BAG
Purchase Date: 08/01/2016
Number Purchased: 1
No

Possess Unopened
Product:

Possess Opened
Product:

No

Storage Conditions: Stored in a plastic pet food container

Product Use
Information:

Description:
Last Exposure|

Fed to our rough collie

............................... v

Time Interval 5 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 Yes

Products Given

FOUO- For Official Use Only 1
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to the Animal
During This Time
Period;

Manufacturer
[Distributor Information:

Purchase Location Name: Petemart
Information: !
Address: ! B 6

Animal Information: Némé: . BG

Type Of Breed: Collie - Rough-haired
Gender: Male

Reproductive Status: Neutered
Weight: 56 Pound
Age: 6 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
» Given the Product;

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional | practice Name: l B6
Information: Contact Namd| ; B 6
Phone:é

Address:!

W
o

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 08/29/2016

Permissionto VYes
Release Records
to FDA:

Practice Name: | B6

Address: !

mi
o

'United States

Type of Referred veterinarian
Veterinarian:

Date First Seen; 08/25/2016
Permissionto Yes

Release Records
to FDA:

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

Sender Information: Name:

FOUO- For Official Use Only 2
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Additional Documents:

Attachment:

Attachment:

Address:

B6

United States
Contact: Phone:

Email:

Permission To Contact Yes

Sender:

Preferred Method Of Email

Contact:

Reported to Other None
Parties:

B6

Description: Vet records ofi B6 jDCM diagnosis

Type: Medical Records

-Ea igraph.p
6: di h.pdf

Description: _ERadiograph

Type: Radiographs

FOUO- For Official Use Only
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Report Details - EON-382688
ICSR; 2064224

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-03-18 17:06:09 EDT

Reporter is the Animal  Yes

Owner:.

Reported Problem: Problem Description: §__6___-passed olit twice back in the spring (May/June 2018) and after taking hetto
the vet and determining she had an enlarged heart, they referred us to a vet
specialist (cardiologist). She had an echocardiogram and ultrasound doneand. ...

| was diagnosed with nutritional DCM, She now takes 9 pills aday: ! Be :
P B6 1o help her heart function and move blood
a little better. The Dr sajd it was very unusual for her breed/size to have this
_Issue, so when | saw the warning on the news | called them and they said to |
immediately switch her back to reguiar food. | did switch her back but she broke
out in hives/rash all over. She was on grain-free food for a reason- she is highly
 allergic to "normal” dog food. She has been and still does, eat the 4Health brand
from Tractor Supply (chicken and vegetable) My| ______________________ B at
their corporate office and verified with the VP or marketmg/merchandlsmg that the
 farmula was changed in order to account for the taurine deficiency, but itstill |
doesnt meet WSAVA guidelines,
Date Problem Started: 05/25/2018
Concurrent Medical No
Problem:
Outcome to Date: Stable
Product Information: Product Name: 4health Grain Free Whitefish and Potato 4health Grain Free Chicken and
... Negetable
Product Type: Pet Food
Lot Number:
Package Type: BAG
Package Size: 30 Pound
Purchase Date: 06/01/2018
Possess Unopened No
Product:
Possess Opened No
Product:
Storage Conditions: Stored in air tight container
Product Use Description: i B6 ate Blue Buffalo grain free as well as 4health grain free.
Information: BB yre.
Last Exposure 09/01/2018
Date:
Time Interval 5 Years
between Product
Use and Adverse
Event:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event Not Applicable
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Definitely related
Relatedness to
FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-018741



Adverse Event:

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

Manufacturer Name:
[Distributor Information:

Contact:

Possess One or
More Labels from
This Product;

Purchase Location Name:
Information:

No

Tractor Supply

Type(s): Manufacturer

Yes

lractor Supply

Name: . B6 E

Type Of Species: Dog

Animal Information;

Type Of Breed: American

Pit Bull Terrier

Gender: Female

Reproductive Status: Neutered

Weight: 45 Pound

Age: 11 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Ppractice Name: | B6
Information: - : ;
Contact: Name: i B 6
Phone:é
Address: B 6
United States
Type of Referred veterinarian
Veterinarian;
Date First Seen: 06/14/2018
Permissionto Yes
Release Records
... BEDAL
Sender Information: Name:
Address:

United States

Contact: phone:

B6

Email:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Distributor
FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-018742



Parties: Store/Place of Purchase
Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-382707

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Report Submission Date;
Reporter is the Animal

Owner:

Reported Problem:

Product Information:

2064233

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-03-18 22:24:32 EDT

Yes

has been fed Merrick grain free food exclusively for about 3 years For the last
_ year, she has alimost exclusively been on Merrick's grain free chicken and sweet
potato. before that. | would rotale between the beef duck saimon and chicken
with sweet potato. My veterinarian thinks that this case of DCM is associated with
. her diet because she is not of a breed typically prone to DCM, and she has been
fed a grain free diet for most of her life.
Date Problem Started: 02/28/2019

Concurrent Medical No
Problem:

Outcome to Date; Stable

Product Name: Merrick Grain Free Dty Dog Food Real Chicken and Sweet Potato Recibe

Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 25 Pound
Purchase Date: 01/01/2016
Number Purchased: 1

Possess Unopened Yes
Product:

Possess Opened Yes
Product:

Storage Conditions: The product was stored in an airtight dog food storage container.

Product Use . pescription:
Information:

The product was administered in dog bowls, twice a day.
Both dogs were fed 1 and 1/4 cup of food morning and night.

First Exposure 03/30/2016
Date:

Last Exposure 03/02/2019
Date:

Time Interval 3 Years
between Product
Use and Adverse
Event:

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

Adverse Event Unknown
Abate After
Product Stop:
Product Use No
, St_arte_d Againv:
Perceived Probably related
Relatedness to
Adverse Event:

Other Foods or Yes

FOUO- For Official Use Only 1
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Products Given
to the Animal
During This Time
Period:

Manufacturer Name:

[Distributor Information:
Type(s):

Address:

Contact:

Possess One or
More Labels from
This Product:

_ Merrick

Manufacturer

101 SE 11th Ave STE 200
Amarillo

Texas

79101

United States

Phone: 18006647378

Web https://www.merrickpetcare.com
Address:

Yes

Purchase Location Name:

Information: Address:

Amazon
United States

v

B6

Type Of Species: Dog

Animal Information: Name:

Type Of Breed: Terrier - Airedale

Gender: Female

Reproductive Status: Neutered

Weight: 68.4 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
Information:

Practice Name;

Address:

Veterinarian:

Release Records

Practice Name:

FOUO- For Official Use Only

N — 5

Contact:- Name: |
Email!

i
i
i
i
i
i
i
i
i
1,

Type of Primary/regular veterinarian

Date First Seen: 02/27/2019
Permissionto Yes

Contact: Name:

Address:

B6

United States

‘o
(o]

Phone:!

FDA-CVM-FOIA-2019-1704-018745



B6

United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 03/04/2019

Permission to Yes
Release Records
to FDA:

Sender Information: Name:

Address

United States

Contact: Phone:

B6

Email:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other Store/Place of Purchase
Parties:

Additional Documents:

Taurine results .pdf

Attachment:

Attachment:

Type: Echocardiogram

FOUO- For Official Use Only 3
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Report Details - EON-371421
2059005

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-11-19 10:58:08 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

brought him to my primary vet |

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

B6 !

_ and his platelets were very low

previous year). The vet was concerned about his platelet level and he suggested |

examined and | was asked if anyone had noted a heart Issue | said no and stated

4 other vets had listened to his heartin t

 Turther tests and came back and said sh

was called in and he diagnosed B6

_atrial fibrilation. He was admitted t6H& hospital and he was set up with a holter.
He was put on many cardiac meds and discharged 2 days later. After 5 days of
no appetite even when given anti nausea meds the pg was discontinled A

_taurine test was requested and came ba

which food we had been feeding and | told him Natural Balance Limited Ingredient

Grain Free dry food 3 different flavors. .

Buffalo and Sweet Potato & Fish | was told to immediately stop the grain free

addition, he takes

________________ Bt ittty Ty e A e AR AR A T A AR A £

; | THeE caraiplogistthatght

bomomrmamrms e e e

_ The congestive heart failure resolved by

July he had a recheck and the doctor wes surprised his heart had decreased in
size and his contractility had improved. The cardiologist was sure if this was due

Yesterday, November 13th;
He has remained consistent

per day regiment and a grain inclusive diet

: 04/06/2018

PRI o4 -dbisobl ol ottt S50 o Sl

vet examined him and ran a blood test. He said he was anaplasmosis positive

had been treated for anaplasmosis the

he previous 2 days The vet took him for
e sispected he had DCM. A cardiologist
iwith DCM. congestive heart failure and

"""" [ | i

ck as! B6 ip']asma. The cardiologist asked

Sweet Potato & Venison, Sweet Potato &

We Wolld have 6 momhs Withi e
‘the next visit | believe 2 weeksS BREFITH

No

Problem:

Outcome to Date

: Stable

Product Information: Product Name:

Product Type

Natural Balance L 1.D. Limited Ingredient Diets Sweet Potato & Bison Formula

 Grain-Free Dry Dog Food
: Pet Food

Lot Number:

UPC

Package Type:

Package Size
Purchase Date

Number Purchased:

Possess Unopened

1 723633 42080 8

BAG

: 26 Pound

: 03/15/2018

2

Yes

Product:

Possess Opened

No

Product:

Storage Conditions
Product Use

Information:

FOUO- For Official Use Only

: Covered galvanized steel bucket

Description:

Our dogs eat at will and have multiple bowls of food
__available throughout the day to graze. .
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[Distributor Information:

Purchase Location
Information:

Product Name:

First Exposure
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product lise
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:

03/15/2018

04/10/2018

3 Weeks

Yes

Unknown

No

Definitely related

Yes

Manufacturer

Name:
Address:

Chewy's Online

United States

Natural Balance | 1 D. Limited Ingredient Diets sweet Potato & Venison Formula

Grain-Free Dry Dog Food
Product Type: Pet Food

Lot Number:
UPC: 7 23633420754
Package Type: BAG
Package Size: 26 Pound
Purchase Date; 03/15/2018

Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Product Use
Information:

FOUO- For Official Use Only

2

Yes

No

Storage Conditions: Covered galvanized steel bucket.

Description:

First Ekposuré
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the

Adverse Event:

Adverse Event

Qur dogs eat at will have have access to multiple bowls of
food throughout the day to graze

03/15/2018

04/10/2018

3 Weeks

Yes

Unknown

FDA-CVM-FOIA-2019-1704-018748




Manufacturer

/Distributor Information:

Purchase Location
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

Information:

Abate After
Product Stop:

Product Use No
Started Again:

Perceived
Relatedness to
Adverse Event:

Definitely related

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

Period:

Name: . Chewy's Online

Address: United States

Natural Balance L |.D. Limited Ingredient Diets Sweet Potato & Fish Formula |

Grain-Free Dry Dog Food
Pet Food

7 23633 42037 2

BAG

26 Pound

03/15/2018

2

Yes

No

In a covered galvanized garbage can.

Our dogs eat at will 8o they have multiple bowls available
to graze throughout the day.

Description:

First Exposure

Date:

Last Exposure

Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the

Adverse Event:

Adverse Event
Abate After

Product Stop:

Product Use

Started Again:

Perceived
Relatedness to

Adverse Event:

Other Foods or
Products Given
to the Animal
During This Time

03/15/2018

04/10/2018

3 Weeks

Yes

Unknown

No

Definitely related

Period:

Yes

Manufacturer

FOUO- For Official Use Only 3
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[Distributor Information:
Purchase Location . Name: = Chewys Online

Information:
Address: United States

Animal Information: Name: B6 ? :
Type Of Species:L Dog '
Type Of Breed: Irish Wolfhound
Gender: Male
Reproductive Status; Intact
_ Weight: 175 Pound

Age: 3 Years

Assessment of Prior Excellent
Health:

Number of Animals 3
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional practice Name: . B6
Information: e

Contact: Name:

' Phdne:‘f

Address , B 6

“URed States

vy
(o

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 04/06/2018

Permissionto VYes
Release Records
to EDA:

Practice Name: B6 i

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

Contact: Name: ! B6
Address:é B 6

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 04/08/2018

Permission to Yes
Release Records
to EDA:

Sender Information: Name:

" United States

Contact: Phone:

vy
o

Permission To Contact Yes

FOUO- For Official Use Only 4
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Sender:
Preferred Method Of Email

Contact;
Reported to Other Store/Place of Purchase
Parties:
Additional Documents:
FOUO- For Official Use Only 5
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Report Details - EON-378352
ICSR; 2062061

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-01 14:23:34 EST

Reported Problem: Problem Description:  Submitted as RFR EON-378350. CVM resubmitting as PFR. Initial EDA report

linking possible cause of DCM linked to certain foods. This canine; B6 was
_ diagnosed with Dilated Cardiomyopathy on 4/25/2018 She was being fed a
suspect food high in legume ingredients. 2 week history of increased respiratory
effort severe generalized cardiomedaly and suspect congestive heart failure
_moderate to severe global cardiac dilation and severe left ventricular hypokinesis |
consistent with DCM Diagnosis. Dilated cardiomyopathy leading to ventricular
arthythmia and historical CHE (pleural effusion)

Date Problem Started: 04/25/2018
Qutcome to Date: Unknown

Product Information: Product Name: @ Earthborn Holistic Grain Free (Unknown Protein/Flavor)
Product Type: Pet Food
Lot Number:

Possess Unopened Unknown
Product:

Possess Opened Unknown
Product:

Prodhct Use
Information:

Manufacturer \Name: . . Midwestern Pet Foods
/Distributor Information:

Type(s): Manufacturer

Address: 617 S D St
Monmouth
lllinois
61462
United States

Contact: Phone: 800-474-4163x450

Web contact@earthbornholisticpetfood.com
Address:

Possess One or Yes
More Labels from
This Product:

Purchase Location
Information:

Animal Information: Name:
Type Of Species: Dog
Type Of Breed: Unknown
Reproductive Status: Unknown

Number of Animals 1
Reacted:

Owner Information: Owner No

Information
provided:
Healthcare Professional
Information;
Sender Information: Name: B 6
Addressz:
FOUO- For Official Use Only 1
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Contact;

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

United States

Phone: B 6
Email:g

No

Yes

Email

Unknown

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-378426
2062081

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: 2019-02-02 11:38:46 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

' Dafe Probiem 'Stal"ted
Date of Recovery
Concurrent Medical

2 mile walk around downtown B8

walked 2 miles before without any issues. This particular day was c6oléf and
_ overcast and slightly rainy. During the walk | noticed
attributed that to the excitement of the day In the days atter the walk | noticed he
wasn't his usual self - he wouldn't eat, was very listless and had a persistent
. cough. | though he may have contracted kennel cough from being around all of
the other dogs during the walk, so | made a vet appointment with our normal vet.

were given a low dose of a diuretic for the fluid In his lungs and were told 1o make
an appointment with a specialist sooner rather than later The next day we went to
_ a canine cardiologist where it was confirmed he had dilated cardiomyopathy. He
was put on a host of medications to help his heart and were told he had 6-12
_months to live. It was first suspected it was genetic DCM given he was a Boxer
Mix. He was eating Zignature grain free Duck formula at the fime of is diagnosis
due to his food allergies. He was immediately switched to a raw diet with added
_fish ol and taurine supplements The improvements were noticeable right away.

diagnosis and | lost mine a few months later so keeping up with the cost has been
_difficult At his most recent visit on January 25th 2018 our cardiologist noticed a
significant reduction in the size of his hearf and an increase in the output of his
heart - all great news. Given his dietary history and diet change she concluded
_that more than likely it was his previous grain-fiee diet that was causing the
issties. There is no concern of congestive heart failure currently withi B6 | Note -

v Iisted ir_\ the_ir records
: 05/11/2018

ifor owners and their dogs;

Lo, :

............ h

iwas panting easily - |

...........

: 01/25/2019

Yes

Problem;

Pre Existing Conditions

Outcome to Date
Product Information: Product Name:

Produbt TYpe

: Food allergies to potatoes

: Better/Improved/Recovering

‘ Zignature Duck‘ Formula
: Pet Food

Lot Number:

Package Type:

Package Size
Purchase Date

Number Purchased:

Possess Unopened

BAG

: 27 Pound

: 04/19/2018

1

No

Product:

Possess Opened

No

Product;
Storage Conditions: In the original bag sealed with a chip clip

Product Use

Information:

FOUO- For Official Use Only

Description:
night

First Exposure 05/01/2018

1 cup administered in the morning & 1 cup administered at

1
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Animal Information:

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

05/01/2018

10 Months

Yes

Yes

No

Probably related

No

"United States

Period:
Manufacturer
[Distributor Information:
Purchase Location Name:
Information:. Addly'ess’:
Newe . ..BS |
Type Of Species: Dog

Type Of Breed: Mixed (Dog)

Gender: Male

Reproductive Status: Neutered

Weight: 57 Pound

Age: 8 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product;

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Practice Name:
Contact:

Address:

Type of Primary/regular veterinarian

Veterinarian:
Date First Seen:

FOUO- For Official Use Only 2

Name:

vy
(o)

- B6

United States

05/10/2018
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Permission to Yes
Release Records

to FDA:
Practice Name: | _BE _ |
Contact: Name: BG
Phone:

Address: B 6

United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 05/11/2018

Permission to Yes
Release Records
to FDA:

Sender Information: Name:
Address:

United States

Contact: Phone: B 6

Email:

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other Distributor
Parties:
Additional Documents:
Attachment: DCM 6.11.2018.jpg R,
Description: SUmmary of first initial visittd.  B6

Type: Analysis
Attachment: DCM 1.25.19.jpg

Type: Analysis

FOUO- For Official Use Only 3
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Report Details - EON-378454
2062087

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: 2019-02-02 19:38:10 EST

Reported Problem: Problem Description:

Concurrent Medical

Problem:
Pre Existing Conditions:

Outcome to Date:

_ and her tendency towards loose stools. Her stools have been perfect and her

_and vegan diets. as well as grain free and exotic protein diets The cardiologist |

_ elevated, also supporting myocardial disease. Taurine levels are pending at UC

_ pose risk to other dogs
Date Problem Started:

dry food one year ago and | feel it has been helpful in managing her renal disease

renal values have been stable | had some concern regarding her being on a
vedetarian neatly vegan diet given recent reports of DCM in dogs on vegetarian

work with agreed that it was worthwhile to do a baseline echo and the echo
showed borderline to decreased heart function. A cardiac pro BNP test was

Davis. | have reported this to Royal Canin but am concerned that becausé Be |

T -

has pre-existing medical concerns and was receiving other supplements, treats,
and medications, they may not pursue this adeguately to ensure the diet does not

01/25/2019
Yes

B6

Unknown

Product Information; Product Name:

Product Type:

Lot Number:

UPRC:

Package Type:
Package Size:
Number Purchased:

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions;

Product Use

Information:

FOUO- For Official Use Only

 Royal Canin Multi Function Renal Support and Hydrolyzed Protein

Pet Food

18082010RGU04
BAG

7.7 Pound

1

Yes

Yes

Stored in bag in plastic bin

Fed as maintenance diet tOE B6 EfCl‘ one year and used as

[ — Ui i

Description:

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
Started Again:

Perceived
Relatedness to
Adverse Event:

1

No

Probably related

FDA-CVM-FOIA-2019-1704-018757



Other Foods or Yes
Products Given
to the Animal
During This Time
Period;
Manufacturer
[Distributor Information:
Purchase Location Name:
Information: Address B
“TUnited States
Animal Information: Name: B6

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

Gender: Female

Reproductive Status: Neutered
Weight: 50 Pound

Age: 3 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: .
Email;
Addressir'

B6

“United States

Healthcare Professional  practice Name:

Information: Contact LI 5 '

Phoneﬂ
Other Phone:

o
o

Email: |

Address: : B 6

United States

Sender Information: Name:

United States

Contact: phone:
Other Phone:é

FOUO- For Official Use Only 2

B6
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Additional Documents:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Attachment:

Description:

Yes

Email

Email:

B6

Manufacturer

B6

labs through Jan '18.docx

's labwork through January 18, prior to starting diet

Type: Laboratory Report

Attachment:

Description

B6

medicalhistory11618.docx

Type: Medical Records

Attachment:

Description:

1901280278.pdf

Type: Laboratory Report

Attachment:

Description:

i B6 _icardiologistreport1/25/19

| R,

Type: Echocardiogram

Attachment:
Description:

B6

1_!abs Feb-Nov '18.docx
?abwork since on diet

Type: Laboratory Report

medical history and diets prior to starting diet (up through January 2018)

FOUO- For Official Use Only
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Report Details - EON-379447
ICSR; 2062532

Type Of Submission: Initial

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

Type Of Report:

Adverse Event (a symptom,

reaction or disease associated with the product)

Reporting Type: Voluntary

Report Submission Date: 2019-02-12 10:21:07 EST

Reported Problem: Problem Description:

Date Problem Started;
Outcome to Date;

Product Information: Product Name:
» Prpduct Type;
Lot Number:;

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

 was diagnosed with Dilated Cardiomyopathy on 9/4/2018. He was being T
_complexes abpear wide suggestive of L V enlargement There s moderate to |

_ tricuspid regurgitation with normal velocities. Regurgitation appears secondary to

_ Acana (unknown variety)

report linking possible cause of DCM linked to certain foods This canine i

suspect food high in legume ingredients. acute weakness and abnormal
breathing Atrial fibrillation with average heatrt rate of 160-180 bpm QRS

severe generalized cardiomegaly and severe myocardial failure consistent with
dilated cardiomegaly. There is mild low velocity mitral regurgitation and mild

annular dilation Diagnosis. Dilated cardiomyopathy, atrial fibrillation, Congestive
heart failure, Azotemia

09/04/2018
Unknown

Pet Food

Animal Information: Name:

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

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

B6 @

I — -

Dog

Unknown
Male
Unknown
1

Owner No
Information

provided:

Sender Information: Name:

Addres

9N

Contact:

Reporter Wants to
Remain Anonymous:

Permission To Contact
Sender;

Reported to Other

FOUO- For Official Use Only

[

United States

Phone:

B6

Email:

No

No

Unknown

FDA-CVM-FOIA-2019-1704-018760



Parties:
Additional Documents:

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-018761



Report Details - EON-380170
ICSR: 2062903

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-19 16:07:14 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . My dog starting getting a hotrible cough - took her to the vet, they thought maybe
kennel cough - gave her antibiolics - condition got worse before a week of

off that my dog had turned blue when they went to sedate her, but they found out
she had a very enlarged heart ana had fluid built up in her lungs. That's when the

. vet was shocked with her breed and never having seen this, asked history of the
dog and then asked what we were feeding. We fold the vet Nutrience 8ub Zero
Grain Free Canadian Pacific Dog Food and that's when she advised us of the

. FDA Warning regarding the two links,

Date Problem Started: 11/02/2018
OQOutcome to Date: Stable

Product Information: Product Name:  Nutrience Sub Zero Grain Free Canadian Pacific Dog Food
Product Type: Pet Food
Lot Number:

Package Type: BAG

Package Size: 22 Pound

Possess Unopened No

Product:
Possess Opened No
Product:
Storage Conditions: Kept in original bag - bag had a ziplock top
Product Use pescription:  Fed Daily for the last 3 years.
Information: Product Use Yes

Stopped After the

Onset of the

Adverse Event:

Adverse Event Yes
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Definitely related

Relatedness to

Adverse Event:
Manufacturer
[Distributor Information:

Purchase Location Name: PetSmart Canada
Information:
Address: Canada
Animal Information: Nere: . B6 !

Type Of Breed: Australian Kelpie
Gender: Female
Reproductive Status: Neutered
Weight: 46 Pound

FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Age:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Name:
Address:

Contact:

Reporter Wants to
Remain Anonymous:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

5 Years

Practice Name:

B6

Contact: Name:

B6

Phone:

B6

Canada

Address:

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 11/02/2018

Permission to Yes
Release Records

to FDA:
Canada
Email: Bs
No
Yes
Email
Other

Attachment:

Description

BG Radiograph.jpg
- Radiograph - Shows a very enlarged heart and the fluid in her lungs

Type:
Attachment:
Description:

Type:

Radiographs
Radiopgraph Invoice jpg

B6 grap!

Invoice - Day Bﬁéwas sedated and turned blue - was able to get one radiograph

- was then thera all day hooked up to an IV
Other

FOUO- For Official Use Only
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Report Details - EON-381022

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

2063271

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2019-02-27 12:03:29 EST

Reported Problem:

Product Information:

Animal Information;

Problem Description:

Date Problem Started:
Date of Recovery:

Concurrent Medical
Problem:

Outcome to Date;

: 02/07/2019

_ Patient presented for an eight-day history of shallow breathing and an occasional
cough On presentation to pcDVM, was tachycardic with an iregular rhythm and
waes referred for further diagnostics. Echocardrogram revealed dllated

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

] B6 i

02/14/2019
No

Better/Improved/Recovering

Product Name:
Product Type:
Lot Number:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location

Grain-Free Salmon

Pet Food

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:

Probably related

Information:
Name: B6
Type Of Species:hl_f)_r;é ''''''''''' )
Type Of Breed: Shepherd Dog - German
Gender: Male
Reproductive Status: Neutered
Weight: 30.1 Kilogram
Age: 11 Years
Assessment of Prior Good

Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information: Owner Yes
Information
provided:
Contact: Name: E BG
Phoné E
1

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-018764



Email} B6

B6

United States

Address

Healthcare Professional | Practice Name: ! B6
Information: Ry Ry ey,

Contact: Name:
Phone: B 6
Email:

Address: B6

United States
Sender Information: Name:
Address:

United States

Contact: Phone: B 6
Email

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
Attachment: B 6 ledical Records.pdf
Description current medical records (SOAPs, client communication, labwork,

and Echo report)
Type: Medical Records

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-018765



Report Details - EON-383815
2064966

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: 2019-03-31 13:35:43 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

: 12/01/2018

 We rescued our dog 3 years ago and started him on Orijin's Puppy Formula and
then after abouit three months started him on ACANA Heritage Freshwater Fish
Food lve alternated between the Fish and their Lamb and Apple Formula for

_three years now. Receptly in the past three months he's lost 13 |bs, became
increasing more fatigued, started coughing, and had little interest in food or any
activity. | took him to our vet thinking maybe it could be the change in the season

. and possibly seasonal allergies. 1hey ran routine blood work and chest x-raysto
find that his heart is sighificantly larger than what It Is supposed to be and
diagnosed him with dilated cardiomyopathy. Our vet instructed us to take him off

_ of his grain free diet because there has been so many people having the same
issues as us.

No

Problem:

Outcome to Date
Product Information: Product Name:

_ Prpduct Type

Worse/Declining/Deteriorating

. ACANA Heritage Freshwater Fish Formula

: Pet Food

Lot Number:

Package Type:

Package Size
Purchase Date

Number Purchased:

Possess Unopened

BAG

25 Pound

09/01/2016

1

No

Product:

Possess Opened

No

Product:

Storage Conditions

Product Use

Information:

FOUO- For Official Use Only

We store our food in a plastic food bin that has a locked seal and is only opened
to scoop out his food in the morning and evening.

Description: | fed him 1.5 cup of food once in the morning and once in
o  the evening. .
First Exposure 09/03/2016
Date:
Last Exposure 03/28/2019
Date:
Time Interval 1 Minutes
between Product
Use and Adverse
Event:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event No
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Definitely related
1
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Relatedness to
Adverse Event:

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

Manufacturer
IDistributor Information:

Purchase L ocation Name:

Information: Address: |

e e e e

United States

Animal Information: Name: B6 i

A —————

Type Of Species: Dog

Type Of Breed: American Pit Bull Terrier

Gender: Male
Reproductive Status: Neutered
Weight: 72 Pound
Age: 3.5 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Practice Name: !
Information: et ot 7

W
»

Address: |

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 03/29/2019

Permissionto VYes
Release Records
to FDA:

Sender Information: Name:

Address:

United States

Contact: phone: i BG

Email:
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
FOUO- For Official Use Only 2
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Sender:

Preferred Method Of Phone
Contact;
Reported to Other Other
Parties:
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-384061

ICSR:

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

2065209

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

Report Submission Date: 2019-04-03 11:53:01 EDT

Reported Problem:

Product Information:

Animal Information:

Problem Description:

‘ Déte Probiem Staﬁed
Concurrent Medical

_ Patient developed DCM and CHFE on a grain free diet Taurine levels were ,
measured and were normal However, the patient was changed to a non grain
_Tree diet and rechecks have shown continued improvement. She is no longer in

heatt failure 6 months later and her heatl is neatly normal

: 09/06/2018

No

Problem:

Outcome to Date

: Better/Improved/Recovering

Product Name:
Product Type

Redford Naturals Duck and Sweet Potato
: Pet Food

Lot Number:

Package Type:

Possess Unopened

BAG

No

Product:

Possess Opened

No

Product:

Product Use

Information:

Product 'Use' Yes
Stopped After the

Onset of the

Adverse Event:

Adverse Event Yes

Abate After

Product Stop:

Product Use

Started Again:

Perceived
Relatedness to

Adverse Event:

No

Definitely related

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name: ' B6

i B

Type Of Species: Dog

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Neutered

B6

Age: 4 Years
Assessment of Prior Excellent
Health:
Number of Animals 2
Reacted;
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phoneg
FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Address: !

Healfhcake Pyrofe'ssidnal‘ Practice Name:
Information:

Name:
Address:

" United States

i
i
1
1
1
i
i
i
i
1,

B6

United States

. B6

B6

I._._._._._._._._._._._._._.J.-.-v-._._....-.-.-.-._._._.-.-.-.-._.!

United States

Contact: phone:

Permission To Contact Yes

Sender:

B6

Preferred Method Of Email

Contact;

Reported to Other None

Parties:

FOUO- For Official Use Only 2
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Report Details - EON-384062
ICSR; 2065210

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-04-03 11:58:27 EDT
Reported Problem: Problem Description:

. changed A housemate was diagnosed with DCM and CHF a few weeks earlier
and was eating the same diet. Both dogs have shown significant improvement
since changing fo a non grain free diet

Date Problem Started: 09/26/2018

Concurrent Medical No
Problem;

Ohtcbme ‘to Dateﬁ Better/Improved/Recovering

Product Information: Product Name: Redford Naturals Duck and Sweet Potato
Product Type: Pet Food

Lot Number:

Package Type: BAG

Possess Unopened No
Product:

Possess Ope'nedv No
Product:

Product Use Time Interval 2 Years
Information: . petween Product
Use and Adverse
Event:

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

Adverse Event VYes
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Definitely related
Relatedness to
Adverse Event:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: ' BG

Type Of Breed: Boxer (German Boxer)

Gender: Male

Reproductive Status: Neutered

Age: 2 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Reacted:

Owner Information: Owner Yes

FOUO- For Official Use Only 1
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Information

Contact: Name:

United States

Healthcare Professional  practice Name:

Information:

0
o

United States

Sender Information: Name:
Address:

Sl

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
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ICSR:

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

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

Animal Information:

Report Details - EON-384202

2065319

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

Report Submission Date;

2019-04-04 18:44:45 EDT

Yes

Problem Description:

Date Problem Started 11/27/2016

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Prior to his deathi......! B6____iwas taklng- B6 .a heart medicine, since he

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

i__,_,_,__‘;”______,_,_,_-yelIoW | abrador retrlever._ba_rﬁ _____ BG bassed away- B6 ECanCer'

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

the rest of his life. At age 6 11127116, d!agnosed with enlarge heart. D' _______ |_3 _(?'_ _______ i
said it was rare for the breed Heart medlcme rest of life. After his death 'Saw the
. story about FDA linking grain free to enlarged heatrts in Labradors. If his medical

history can help others, please use.

was diagnosed with an enlarged heart on 11/27/2016.

Product Name:

Product Type: Pet Food
Lot Number:
Package Type: BAG
Purchase Date: 03/01/2019

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions:

Product Use pescription: grain free dog food
Information:

Manufacture

[Distributor Information:

Purchase Location
Information:

 Grain free dog food. Various brand, Merrick, Blue, Nature s Recipe, Natural
Balance, other Purchased mainly at Petco, some at Giant Mainly bags of dry
food, some cans as well

in pantry cabinet

Perceived Probably related
Relatedness to
Adverse Event:

r

Name:

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

Age:

Assessment of Prior Good
Health:

Number of Animals

Given the Product:

FOUO- For Official Use Only

Dog

Retriever - Labrador

Intact
116 Pound
9 Years

1
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Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

Address:

United States

Contact. phone:

Other Phone:é
Email;

vy
(o)

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-384409
ICSR: 2065437

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: 2019-04-07 13:04:40 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . After approximately 1-2 years on grain-free diet (Fromin's Gold Coast weight
management), dog was discovered to have dilated cardiomyopathy. After three
months of intensive medication and change of diet, cardiomyopathy has been

 mostly reversed. \Was only discovered because of need for surgery 1o remove
foreign object from intestines. Otherwise, probably would not have been
discovered and would likely have been a fatal condition for dog.

Date Problem Started: 01/05/2019
Date of Recovery: 03/27/2019

Concurrent Medical Yes
Problem:;

Pre Existing Conditions:§ B6
Outcome to Date; Better/Improved/Recovering
Product Information: Product Name:  Fromms Gold Coast Weight Management
Product Type: Pet Food
Lot Number:

Product Use  pescription: Daily food for dog. Only food dog was receiving.
Information:

Manufacfuref
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:
Type Of Species: Dog
Type Of Breed: Hound - Norwegian (Elk Hound)
Gender: Male

Reproductive Status: Neutered
Weight: 155 Pound
Age: 11 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product;:

Number of Animals 1
Reacted:

Owner Information;

Healthcare Professional practice Name: B6 5
Information: :

Sender Information: Name:

Addresszf BG
rURitey States

Contact;

Reporter Wants to Yes

FOUO- For Official Use Only 1
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Remain Anonymous:
Reported to Other None
Parties:
Additional Documents:
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:

Report Details - EON-384612

2065603

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-04-09 18:54:.02 EDT

Yes

Problem Description: | B6
grain free dry pet food for years Acana Lamb & Apple We have been unaware
now of the link between DCM and grain free diets especially with large breed

 dogs or Golden Retrievers.

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:;

Product Information. Product Name: ' Acana Lamb and Apple
Product Type: Pet Food
Lot Number:
Package Type: BAG
Package Size: 2 kilogram
Purchase Date: 03/03/2016
Number Purchased: 1
Possess Unopened No
Product:
Possess Opened No
Product:
Storage Conditions: in a plastic container for dog food
Product Use pescription: 1-1/4 cups moring and evening
Information:  irst Exposure 07/04/2017
Date:
Last Exposure 03/27/2019
Date:
Time Interval 3 Years
between Product
Use and Adverse
Event:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event No
Abate After
Product Stop:
Prodiuct Use No
Started Again:
Perceived Definitely related
Relatedness to
Adverse Event:
Other Foods or No
Products Given
to the Animal
During This Time
Period:
Manufacturer
FOUO- For Official Use Only 1

04/03/2019

No

Worse/Declining/Deteriorating
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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:

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

Attachment:

Name:
Address:

Canada

Retriever - Golden
Female

Neutered

80 Pound

8 Years

Excellent

B6

B6

Practice Name:

Contact: Name:

Phone:

B6

Canada

Address:

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 04/03/2019

Permission to Yes
Release Records

to FDA:
Canada
Phone: B6
Email;
No
Yes
Email

Store/Place of Purchase

FOUO- For Official Use Only
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[ Type: Echocardiogram

FOUO- For Official Use Only 3
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Report Details - EON-361685

ICSR: 2053474

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2018-08-08 15:53:05 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: = My dog developed an enlarged heart
Date Problem Started: 12/30/2017

Concurrent Medical Yes
Problem:

B6 i

Pre Existing Conditions: i
Outcome to Date: Worse/Declining/Deteriorating

it

Product Information: Product Name:  Wellness CORE Grain-Free Reduced Fat Turkey & Chicken Recipe Dry Dog Food
Product Type: Pet Food
Lot Number:
Package Type: BAG
Package Size: 26 Pound
Purchase Date: 05/17/2018

Possess Unopened No
Product:

Possess Opened Yes
Product;

Storage Conditions: in a pet food storage container (kept in bag)

Product Use Description: eaten

Information: Last Exposure 07/24/2018
Date:

Time Interval 2 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
/Distributor Information:
Purchase Location Name: Amazon
Information: Address: United States
Animal Information: Name: : BG :

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

Type Of Breed: Mixed (Dog)
Gender: Female

FOUO- For Official Use Only 1
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Reproductive Status:
Weight;
Age: 9 Years

Asseésmént bf Prior

Health;

Number of Animals

‘ Giyen the Product;

Number of Animals

Reacted:
Owner Information:

Neutered

45 Pound

Good

Healthcare Professional  practice Name: | | B6 ‘
Information: . ; S —
Contact: Name: ! B6 :
Phone;i i
Type of Primary/regular veterinarian
Veterinarian:
Sender Information: Name: B6
Address: nited States
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-364393
2054669

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: 2018-09-06 06:08:59 EDT

Reported Problem: Problem Description:

_ these circumstances, no preop lab work or imaging was done, but the owner |

Date Problem Started: j
Unknown

Concurrent Medical
Problem:

BG .a 6 year old 100 |b German Shepherd, presented to our clinic on._

"5Tsifine spay that was to be subsidized by a charitable organization. Due to

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

stated that she had been in good health. Preop physical exam by me did not
reveal any abnormalities that were concerning for generaj anesthesia Shortly

...........

_ Additionally, when asked about her diet, they stated that she had been fed
exciusweiy a graln—free diet for at least the past two years,

Outcome to Date:

Died Other

Date of Death:

Product Information: Product Name:

Product Type:

Kirkland Salmon and sweet potato grain free dog food
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:

Shepherd Dog - German

Gender:

Female

Reproductive Status:

Intact

Pregnancy Status:

Not Pregnant

Lactation Status: Unknown
Weight: 100 Pound
Age: 6 Years
Assessment of Prior Good
Health:
Number of Animals 1
Reacted:
Owner Information: Owner No
Information
prowded
Healthcare Professional Ppractice Name: | B6
Information: ; :
Contact: Name: ; ;
Phone: B 6
Email: |
Address:
FOUO- For Official Use Only 1
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Type of
Veterinarian:

Permission to
Release Records

to FDA:

B6

United States

Primary/regular veterinarian

Yes

Sender Information: Name:

i

B6

Contact:

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Addiﬁonél Ddcurhenfs: ’

FOUO- For Official Use Only
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Report Details - EON-363881
2054487

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-08-30 14:28:14 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:
Date Problem Started:
Concurrent Medical

Pre Existing Conditionsi'
Outcome to Date:

Problem:

_ Low taurine levels in whole blood and plasma

08/21/2018

Yes

B6

Not Applicable

Product Information: Pfodﬁct Namé:

Taste of the Wold High Prairie

Owner Information:

Healthcare Professional
Information:

Product Type: Pet Food
Lot Number:
Package Type: BAG
Storage Conditions: NA
Product Use pescription: Fed twice a day
Information: i ot Exposure 01/11/2012
Date:
Last Exposure 08/21/2018
Date:
Other Foods or No
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase L ocation
Information;
Animal Information: Name:. 1 B
Type Of Species: Dog "~ .
Type Of Breed: Retriever - Golden
Gender: Female
Reproductive Status: Neutered
Weight: 62 Pound
Age: 10 Years
Assessment of Prior Good
Health:
Number of Animals 1
Given the Product;
Number of Animals 1
Reacted:

Sender Information: Name:

Address!

FOUO- For Official Use Only

B6

United States

1
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= = SBG ..................... -

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Addiﬁonél Dbcufneﬁts: '

FOUO- For Official Use Only 2
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Report Details - EON-361322
ICSR: 2053224

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2018-08-03 19:43:56 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . Took olir pet to the vet today because she seems generally more lethargic and
experiences difficulties after her daily exercise. Increased panting from which it
takes a long time (at least 1/2 hr or more) to recover. An xray revealed an

_ enlarged heart. While researching this | discovered your article linking grainfree
dog food with heart disease. Our dog has been eating Kirkland Signature Nature's
Domain Organic Chicken & Pea Formula for Dogs (USDA Organlc Grain Free)

_ exclusively since she was eight weeks old.

Date Problem Started: 08/03/2018

Concurrent Medical No
Problem;

Outcome to Date: Unknown

Product information: Product Name:  Kirkland Signature Nature's Domain Organic Chicken & Pea Formula for Dogs
 USDA Organic Grain Free

Product Type: Pet Food

Lot Number:
_ UPC: 9661903317
Package Type: BAG
Package Size: 30 Pound
Purchase Date: 07/31/2018
Number Purchased: 1

Possess Unopened Yes
Product:

Possess Opened Yes
Product:

Storage Conditions: In plastic container

Product Use Description: = 1-1/2 -2 cups twice daily
Information: o, ot Exposure 07/31/2018
Date:
Last Exposure 08/03/2018
Date:

Time Interval 3 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 No
Products Given
to the Animal
During This Time
Period:

Manufacturer

FOUO- For Official Use Only 1
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[Distributor Information:

Purchase Location Name:
Information:

Address:

Costeo

United

States

Animal Information:; Name: : B6

TEN———

T‘ypeYOf Speéiesﬁ Dog

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered

Weight: 81 Pound

Age: 4 Years

Assessment of Prior Good
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted;

Owner Information:

Healthcare Professional practice Name: ,
Information: :

Contact: Name:

Address:

Type of
Veterinarian:

Permission to
Release Records
to FDA:

B6

B6

Phone:

B6

United

States

Primary/regular veterinarian

Yes

Sender Information: Name:
Address;:

United States

Contact: phone:
Email;

B6

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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Report Details - EON-361325
ICSR; 20563225

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-08-03 21:10:49 EDT

Reported Problem: Problem Description:  Heart enlargement noted on chest x-rays without evidence of heart failure.

Echocardiogram on 8/3/18 consistent with a dilated cardiomyopathy phenotypé.
Date Problem Started: 08/03/2018

Concurrent Medical Yes
Problem:
Pre Existing Conditions B6

!
i

Outcome to Date:. Unknown

Product Information: Product Name: Zignature Kangaroo Formula
Product Type: Pet Food

Lot Number:
UPC: unavailable
Package Type: BAG
k Package Size: 1
Purchase Date: 07/03/2018
Number Purchased: 1

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: Unknown

Product Use pescription: Fed as main diet for > 1 year due 1o severe food allergies
Information: .
First Exposure 08/03/2018
Date:
Last Exposure 08/03/2018
Date:

Time Interval 1 Years
between Product
Use and Adverse
Event:

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

Perceived Probably related
Relatedness to
Adverse Event:

Other Foods or No
Products Given
to the Animal

During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location Name: Unknown
Information: Sm———————
Animal Information: Namie: ; B6 |

Type Of Species: Dog
FOUO- For Official Use Only 1
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Type Of Breed: Mixed (Dog)

Gender: Male

Reproductive Status: Neutered

Weight: 31.2 Kilogram

Age: 4 Years

Assessment of Prior Good
Health:

Number of Animals 3
Given the Product:

Number of Animals 3
Reacted:

Owner Information: Owner No
Information
provided:
Healthcare Professional
Information:
Sender Information; Name:
Address:

United States

Contact: phone:

Email:

B6

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Addiﬁonél Dbcufneﬁts: '

FOUO- For Official Use Only 2
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Report Details - EON-361512
2053331

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-08-06 16:23:03 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:

Date Problem Started:

‘ Conéurrént ‘Med‘icalb
Problem:

Pre Existing Conditions:
Outcome to Date:

Date of Death!

_She bassed ouUt in our kifchen and was taken to the emergency pet hospital

_______ B6 where she was diagnosed with Cardio Myopathy She was put on a
course of meds, but ultimately she did not improve and had to be euthanized She
was fed California Naturals Grain Free Salmon Meal and Peas to help reduce her

skin allergies.
07/25/2016
Yes

Skin allergies
Died Euthanized
B6

Product Information: Product Name:
Product Type:

v Lot Nuniberf
Package Type:

Package Size:

Purchase Date:

Number Purchased:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

FOUO- For Official Use Only

California Naturals Salmon Meal and Peas
Pet Food

BAG

13 Pound
06/15/2016
1

No

No

Air tight plastic bin

Description:

Time Interval
between Product
Use and Adverse

Event:

Fed twice a day. Total of 2 cups per day of the dry kibble
4 Years

Product Use No
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

Possibly related

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

Period:

Name:

Address:

B6

FDA-CVM-FOIA-2019-1704-018790



i B6 i

e

United States

Animal Information: Name: ; B6 i
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Female
Reproductive Status: Neutered
Weight: 55 Pound
Age: 9 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

R

Address!

RS

"United States

Contact: phone:

B6

Email: ;

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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Report Details - EON-359321
ICSR; 2052106

Type Of Submission: Initial

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

Type Of Report: Both

Reporting Type: Voluntary

Report Submission Date: 2018-07-16 09:42:29 EDT

Reporter is the Animal  Yes
Owner:

Date Problem Started:
Date of Recovery:

Concurrent Medical
Problem:

Outcome to Date;

Pre Existing Conditions:

Reported Problem: Problem Description: ‘ B6 was diagnosed with Congestive Heart Failure and Dilated Cardiomyopathy

(DCM) and low Taurine. The Cardiologist believes this was caused by his food.
He uses Zignature Kangaroo He is currently stable, but we do not know if he will

_ die from the condition in less than a year o1 if it will be reversed. We were told that
we should know more in September when we go back for a follow up.

05/14/2018

07/16/2018

Yes

B6

Stable

Product Information: Product Name:

Product Type:
Lot Number:
UPC:

Package Type:
Package Size:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

_Zignature Kangaroo

Pet Food

Multiple

BAG

27 Pound

No

No

In sealed bag and then in sealed pet food container

Description:

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:

Daily feeding
1 Years

No

Definitely related

No

Name:
Address:

Multiple
United States

Animal Information; Name:

FOUO- For Official Use Only
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Type Of Species:
Type Of Breed:
Gender:

Réprbduétive Status:
Weight:
Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Dog

Bulldog - French

Male

Neutered

33 Pound

5 Years

Good

6

1

Practice Name;

Addressg

pRdsERSpHoR B0

ZUnited States

Type of Referred veterinarian

Veterinarian:

Date First Seen: 05/15/2018

Permissionto Yes
Release Records
to FDA:

Sender Information: Name: :
Address:g
United States
Contact: phone: BG
Email:|
Permission To Contact Yes '
Sender:
Preferred Method Of Email
Contact:
Reported to Other Manufacturer
Parties:
Additional Dgcuments: ‘
FOUO- For Official Use Only 2
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Report Details - EON-360773
2052883

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: 2018-07-29 20:08:27 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:

Pre Existing Conditions:

Outcome to Date:

she had consstently loose stool With the help of our vet we determmed that

grain free food [Blue Wilderness Salmon Grain Free recipe). She was on this food
_for ~5 years with periods of controlled and mixed stools. In January 2017, when

her stool Was par‘ficularly loose, upon recommendation from our vet we switched

_legumes dog food dlets were Imked to DCM, | wanted fo report our case | am
more than willing to provide whatever vet reports, food records, detailed health
records to help link grain, .freg_.&;l.Let§ 1o DCM. Please do not hesitate to contact me.
Note - we have 2 dogs! _B6 iis 2 years old and to the best of my knowledge
_healthy and on the same food) Effectlvely |mmed|ately, | have switched to

_homemade food.
08/05/2017

Yes

My dog- B6 'Was 3 years old when we adopted her. Upon adoption, we noticed

she had consistently loose stool. With the help of our vet, we determined that
grain free food (Blue Wilderness Salmon Grain Free recipe). She was on this food
for ~5 years with periods of controlled and mixed stools. In January 2017, when
her stool Was particularly loose, upon recommendation from our vet we switched

B6

homemade food.

-she is stable. However upon readlng the FDA report Where peas,
Iegumes dog food diets were linked to DCM, | wanted to report our case. | am
more than WI||Ing to prowde Whatever vet reports food records detailed health

healthy and on the same food) Effectively immediately, | have switched to

Stable

Product Information: Product Name:

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

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

FOUO- For Official Use Only

Abound Grain free Turkey, pea, berry jerky recipe

Pet Food

BAG

12 Ounce

6

Yes

Yes

in sealed packaging it was sold in

Description:

First Exposure 01/01/2017
Date:

Daily treat, 2 pieces

Last Exposure 07/29/2018
Date:

FDA-CVM-FOIA-2019-1704-018794



Manufacturer
/Distributor Information:

Purchase Location

Information:

Product Name:

Product Type:

Lot Number:
Package Type:
Package Size:
Number Purchased:

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

Manufacturer
[Distributor Information:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

Percelved
Relatedness to
Adverse Event:

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

18 Months

No

Possibly related

Yes

Name:
Address:

Dr. Gary's Best Breed Holistic Grain-Free Salmon with Fruits & Vegetables Dry

Dog Food
Pet Food

Kroger

United States

BAG

30 Pound

2

Yes

No

Sealed plastic contalner

Descrl ptlon

First Exposure

Date:

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:

a cups dally We started this food in January, 201 7 and
__gave until | read the FDA article today

01/01/2017

07/29/2018

18 Months

No

Definitely related

Yes

Purchase Location Name:

Information:

FOUO- For Official Use Only

Address:

Chewy.com

United States
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Animal Information:

Product Name:
Product Type: Pet Food

Blue Buffalo Wilderness Salmon Recipe Grain-Free Dry Dog Food

Lot Number:_

UPC: several years

Package Type: BAG

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: Stored in sealed plastic container

Product Use
Information:

Description:

First Exposure
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event;

Product Use
Stopped After the
Onset of the
Adverse Event:

Adverse Event
Abate After
Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

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

_ This was the dog food that | fed my dog for ~5 years 3 cups

of food a day.
01/24/2012

01/01/2017

5 Years

Yes

Not Applicable

No

Possibly related

Yes

Manufacturer
[Distributor Information:

Purchase Location Name:

Information: Address:

Several pet stores
United States

Name: ! B6
Type Of Species: Dog

Type Of Breed: Retriever - Labrador

Gender: Female

Reproductive Status: Neutered

Weight: 62 Pound

Age: 9 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional | practice Name:

FOUO- For Official Use Only 3
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Information:

Contact: Name:

" B6

Address:

W
o

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 07/05/2017

Permissionto VYes
Release Records
to FDA:

Practice Name:

Contact: Name:

Address: E B 6

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 03/20/2017

Permissionto VYes
Release Records
to FDA:

Practice Name: B6 I
Contect T
Phonei B6

Address:?

W
(op

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 07/07/2017

Permissionto Yes
Release Records
to FDA:

Sender Information; Name:

Address:

Contact;

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

United States

Phone:

B6

Email;

Yes

Phone

Other
Store/Place of Purchase

Additional Documents;

FOUO- For Official Use Only
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Attachment: i B6 1JrPG

Attachment: | B6 5.JPG

Attachment: i B6 2 JpG

Description: Vet report
Type: Medical Records

Attachment: B6 f4.JPG

Description: Vet Report
Type: Medical Records

Attachment: L B6 _:i.JPG

Description: Vet report
Type: Medical Records

FOUO- For Official Use Only 5
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Report Details - EON-366538

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

2055230

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-09-23 09:46:15 EDT

Reported Problem:

Product Information:

Period:
Manufacturer
[Distributor Information:
Purchase Location
FOUO- For Official Use Only 1

Problem Description: = Patient presented for increased respiratory rate over the past month. Chest X-

echocerd!ogram &t this fime. Patient has been eatlng a graln-free diet for the |ast

2 years
Date Problem Started: 09/08/2018

Concurrent Medical Yes
Problem;

Pre EX|st|ng Condltlonsﬁg B6

;diagnosed in 2015

Outcome to Date; Stable

Product Name:
formulas
Product Type: Pet Food

 Canidae Natural Pet Food Company (OWnek fed a variety of t‘heirkgraiyn-free

Lot Number:

Package Type: BAG

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: Unknown

Product Use pescription:
Information: o

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

Product was fed to both dogs in the household excluswely
_ Tor the past 2 years,

09/01/2016

09/08/2018

2 Years

Yes

Not Applicable

No

Probably related

No

FDA-CVM-FOIA-2019-1704-018799



Information: Address: B 6

L

Animal Information: Name: ‘ BG .
Type Of Specieé":"U'c')'g"""""""""!
Type Of Breed: Sheepdog - Shetland
Gender: Male
Reproductive Status: Neutered
Weight: 60 Pound

Age: 8 Years

Assessment of Prior Good
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:
Owner Information: Owner No

Information
provided:

Healthcare Professional
Information:

Sender Information: Name:

Address|

Contact: Email: B 6

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other Manufacturer
Parties:

Addiﬁonél Dbcurhents: '

FOUO- For Official Use Only 2
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Report Details - EON-365010
2054853

, reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-09-12 00:56:27 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

i B6

-\ S iwas recently diagnosed with Dilated Cardiomyopathy. Thisis nota
known problem in this breed and the food he is on is one that has been
mentioned frequently in relation to taurine deficiency issues and dogs with DCM.

08/28/2018

No

Problem:

Outcome to Date:

Worse/Declining/Deteriorating

Product Information: Product Name:

Product Type:

_ Zighature Kangatoo
Pet Food

Lot Number:

UPC:
Package Type:
Package Size:

Not available

BAG

26 Pound

Purchase Date: 07/01/2018

Number Purchased;

Possess Unopened

1

No

Product:

Possess Opened

No

Product:

Storage Conditions: The food was stored in my kitchen in an airtight container

Product Use

Information:

B6

Description: s wai
07/08/2018

First Exposure
Date:

éDain kibble given twice a day

Last Exposure 08/27/2018

Date:

Tbimeblnterval‘ 18 Months
between Product
Use and Adverse

Event:

Product Use Yes
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:

Manufacturer

/Distributor Information

Purchase Location
Information

FOUO- For Official Use Only

Name:  Various pet food stores ir

B6 |

Address: Canada
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Animal Information: Name: i B6 ;
Type Of Species; Dog

Type Of Breed: Terrier - Black Russian

Gender: Male

Reproductive Status: Neutered
Weight: 102 Pound
Age: 5.5 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted;

Owner Information:

Healthcare Professional  practice Name: | B6
Information: -

Address B 6

Canada

i

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 08/18/2018

Permissionto Yes
Release Records

to FDA:
Practice Name: BG ______________________________________
= |B6
Phone: :
Address:é B 6
:Canada

Type of Referred veterinarian
Veterinarian:

Date First Seen: 08/27/2018

Permissionto Yes
Release Records
to FDA:

Sender Information: Name:

Add réss

Canada

Contact: phone: B 6
Email;

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email

FOUO- For Official Use Only 2
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Contact:
Reported to Other Other
Parties:
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-364891
ICSR: 2054815

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2018-09-11 09:12:22 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . My dog has been on a grain free diet for 2.3 years and has previously never had
any issues. She was first diagnosed with a heart murmur 2 years ago and now
after further looking into it in the past several months we have confirmed it is

 Dilated Cardiomyopathy. Het breed is not prone to this disease, and otherwise
she is in perfect health | have had numerous treatments and diagnostic tests to
treat her DCM.

Date Problem Started: 05/17/2018
Date of Recovery: 08/09/2018

Concurrent Medical No
Problem:;

Outcome to Date: Stable

Product Information: Product Name: Blue Butfalo wilderness - natures evolutionary diet - with chicken and lifsource bits

Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 24 Pound

Number Purchased: 1

Possess Unopened No
Product;

Possess Opened No
Product:

Storage Conditions; The product was stored in a dog food container after opening. Before it was
stored in the original bag in the my kitchen.

Product Use pescription: | feed my dog 1 cup twice a day with this food

Information: First Exposure 04/02/2017
Date:

Last Exposure 05/15/2018
Date:

Time Interval 2 Years
between Product
Use and Adverse

Event:

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

Adverse Event No
Abate After
Product Stop:

Product Use No
Started Again:
Perceived Definitely related
Relatedness to
Adverse Event:
Other Foods or No
Products Given

FOUO- For Official Use Only 1
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to the Animal
During This Time

Period;
Manufacturer
[Distributor Information:
Purchase Location Name: chewy com
Information: Ad dress:? ---------- B 6 ---------
rUnited States
Animal Information: Name: ' B6 |

I —-

TypeIOf Speéiesﬁ Dog

Type Of Breed: Shepherd Dog - Australian

Gender: Female

Reproductive Status: Neutered
Weight: 41 Pound
Age: 9 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: Name ............... : i :

vy
op

Address: |

W
(op

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 05/11/2018

Permission to Yes
Release Records
to FDA:

Sender Information: Name: P
1

sl

United States

Contact: phone: ; B 6
. Emaili

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact;
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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Attachment:

Description

Type: Medical Records

BG Hx.pdf

s medical history from the Veterinarian which include - medical charts,

medications, echocardiogram reports, and blood and urine work up.

FOUO- For Official Use Only
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Report Details - EON-364885
ICSR; 2054811

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-09-11 06:22:10 EDT

Reported Problem: Problem Description:  Submitted as RFR EON-364866. FDA resubmitting as PFR. Pit Bull diagnosed

with DCM via echocardigram and has been eating a grain free diet his entire life.
Date Problem Started: 07/10/2018

Concurrent Medical Unknown
Problem:

Outhmevto Date:_ Unknown

Product Information: Product Name: = Kirkland signature Natures Domain Sasimon meal and sweet pototoe
Product Type: Pet Food
Lot Number:

Package Type: BAG

Package Size: 35 Pound

Possess Unopened Unknown
Product;

Pdsséss Ope‘ned Unknown
Product:

Product Use
lnformation:

Manufacturef
[Distributor Information:

Purchase Location Name: Costco
Information:
Address: |

~ B6

United States

Animal Information: Mame: ‘' B6 |

Type Of Species:_ Dog
Type Of Breed: Pit Bull
Gender: Male

Reproductive Status: Neutered
Weight: 71 Pound

Age: 9 Years
Assessment of Prior Unknown
Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phone:g B 6
Address: '-" B"“6 T
FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Healthcare Professional

Practice Name: | | B6 %
’ Contact: Name:
Phone: B 6
Email:
Address: B 6
United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 07/10/2018
Permission to Yes
Release Records
to FDA:
. B6
Emaill B6
No
Yes
Email

RFR EON-364866 - MRx attachments.pdf
: Attachments from EON-364866

Information
Name:

Contact:
Reporter Wants to
Remain Anonymous:
Permission To Contact
Sender:
Preferred Method Of
Contact:

Attachment:
Description
Type

: Medical Records

FOUO- For Official Use Only
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Report Details - EON-363608

ICSR: 2054375

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-08-28 16:59:25 EDT

Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description: i B6__ihas eaten Acana Singles Duck and Bartlett Pear (with an occasional one-
bag change to Acana Singles Lamb & Apple or Acana Singles Pork and Squash
or Acana singles Mackere| & Greens) since he was approximately 2 years old.
_ Shortly after tuming o years old, | noticed he was lagging behind on walks. x-rays

F_§_r_1_qv_v_§_d__§ severely en|arged heart (twwe normal sze) and echo showed DCM
i..B8
2017 | then saw the July 2018 reports of Acana bemg tled to taurlne de‘r’mency I
had! |
Date Problem Started: 03/01/2017
Concurrent Medical No
Problem:
Outcome to Date: Stable
Product Information: Product Name: = Acana Singles Duck & Batlett Pear
Product Type: Pet Food
Lot Number;
Package Type: BAG
Package Size: 25 Pound
Purchase Date: 08/14/2018
Number Purchased: 2
Possess Unopened No
Product:
Possess Opened No
Product:

Storage Conditions: The product was stored in the garage for no more than 2 weeks before being
opened. Once opened, the product was placed into a plastic bin that sits on top of
the dog kennel in an air conditioned room.

Product Use pescription: ! B6 leats a heaping cup of Acana Singles twice a day
Information. Last Exposure 08/28/2018
Date:
Time Interval 3 Years

between Product

Use and Adverse

Event:

Product Use 'No

Stopped After the

Onset of the

Adverse Event:

Perceived Definitely related
Relatedness to
Adverse Event:
Other Foods or Yes

Products Given

to the Animal

During This Time

Period:
Manufacturer
[Distributor Information:
Purchase Location

FOUO- For Official Use Only 1
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Information: Name: ! e
Address:é B 6
| United States
Animal Information: Name: BG '''''''''''''''
. T‘ype>0f Speéiesfl. Dog I‘
Type Of Breed: Retriever - Labrador
Gender: Male
Reproductive Status: Neutered
Weight: 74 Pound
Age: 6 Years
Assessment of Prior Excellent
Health:
Number of Animals 3
Given the Product:
Number of Animals 1
Reacted:
Owner Information:
Healthcare Professional  practice Name: B6
Information: Contact:l o '
Phone% B 6
Address{ .............. B 6
" United States
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 03/20/2017
Permissionto Yes
Release Records
to FDA: .
Practice Name: B6
Contactl:wﬁ;;;;; ...... ______ . ......................
Phone; B 6
Address: ! B 6
"United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 03/21/2017
Permissionto Yes
Release Records
to FDA:
Sender Information: Name:
Address:é I
"United States
Contact: phone: B6
FOUO- For Official Use Only 2
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Email}

B6

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other Other
Parties: Store/Place of Purchase

Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-362411
ICSR; 2053786

Type Of Submission: Initial

reaction or disease associated with the product)

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

Report Submission Date: 2018-08-1522:26:04 EDT

Reported Problem: Problem Description:

Date Problem Started:
Concurrent Medical

Problem:

Pre Existing Conditions:

Outcome to Date:

_ Diaghosed with mild dilated cardiomyopathy, sinus bradycardia, first degree AV

block: found to have taurine deficiency based on analysis of whole blood.
07/11/2018

Yes

B6

Stable

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Product Use
Information:

Manufacturer

IDistributor Information:

Purchase Location
Information:

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

Possess Unopened
Product:

Possess Opened
Product:

Product Use

Information:

FOUO- For Official Use Only

TruDog FEED ME Crunchy Munchy Beef Bonanza
Pet Food

BAG

No

No

Fed in combination with Honest Kitchen vegetarian premix
Yes

Description:

Product Use
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

» Pe‘riod‘:

Honest Kitchen Dehydrated Grain Free Veggie, Nut & Seed Base Mix (Kindly)
Pet Food

BOX

No

No

Rehydrated and fed as main diet in rotation with other
_ foods fed in combination with 85% lean ground beef or |

Description:

FDA-CVM-FOIA-2019-1704-018812




Manufacturer
/Distributor Information:

Purchase L ocation
Information:

Product Name:
Product Type:

Lot Number:

Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Product Use
Information:

Manufacturer
IDistributor Information:

Purchase Location
Information:

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

Possess Unopened
Product:

Possess Opened

FOUO- For Official Use Only

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:

Trudog raw beef diet
Yes

Unknown

Unknown

Probably related

Yes

Pet Food

_ Honest Kitchen Grain Free Turkey Recipe (Embark)

BOX

No

No

Description:

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:

Rehydrated and fed as main diet in rotation with other foods
Yes

Unknown

No

Probably related

Yes

Honest Kitchen Grain Free Beel Recipe (Love)

Pet Food

BOX

No

No

FDA-CVM-FOIA-2019-1704-018813




Animal Information:

Product:

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

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location

product.

Description:

_ other products)

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

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

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:

Information:
. BG ............
Type Of Species;'_l'f)'agj ______________________ I
Type Of Breed: Pointing Dog - Hungarian Short-haired (Vizsla)
Gender: Male
Reproductive Status: Neutered
Age: 5 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: :
Phone: B 6
Email:i

Healthcare Professional
Information:

FOUO- For Official Use Only

Address: B 6

Practice Name: BG

Contact: Name: :
Phone:
Email: |

Address: |

FDA-CVM-FOIA-2019-1704-018814




i B6

i United States

Veterinarian:
Date First Seen: 08/08/2018

Permission to Yes
Release Records
to FDA:

Type of Referred veterinarian

Practice Name: |

Contact: Name:

Phone:
Email:

B6

Address:

B6

United States

Veterinarian:
Date First Seen: 07/11/2018

Permission to Yes
Release Records

Type of Referred veterinarian

to FDA:
Practice Name: B6

Contact: Name:

Phone:

B6

Address:

B6

United States

Veterinarian:

Sender Information: Name:

Address:

United States

Type of Primary/regular veterinarian

Contact: pPhone: B6
Email:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Other
Parties:
Additional Documents:
Attachment: 5 B6 i records.pdf

Lomimimim i e s e e

B6

Description: Medical records frorr;
Type: Medical Records

FOUO- For Official Use Only
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Report Details - EON-383581
ICSR; 2064839

Type Of Submission: Initial

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

Type Of Report: Adverse Event (a symptom,

reaction or disease associated with the product)

Reporting Type: Voluntary

Report Submission Date: 2019-03-28 11:47:06 EDT

Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:
Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:
Date of Death:

Pre Existing Conditions:{

developed cough which quickly became cardiomyopathy
10/07/2017
Yes

B6

Died Euthanized

Product Information: Product Name:
Product Type:
Lot Number:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

[Distributor Information;

Purchase L ocation
Information:

o

Animal Information: Name:
Type Of Specieé:

Type Of Breed.

Gender:

Reproductive Status:
Weight:

Age:

FOUO- For Official Use Only

Manufacturer

Taste of The Wild Pacific Stream
Pet Food

No

No

Stored in the original bag with a personal use clip to keep the bag closed after
opening.

 Dog free fed daily
11 Years

Déscriptibn: k
Time Interval
between Product

Use and Adverse
Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

No

Perceived
Relatedness to
Adverse Event:

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

Probably related

Yes

Tractor Supply
» United States

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

Sheepdog - Shetland

Female

Neutered
23 Pound
12 Years

FDA-CVM-FOIA-2019-1704-018816



Assessment of Prior Excellent

Health:

Number of Animals
Given the Product;

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information:

Name:

Address

et

Contact:

Reporter Wants to
Remain Anonymous:

Permission To Contact
Sender:

Preferred Method Of
Contact;

Reported to Other
Parties:

B6

United States

Phone:

Emailg

No

B6

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-384609

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2065601

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-04-09 18:27:47 EDT

Yes

Problem Description:
Date Problem Started: 03/28/2019

_He has been eating grain free diet, diagnosed with CHE DCM last week

Concurrent Medical Yes
Problem;

Pre Existing Conditions! B6

Outcome to Date: Unknown

Product Name:
Product Type: Pet Food

' Natural Balance Limited Ingfediént Diet

Lot Number. | ot Number:
Expiration Date:
UPC: 723633420747

8310804062267
01/01/2020

Package Type: BAG

Package Size: 13 Pound

Purchase Date: 03/03/2019

Number Purchased: 1

Possess Unopened No
Product:

Possess Opened Yes
Product:

Storage Conditions: | store it in the package it came in.

Product Use pescription:

nformation 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 lise
Started Again:

Perceived
Relatedness to
Adverse Event:

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

FOUO- For Official Use Only 1

 mydogateit

03/03/2019

04/09/2019

7 Months

Yes

No

No

Probably related

Yes

FDA-CVM-FOIA-2019-1704-018818



Manufacturer Name:

[Distributor Information:
Type(s)

Possess One or
More Labels from

Address:

Contact:

Dick Van Patten's Natural Balance

: Manufacturer

United States

Phone: 1-800-829-4493

Yes

Purchase Location pName:

Information: Address

This Product:

4
i
i

PSR E

“United States

Animal Information: B6 {black labrador

_____ i

Name:

Type Of Speciesl:

Type Of Breed: Retriever - Labrado

r

Gender: Male

Reproductive Status: Neutered

Weight: 123 Pound

Age: 8 Years

Assessment of Prior Good

Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional practice Name: | B6
Informa\tion: ‘ : i 3 e s e g" ________________________________________ .E
Contact: Name: : i
Phong
Other Phone
EmaiE
Address!

B6

TUnited States

paSERpiGtnge e

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 04/08/2019

Permissionto Yes
Release Records
to FDA:

Addressi

Sender Information: Name:

R

United States

Contact: pPhone:

B6

Other Phone:é
Email:g
Reporter Wants to No
FOUO- For Official Use Only 2
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Remain Anonymous:
Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Reported to Other Manufacturer
Parties:
Additional Documents:
FOUO- For Official Use Only 3
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Report Details - EON-359269

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2052029

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-07-15 14:11:47 EDT

Yes

Kangaroo dry kibble for a good part of her life and up to her death. She didn't eat
breakfast one day and had been panting on walks, which were shortened due to
_this panting. The Vet just thought it was the summer humidity, and heat She had
no heart murmur. | took her in to the Vet for observation in the morning, and Vet

called late afternoon saying she had an enlarged heart, and recommended we

Date Problem Star‘ted‘i-L

Concurrent Medical No
Problem:

Outcdmeyto Datei Died Euthanized
Date of Death:é B6 i

Product Name: Zignature Kangaroo Formula Dog Food
Product Type: Pet Food

Lot Number:
UPC: Not Available
Package Type: BAG
Package Size: 27 Pound
Purchase Date; 10/10/2015
Number Purchased: 1

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: In a Pet Food Storage Container

Product Use Description: Was used right out of bag as instriicted
Information: ..t Exposure 10/17/2015
Date:
Last Exposure | B6
Date::

Time Interval 3 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

FOUO- For Official Use Only 1
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Manufacture
[Distributor Information

Purchase Location

Animal Information: Name:

Type Of Breed
Reproductive Status

Age
Assessment of Prior

Number of Animals
Number of Animals

Healthcare Professional
Information:

FOUO- For Official Use Only

Information:

T‘ypeYOf Speéies:

Weight:

Adverse Event:

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

r

Name:

Address

ERIRS R gl

-

"United States

: Retriever - Golden

Gender: Female

: Neutered

73 Pound

: 5 Years

Excellent

Health:

Given the Product:

Reacted;

Owner Information:

Practice Name: ! B6

L —d

Contact;:

Name: | BG
Phoneﬁ

Address: |

 B6

United States

Type of Primary/regular veterinarian

Veterinarian:

B6 |

Date First Seen:

Permissionto Yes
Release Records
to FDA:

Practice Name: |

Contact: Name:

Phone: |

B R

B

i
i
i
i
i
i
i
i
i
L,

Address:
United States

Type of Referred veterinarian
Veterinarian:

B6

Date First Seen:i

Permissionto Yes
Release Records

FDA-CVM-FOIA-2019-1704-018822



Sender Information:

Additional Documents:

to FDA:

Name:
Address:

United States

Contact: Phone:

Email

B6

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Attachment: Her Last Medical.pdf

Description: Her Vet Clinic Medical Test on day she passed.

Type: Record

Attachment: BG ideo Tribute.docx
Description: This.is... B6_in a.Video Tribute I did after she passed. | B6
i B6 i

Type: Photograph

FOUO- For Official Use Only 3
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Report Details - EON-378037
ICSR: 2061913

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: 2019-01-30 08:14:54 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . Dog went info congestive heart failure on 09/05/2018 X-rays and PROBNP
inconclusive. Ultrasound showed DCM. Dog is now being treated Dag was fed
Zignhature Kangaroo exclusively for at least a year. Was fed Acana Duck and Pear
_ prior to that Cardiologist confirmedbcpm. ...

Date Problem Started: 09/05/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Dog had been coughing - we had put him on an antibiotic and cough medicine to
help him. Had an x-ray 2 weeks prior to the dog going into CHF. X-ray was
inconclusive although showed an enlarged heart. PROBNP came back good.

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name: Zignature Kangaroo Formula Limited Ingredient Formula
Product Type: Pet Food
Lot Number: | ot Number: 8C27P 1905 3
Expiration Date: 09/25/2019
UPC: 88641 13132
Package Type: BAG
Package Size: 27 Pound
Purchase Date; 08/01/2018
Numberqurchavsed:_ 1

Possess Unbpened No
Product:

Possess Opened Yes
Product:

Storage Conditions; Before it was opened, it was stored in the bag on a shelf in the basement. After
opened it was stored in a Vittle Vault.

Product Use | pescription: | fed itto the dog 2x a day. Approximately 2 clips cach time.

Information: b, 4 Evposure 08/03/2018
Date:

Last Exposure 09/05/2018
Date:

Time Interval 1 Months
between Product
Use and Adverse
Event:

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

Perceived Definitely related
Relatedness to
Adverse Event:

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

FOUO- For Official Use Only 1
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Manufacturer Name:

/Distributor Information: .
Type(s):

Address:

Contact:

Possess One or
More Labels from
This Product:

Pets Global Inc
Manufacturer

28334 Industry Drive
Valencia

California

91355

United States

Phone: 1-888-897-7207

Web www.zignature.com
Address:

Yes

Purchase Location Name:

Information: Address:

Chewy. com
United States

Animal Information:

| 'B6 |

Name:

Type Of Breed: Akita

Gender: Male

Reproductive Status: Neutered

Weight: 86 Pound

Age: 9 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product;:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional practice Name: ‘

Information: Contact:

B6 :

Name;

. B6

e
Other Phone

'United States

Type of Primary/regular veterinarian
Veterinarian:

09/05/2018
Yes

Date First Seen;

Permission to
Release Records
to FDA:

Sender Information: Name:

Address:

United States

Contact: phone:

Other Phone:g B 6

Emaili
L

FOUO- For Official Use Only 2
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Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:

Reported to Other Other
Parties:

Additional Documents:

FOUO- For Official Use Only 3

FDA-CVM-FOIA-2019-1704-018826



Report Details - EON-378020
ICSR; 2061897

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: 2019-01-29 19:56:25 EST

Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description: . During a routine physical exam, it was discovered that my pet has moderate
reduced heart function We conducted a brief echo at the veterinarian and were
referred to a veterinary cardiologist who confirmed the diagnhosis and

_recommended we change her food. o
Date Problem Started: 01/05/2019
Concurrent Medical No
Problem:
Outcome to Date: Unknown
Product Information. Product Name:  Kirkland Nature's Domain Salmon and Sweet Potato.
Product Type: Pet Food
Lot Number:
Package Type: BAG
Package Size: 35 Pound
Purchase Date: 01/02/2019
Number Purchased: 1
Possess Unopened No
Product:
Possess Opened No
Product:
Storage Conditions: The product was placed into a clean, empty, airtight plastic tub designed
specifically for storing dog food and sold at pet stores.
Product Use pescription: = This dog food had been fed to two of my pets continually for
Information: the last 1824 months | had also just begun to switch my
third dog {17 months old) from Kirkland brand puppy food to
this food as well. Then one of my dogs was diagnosed with
DCM likely related to the food we had been feeding her |
__switched all dogs over fo a different brand of food. ~
Last Exposure 01/16/2019
Date:
Time Interval 2 Years
between Product
Use and Adverse
Event:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event Unknown
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Definitely related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
FOUO- For Official Use Only 1
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During This Time

Manufacturer
[Distributor Information:

Period:

Purchase Location
Information:

Name:

Address: |

Costco

Animal Information; Name:

Type Of Species:

Type Of Breed: Bulldog - American

Gender: Female

Reproductive Status: Neutered

Weight: 65 Pound

Age: 6 Years

Assessment of Prior Good

Health:

Number of Animals 3
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

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:

United States

Primary/regular veterinarian
01/05/2019
Yes
B6
Name: ;
Phone:] B 6
Email:}

United States

Referred veterinarian

01/09/2019
Yes

Sender Information:

Name: B6

FOUO- For Official Use Only
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Address: B 6

United States

Contact: Phone: B 6

Email

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other Other
Parties:

Additional Documents:

Attachment: . B6 ig9pdf

Description: Discharge information from specialist noting likely nutrition cause DCM and
recommendation to switch foods.

Type: Echocardiogram

FOUO- For Official Use Only 3
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Report Details - EON-383217
2064472

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: 2019-03-24 21:36:22 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Concurrent Medical

Product Information: Product Name:

Possess Unopened

Possess Opened

Product Use

FOUO- For Official Use Only

' Dafe Probiem 'Stal"ted:v
Problem:

Outcome to Date;

Product Type:

Lot Number:
Package Typef
Number Purchased:

Product:

Product:
Storage Conditions:

Information:

 genetically disposed to DCM). Difficult to pick a 'Date problem started', this has

B6 ivet sewlces) since puppy-hood. Recently our vel detecied heart noise
WHIGH I887fo a cardiac ultrasound and a diagnoses of DCM (in a breed that is not

clearly been a developing issue over months so | picked a date somewhat at
random. We are in the process of further bloodwork and tesﬁng, change of diet (1o

the vet_cardlolovglstv March 24 update L ]
02/02/2018

et

BG { blood taurlne levels are normal

No

Unknown

_ Six Fish Orijen

Pet Food

BAG

1

No

No

In a sealed bag at room temperature.

Description:  This was our dog's diet, 1 cup two times a day, for years -

since puppyhood.

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:

Definitely related

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

Period:

Manufacturer
[Distributor Information:

Purchase Location Name:
Information:

Address:

Canada

FDA-CVM-FOIA-2019-1704-018830



Animal Information:

Name:
Type Of Species:
Type Of Breed:
Gender:
Reproductive Status:
Weight:
Age:
Assessment of Prior

. B6

Beg

Brittany

Female

Neutered

39 Pound

8 Years

Excellent

Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

Canada

il

Contact: Phone:

B6

Email:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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Report Details - EON-383287
ICSR; 2064520

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-03-25 14:11:11 EDT

Reported Problem: Problem Description:  Patient presented to another animal hospital ~2 weeks ago with acute onset of

coughing. Pet was Ireated for "kennel cough' cough resolved, then reoccurred.
_ 8he presented to our hospital for assessment on 3/21/19

Date Problem Started: 03/21/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions:?' B 6

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name: ; . Eolir Health
Product Type: Pet Food

Lot Number:
Product Use Descrlptlon Patient was switched to Four Health brand (unknown type)
Information: _ two months prior to being seen for symptoms of DCM,
Manufacturer

IDistributor Information:

Purchase Location
Information:

ProductName: @ Holistic Select Adult Health Lamb Meal Recipe
Product Type: Pet Food
Lot Number:
_ Package Type: BAG

Product Use Descrlptlon: Patient was fed this food several years before switching to
Information:  Four Health pet food two months before symptoms began

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Name: : B6

Type Of Specles Dog
Type Of Breed: Mixed (Dog)
Gender: Female

Reproductive Status: Neutered
Weight: 47.4 Pound

Age: 7 Years
Assessment of Prior Good
Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: : B 6 '
Phone:i
FOUO- For Official Use Only 1
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Add ress:5

B6

United States

B6

Healthcare Professional | Practice Name: | B6
Information: B e e
Contact: Name:

Phone
Email

Address:i B 6
United States

Sender Information: Name:
Address:

United States

Contact: Phone:

B6

Type: Laboratory Report

Type: Radiographs

Type: Radiographs

Email:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Additional Documents: S——
Attachment: BB __lutrasound feport.po
Description: Telemedicine report from- B6 'Imaglng Services for. B6

echocardiogram on 3/22/2018

Attachment: 1.2.840.114387.3035446363.33448.16721.36371.141015575653105.jpg
Description: V/D Thoracic Radiograph taken 3/22/2019

Attachment: 1.2.840.114387.1741247097.32798.16918.37672.148704924972713.jpg
Description: Lateral Right Thoracic Radiograph taken 3/22/2019

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:

Animal Information:

Report Details - EON-362992

2054045

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-08-21 19:47:37 EDT

Yes

Problem Description:

echocardiogram on 8/28/18 to verify heart condition.

Date Problem Started: 08/13/2018

Concurrent Medical No
Problem:

Outcome to Date: Unknown

Product Name:
Product Type: Pet Food

_Fromm4-Star Lamb & Lentll Recipe Dod Food

Lot Number:

Package Type: BAG

Package Size: 26 Pound

Product Use
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 lise
Started Again:

Perceived
Relatedness to
Adverse Event:

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

Manufacturer
[Distributor Information:

06/16/2017

08/21/2018

14 Months

Yes

Unknown

No

Definitely related

No

Purchase Location
Information;

w0
»

Name: i

Type Of Speciesl: Dog

Type Of Breed: Other Canine/dog

Gender: Male

Reproductive Status: Neutered

FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Weight: 70 Pound

Ade: 2 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

v
o

Address: BG

United States

Permissionto Yes
Release Records

Name: B6

mimimme i e -

Contact:

Reporter Wants to No
Remain Anonymous:

to FDA:

Email!

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other Other
Parties:

FOUO- For Official Use Only
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Report Details - EON-364639
ICSR; 2054765

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-09-08 15:52:11 EDT

Reported Problem: Problem Description:  Patient has developed severe dilated cardiomyopathy with evidence of both left

and right sided congestive heart failure.
Date Problem Started: 08/06/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions:g B 6

Outcome to Date: Worse/Declining/Deteriorating

Product Information: ProductName: = Pure Balance Wild and Free Superfood Blend Trolit and | entil Recipe
Product Type: Pet Food
Lot Number: | ot Number: DL81101 18 22

Expiration Date: 06/22/2019

UPC: 8113112387
Package Type: BAG
Package Size: 24 Pound

Possess Unopened No
Product:

Possess Opened Yes
Product:

Storage Conditions: Uncertain

Product l_Jse Description: Fed daily 2 minimiim of 6 months
Information: ;. t Exposure 01/01/2018
Date:
Last Exposure 08/12/2018
Date:

Time Interval 8 Months
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 Yes
Products Given
to the Animal
During This Time
Period:

Manufacturer

FOUO- For Official Use Only 1
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IDistributor Information:

Purchase Location Address: B6
Information:

unned sStales

Animal Information: Name: i B6 |
Type Of Species: Dog
Type Of Breed: Catahoula Leopard Dog
Gender: Male
Reproductive Status: Neutered
Weight: 27.4 Kilogram
Age: 2 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: B6
Phone
Address B 6

United States

Healthcare Professional Ppractice Name: | B6
Information: ! ‘
Contact: Name:
Emai
Address: B 6
United States
Sender Information: Name:
Address:

United States

Contact: Phone: B 6

Email:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Other
Parties:
Additional Documents:
Attachment: IMG_5297.JPG
Description: food bag
Type: Photograph
FOUO- For Official Use Only 2
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Attachment:

Attachment:

Attachment:

Attachment:

Description:
Type:

Description:
Type:

Description:
Type:

Description:
Type:

IMG_5295.JPG
food bag
Product Label

IMG_5293.JPG
food bag
Product Label

IMG_5298.JPG
food bag
Product Label

IMG_5296.JPG
food bag
Product Label

FOUO- For Official Use Only
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Report Details - EON-359970

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2052529

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-07-21 15:27:09 EDT

Yes

Problem Description: February 6th, 2018 - Dr'B6 _________ is discovered a heart murmur (nOt heard

Date Problem Started: 02/06/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions:

B6

Outcome to Date; Stable

Product Name: @ ZIGNATURE | AMB FORMULA
Product Type: Pet Food

Lot Number:
UPC: 8 88641 131051
Package Type: BAG
Package Size: 27 Pound
Purchase Date: 01/25/2018
Number Purchased: 1

Possess Unopened No

Product:
Possess Opened Yes
Product:
Storage Conditions: STORED IN AN AIRTIGHT PLASTIC TUPPERWARE TYPE OF CONTAINER
Product L_Jse Description: DATE PRODUCT (ZIGNATURE | AMB) WAS FIRS T
Information: GIVEN: JUNE 2015 L AST DATE FED THIS PRODUCT

. EEBRUARY 12, 2018 (THE DAY DIAGNOSED WITH DCM)
ONE AND A HALE CUPS TWICE A DAY -

Time Interval 5 Weeks
between Product
Use and Adverse
Event:

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

Adverse Event Not Applicable
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Unrelated
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given

FOUO- For Official Use Only 1
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to the Animal
During This Time

Period;
Manufacturer
[Distributor Information:
Purchase Locat_ion Name:
Information: Address: |

'United States

Animal Information: Name:

Type Of Species:

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Intact

Weight: 80 Pound

Age: 4 Years

Assessment of Prior Excellent
Health:

Number of Animals 2

» Given the Product;

Number of Animals 1

Reacted:

Owner Information:

Healthcare Professional
Information:

Practice Name:

Contact:

Type of
Veterinarian:

Date First Seen:

Permission to
Release Records
to EDA:

Practice Name;
Contact:

Type of
Veterinarian:

Date First Seen:
Permission to

FOUO- For Official Use Only

Address: !

Name:

Phone
Other Phoneé

United States

Primary/regular veterinarian
02/06/2018
Yes
B6
Name:
Phone:] B
Other Phone:g
Email:i

B6

United States

ERHERE SR

Referred veterinarian

02/12/2018
Yes

FDA-CVM-FOIA-2019-1704-018840



Release Records
to FDA:

Practice Name: | B6

Contact: Name:

Phone
Other Phone
Email

 B6

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 03/05/2018

Permission to Yes
Release Records
to FDA:

Sender Information: Name:
Address:

United States

Contact: Phone:
Other Phone: B 6

Email:

Permission To Contact Yes
Sender:

Preferred Method Of Phone
Contact:
Reported to Other Manufacturer
Parties: Store/Place of Purchase

Additional Documents:

Attachment:
Description: May 14,2018 Evaluation and follow up Echocardiogram
Type: Echocardiogram

Attachment: iEf’_iCardiologist SummaryEcho.pdf

Description: Evaluation and Echocardiogram - Dr. L
Type: Echocardiogram

Attachment: ; B6 éummaw.pdf

Description::.EyaJuation.am.semm.o.ninmn.rmrmleted by Dr. | B6

i B6

Type:l Analysis
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Report Details - EON-371510
ICSR; 2059066

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2018-11-20 10:17:26 EST
Reported Problem: Problem Description: ' B6 fhad been fed a grain free diet for 3.5 years (Zignature lamb and rice low
Pathology Laboratory M Final Autopsy Report Internal Case history 3 year oldM
intact Golden retriever diagnosed with dilated cardiomyopathy on 2/12/18 Initial
taurine levels were low normal at_es_: mmol/mL (200-350 is norman At that tlme
_he had been eating a grainfree diet for 3 years. He was started or
: B6 -taunne supplementation, and carnitine supplementayon Dlet was
"C‘ﬁéﬂgén’ Taurine level was rechecked on 5/7/18 and measured'
Taurine level was checked again on 7/23/18 and meastired e | mmollmL.
Recheck echocardiogram yesterday showed unchanged left ventricular and left
atrial enlargement but improved sysiolic function. Historically asymptomatic. This
AM, fell over and died suddenly Gross Description This Is a 36 kg 4-year-old
,.l.nt.a_c_t_mg_lg_gg.l_d_.e_.rJ._r.g_t.r_i.a\_/.g_r_d_gg_m_.qQgg.l_pg§tm_o_r_t§.m.a_n_d_.n.u_t.[.li.lg_rla!_ggn.d.ﬂ.l.gn ...........
This report continues... (Finay 1L~ B iSample D 18-0284 -
 Patient B6 HEART mild eccentric left and right ventricular
ecoentric hypertrophy with left atrial and biventricular chamber dilation SPLEEN!
focal siderofibrotic plague Histopathology HEART (LEFT VENTRICUL AR FREE
CWALL (1, 2) INTERVENTRICULAR SERTUM (3) RIGHT VENTRICULAR FREE
FOUO- For Official Use Only 1
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Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date:
Date of Death::

Product Information: Product Name:

Product Type:

Lot Number:
Package Type:
Storage Conditions:

Product Use

FOUO- For Official Use Only

_ (consistent with attenuated wavy fibers) mild (diffuse) to severe (left atrium)

(1. 4) mild (tricuspid) to severe [mitral} myxomatous valvular degeneration

(5} prominent subpleural arteries: diffuse congestion with minimal multifocal

 (FEATURES CONSISTENT WITH DILATED CARDIOMYOPRATHY ) MILD TO

_the heart are histologically examined. Myocardial changes are most profound

. size variation of individual myofibers: myofibers are often thinned and elongate

_ space associated with attenuated fibers in the right heart may represent edema.

_myocardium is rarely infiltrated by low numbers of lymphocytes and histiocytes.

_collagen. Given the clinical findings and histologic features, the cardiac changes

_arrhythmia, Taurine deficiency has linked to DCM in golden retrievers, \While the

‘ sig‘nlficance of the prominent arterial profiles within the vi*scer'al pleurallsubpleUral '

WALL (4)) cardiomyopathy characterized by moderate multifocal to regionally
extensive (right atrium) variation in cardiac myofiber size with unduiating profiles

subendocardial fibrosis with regional mineralization (left atrial jet lesion) rare
multifocal lymphohistiocytic myocardial infiltrates ATRIOVENTRICULAR VALVES

(endocardiosis) ASCENDING AORTA (3) mild focal subintimal fibrosis: mild focal
medial arteriopathy with chondroid metaplasia PULMONARY VASCUL ATURE

acute alveolar hemorrhage and rare erythrophagocytosis: mild muttifocal tunica
medial hypedrophy LUNGS (5) moderate diffuse pulmonary edema Wlth alveolar

BG

CARDIOMYOPATHY CHARACTERIZED BY BlVENTRICULAR ECCENTRIC
HYPERTROPHY WITH CHAMBER DILATION AND MODERATE REGIONALL Y
EXTENSIVE (RIGHT ATRIUM) ATTENUATED WAVY CARDIAC MYOFIBERS

SEVERE VALVULAR ENDOCARDIOSIS WITH LEET ATRIAL DILATION AND
FOCAL JET LESION WITH MINERALIZATION Comments Multiple sections from

within the right atrium. which demonstrates separation and occasional isolation of
individual myofibers by clear space. There is a generalized tinctorial change and

(=6-12 um diameter) with an undulating variably amphophilic profile The clear

Within the right ventricle, there are few foci of adipocyte deposition, however
these areas lack associated myofiber degeneration The left and right ventricular

The endocardium is diffusely expanded by some degree of fibrosis, the |eft atrium
most severely affected with spicules of mineral enmeshed in bundles of fibrous

are most compatible with attenuated wavy fiber type dilated cardiomyopathy
(DCM). The cause of sudden death In this patient may be attributed to a fatal

exact etiology is unclear, one study postulated that both genetics and nutrition are
contributing factors. [Belanger MC, et al 'Taurinedeficient dilated cardiomyopathy
in a family of golden retrievers ' J Am Anim Hosp Assoc (20056). 41284991 ] The

lesions are unrelated to the DCM and there is sBiE histologic averlap With the
__condition of intrapulmonary sequestra described in people. Further consultation is
_ pending and if further information becomes available an addendum will follow.
Sections from multiple tissues are collected as directed for enrolled research
study purposes. Additlonal formalin—f xed tissue samples and histclogic sections
report continues...(Final) 2
Patlentﬁ

Lot mp e e e e s el

B8 10/24/20'18 @ 1040 AM 18

02/07/2018
No

Died Naturally

o)
(o2}

Zlgnature Lamb lelted Ingredient Formula Grain-Free Ury Dog Food By
Zignature

Pet Food

BOX
n/a

Description:  Fed as daily diet for 3 years

2
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Animal Information:

Information: First Exposure 01/01/2015
Date:
Last Exposure 02/15/2018
Date:
Time Interval 3 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:
Other Foods or No
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Name: : B6 '
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Male
Reproductive Status: Intact
Weight: 33.7 Kilogram
Age: 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: | {
Emaili

Healthcare Professional
Information:

FOUO- For Official Use Only

Address: |

Contact:

"United States

Name: i

..................................
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United States
Sender Information: Name:
Addressg B 6
_ United States
Contact: phone: BG
Email
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact;
Additional chuments: _
FOUO- For Official Use Only 4
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Report Details - EON-384610
2065602

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: 2019-04-09 18:43:24 EDT

Reported Problem: Problem Description:

k Dafe Probiem Stal"ted:'

Concurrent Medical

Problem:

Outcome to Date;

Date of Death: :

_ March 19th presented for gradual onset of lethargy/panting/decreased exercise

tolerance Exam weak pulses tachycardla Labwork thorax rads ecq consistant

T B 6 ___________

(TN SRR j

 DCM/CHE. concerning for related to dlet (1 aste of the Wild High Praire (Bklson,

/Venison) for number of years but past 9-12months has only been on the Taste of
the Wild PREY Trout formula). Owner elected euthanasia and consented to
necropsy/tissue sampling to aid in diagnosis.

03/19/2019

No

D|ed Euthanlzed

Product 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

Taste ofthe Wild PREY Trout formula
Pet Food

BAG

Unknown

Unknown

in bag or sealed plastic container

Description: daily feeding (previous to 9-12 months ago was on Taste of

the Wiid High Praire (Bison/Venison) since owner acquired
puppy)
First Exposure 06/01/2018

Date:

Last Exposure 03/19/2019

Date:

Time Interval 9 Months
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

1
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to the Animal
During This Time

Period;

Manufacturer
[Distributor Information:

Purchase Location
Information:

Nama
Type Of Species:

Animal Information:

Type Of Breed:

Retriever

- Golden

Gender:

Female

Reproductive Status:

Neutered

Weight:

61 Pound

Age:

3 Years

Assessment of Prior
Health:

Excellent

Number of Animals
Given the Product;

1

Number of Animals
Reacted:

1

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Owner Yes

Information

provided:

Contact: Name:

Phone;

vy
o

Address:

CURIted States

Practice

Practice Name:

Name: |

~ United States

Contact: | Name:

vy
(op

'Type of Referred veterinarian

Veterinarian:

Date First Seen:g

B6 |

Permissionto VYes
Release Records

to FDA: .
Practice Name: B6 '
Contact: Name: B 6 _________ 1
Phone:§
Type of Referred veterinarian
Veterinarian:
03/23/2019
2
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Date First Seen:

Permissionto Yes
Release Records
to FDA:

Sender Information: Name:

Address:

United States

Contact: Phone:

B6

Email:
Permission To Contact Yes

Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:
Attachment: 032419 B6 iReport - DCM
Description:; B6 i

Type: Medical Records

Attachment: B 6 EM<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>