Report Details - EON-345822

ICSR:

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

2040525

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-01-22 17:19:17 EST

Reported Problem:

Product Information:

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

Problem Description: ! B8 _iwas presented for evaluation of cough, labored breathing multiple
episodes of collapse, cardiomegaly, and suspected congestive heart failure.

. Congestive heart fai

lure was confirmed with thoracic radiographs and

echocardiogram revealed dilated cardiomyopathy.

_ Date Problem Started: 12/30/2017

Concurrent Medical Yes

Problem:

Pre Existing Conditions: !

BE

Outcome to Date: Better/Improved/Recovering

Product Name:
Product Type: Pet Food

 California Natural Grain-Free Kéngayroo and Red Lentils Recipe ‘

Lot Number:

Package Type: BAG
Purchase Date;: 01/02/2018
Possess Unopened No
Product:
Possess Opened Yes
Product:
Product Use pescription: i _B6_ihad been eating this dog food since she first
Information: displaced signs ofi B6 _ias a puppy and food allergy was
__considered as a potential contributor, =~
Last Exposure 01/10/2018
Date:
Time Interval 6 Years
between Product
Use and Adverse
Event:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event 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 Location
Information:
FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-014896










Report Details - EON-345833
2040529

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: 2018-01-22 18:21:03 EST

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

Reported Problem: Problem Description: !

Concurrent Medical

Date Problem Started:

Problem:
Pre EX|st|ng Condltlons:

Qutcome to Date:
Date of Death:

chronlc degeneratwe valve dlsease
EDA ICSR 1D 2040528

08/18/2017

Yes

B6

Died Euthanized

Product Information: Product Name:

Possess Unopened

Possess Opened

Product Type:
Lot Number:
Package Type:

Product;

 California Natural Grain-Free Kangaroo and Red Lentils Recipe

Pet Food

BAG

No

No

Product:

Product Use
Information:

ihad been fed this pmduct for years for management
d allergy

Description: :

Last Exposure ! B6 |
Date:

Product Use
Stopped After the
Onset of the
Adverse Event:

Adverse Event No
Abate After

Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

No

Probably related

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Name:
1,

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

Gender: Female

Reproductive Status: Neutered
Weight: 25.6 Kilogram
Age: 5 Years

FOUO- For Official Use Only 1
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Report Details - EON-345835
2040532

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: 2018-01-22 18:42:17 EST

...........

Reported Problem: Problem Description: !

Date Problem Started:

08/15/2017

ed the dlagnoss to
were added | evaluated

Concurrent Medical No

Problem:

Outcome to Date;

Better/Improved/Recovering

Product Information: Product Name:

Product Type: Pet Food

Zignature Kangaroo Limited Ingredient Formula Dry Dog Food

Lot Number:

Package Type: BAG

Possess Unopened No

Product:

Possess Opened No

Product:

Product Use
Information:

Description:

Time Interval
between Product
Use and Adverse

Product Use
Stopped After the
Onset of the

Product Use

Perceived
Relatedness to

Event:

Adverse Event:

Started Again:

Adverse Event:

given grain free treats, carots and apples.
3 Years

Yes

No

Probably related

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name: B6 i

S —— -

Animal Information;

Type Of Species: Dog

Type Of Breed: Spaniel -

Cocker American

Gender: Male

Reproductive Status: Neutered

Weight: 15.5 Kilogram

Age: 4 Years
Assessment of Prior Excellent
Health:
FOUO- For Official Use Only 1
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Report Details - EON-345965
ICSR; 2040808

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: 2018-01-25 12:18:44 EST

Reported Problem: Problem Description: At his scheduled visit to my clinic. thoracic radiographs showed generalized
cardiomegaly which had been progressive compared to prior chest radiographs
_Trom his regu!ar veterinarian but there was no evidence of cardiogenic edema

.....................................
el Rvsmameanmvgymmime e e

resolve sothel  B6 |
_since been lost to follow—up | have attempted to contact the owner and am
waiting for a response. | did contact the referring veterinarian and fo their

knowledge the dog is still alive,
Date Problem Started: 04/24/2017
Concurrent Medical Yes

Problem:

Pre Existing Conditions: [ B6_iwas presented to me for evaluation of lethargy and progressive cough of 6
months duration. He had been treated with a cough suppressant ~ Bé /2
tab POBID)and{ " B6___ {5mg once daily) prior to presentation with no
response. e

Outcome to Date: Unknown

Product Information: Product Name:  limited ingredient diet with kangaroo as protein source - manufacturer not
... specified in written history (we have attempted to contact the owner but they do
not return phone calls)

Product Type: Pet Food
Lot Number:

Possess Unopened Unknown
Product:

Possess Opened Unknown
Product;

Storage Conditions: Unknown

Product Use pescription: = History in medical record describes diet but does not
Information: indicate duration of administration.
Product Use No
Stopped After the
Onset of the
Adverse Event:

Perceived Probably related
Relatedness to
Adverse Event:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: i

Type Of Species: Dog
Type Of Breed: Shih Tzu
Gender: Male

FOUO- For Official Use Only 1
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Report Details - EON-349594
ICSR; 2043914

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: 2018-03-16 08:19:04 EDT

Reported Problem: Problem Description:  Suspected that Acana Lamb and Apple Smg!es Formula diet provides insufficient

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

progresswe panting at night over the past 3-4 months. Chest radlographs__ _________________
revealed cardiomecgaly and congestive heart failure (CHF) We examined:  B6 |

whole blood taurine level was tested on 10/25/17 and the result was Iowi:._.'.-.-E.Q ....... 4

DCM and CHF, treatment included:t B8
supplementation with taurine and Lcarnitine. His diet was also sthched from

_Acanalamb and Apple diet to a commercial veterinary prescription diet (Hill's i/d).
Since starting medications and supplementation with taurine/l-carnitine and

..........

 therapy alone - only with taurlne deficiency. - Normal left atrial size - previously
severe - Moderate left ventricular enlargement - mildly improved - Mild to
moderate right atrial and right ventricular dilation - improved - | ow normal,

_improved decrease in systolic function - previously severe decrease

Date Problem Started: 10/25/2017

Concurrent Medical No
Problem:

Outcome to Date: Better/Improved/Recovering

Product Information: ProductName:  Acanalamb & Apple Singles Formula Dog Food
Product Type: Pet Food

Lot Number:
Package Type: BAG
Purchase Date: 09/01/2017

Possess Unopened Unknown
Product:

Possess Opened Unknown
Product:

Product Use pescription: This product was fed to the animal as a main diet solirce.

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 Probably 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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Animal Information;

Manufacturer Name:
IDistributor Information:

Purchase Location

Information:

Acana - Champion Petfoods LP
Type(s); Manufacturer

Address: 11403 186 St NW
Edmonton
Alberta
T58 2W6
Canada

Contact: Phone; 780-784-0300

Web https://acana.com
Address:

Possess One or Yes
More Labels from
This Product:

Name:

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

Age:

Assessment of Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Retriever - Golden
Male

Neutered

29.6 Kilogram

10 Years
Excellent

Owner Yes
Information
provi_ded_:

Contact: Name: :

' Phdne:f

Email;
Address:;

Practice Name:

Address:| B 6

United States

RS

Practice Name: B6
Contact; -N;me—---:
Phone: B 6
Email: ‘
Address: | BG
2
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Report Details - EON-350158

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2018-03-27 15:12:36 EDT

Reported Problem:

2044632

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Problem Description: = Al the time of diagnosis (10/31/17); B6 | ,
Labrador retriever who had been mamtamed ona Zlgnature Kangaroo formula.

_ 8he presented with a history of a progressive cough which, prior to presentation,
becaime productive and she coughed up a small volume of pink foam (possible
pulmonary edema) On examination she had a 2/6 left apical systolic heart

_murmur and on echo diaghosed with advanced dilated cardiomyopathy with
severe left ventricular dilation, moderate to severe left ventiicular sysiolic
dysfunction and moderate to severe Ieft atrial dilation. Thoracic radiographs were

Royal Canin Early Cardiac. At her recheck in 2/26/1 8

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date:

__significantly with now mild dilated cardiomyopathy WIth normalized left atrial
dimensions mlld left ventncular dilation and low normal Ieft ventricular sysfolic

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

10/31/2017

No

Better/Improved/Recovering

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Possess Unopened

Product:

Possess Opened

Product:

Product Use

Information:

Manufacturer Name:
[Distributor Information:

FOUO- For Official Use Only

Zignature Kangaroo Formula
Pet Food

BAG

Unknown

Unknown

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
Products Given
to the Animal
During This Time
Period:

Unknown

Pets Global - Zignature

Type(s): Manufacturer
Address: 28334 Industry Dr
Valencia
California
91355
United States
1

FDA-CVM-FOIA-2019-1704-014909



Purchase Location
Information:

Animal Information: Name:
Type Of Species:

Type Of Breed:

Gender:

Reproductive Status:
Weight:

 Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Phone: (661) 309-1235

Web www.zignature.com
Address:

Contact:

Possess One or Yes
More L abels from
This Product:

. B6 |
Dog
Retriever - Labrador
Female
Neutered
33.18 Kilogram
13 Years
Good
1
1
Owner Yes
Information
provided:

Contact: Name:
Phone:
Other Phone: |
Email::

i
1

Address:

"United States

Practice Name;

Phoneé B 6
Email,
Address:| B 6
Practice Name: ! B6
k’ Confact: Name .............. - .
Phone: B 6
Emaill oo
Address:

Type of Referred veterinarian
Veterinarian:

Permissionto Yes
Release Records

FDA-CVM-FOIA-2019-1704-014910






Report Details - EON-350263
ICSR; 2044821

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: 2018-03-30 15:41:47 EDT

Reported Problem: Problem Description: | Be__:is an 8 year old intact male Bull Terrier who was first diagnosed with
severe degenerative valve disease with moderate decrease in contractility on 8/21
/17. Atthattime, he was started ppi g

_._._._._._._._._._._._._._._._._._....,..,..,..,..,..,..,..,, ......................

progresswe valve disease and severe, progresswe decrease in contractmty, the
latter of which may either be a component of dilated cardiomyopathy vs

_secondarytol  Be _igrain free diet (Nature's Recipe Salmon and Yam).
Cllmcally, B6 §1as been tiring more quickly recently. ._He_has had Welght loss

(3 kg since 8/2017) despite a good appetlte Pnor to htd BG

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

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

 Date Problem Started: 08/21/2017

Concurrent Medical Yes
Problem:

Pre Existing Conditions: History oi B6 i managed with| _B6 _ and Nature's Recipe diet.
HiStOry O'FL B6 .! \July 2017 .................

Outcome to Date: Worse/Declining/Deteriorating

Product Information: Product Name: = Grain Free Easy to Digest Salmon Sweet Potato & Pumpkin Recipe
Product Type: Pet Food

Lot Number:
Package Type: BAG
Possess Unopened No

Product;
Possess Opened No
Product:
Product Use pescription: Used for daily feeding as main dist
informalion . | ¢ Evposure 03/30/2018
Date:
Product Use No
Stopped After the
Onset of the
Adverse Event:
Perceived Probably related
Relatedness to
Adverse Event:
Manufacturer Name: UM Smucker Co. (formerly Big Heart Pet Brands)

IDistributor Information: Type(s): Manufacturer
Address: 1 Strawberry Lane
Orrville
Ohio
44667-9555
United States

Contact: Phone: (888) 550-9555
Web https://www.naturesrecipe.com/dog-recipes

FOUO- For Official Use Only 1
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Report Details - EON-350359
ICSR; 2044946

Type Of Submission: Initial

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

Type Of Report:

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

Reporting Type: Voluntary

Report Submission Date: 2018-04-02 15:19:51 EDT

Reported Problem: Problem Description:

Concurrent Medical

Product Information: Product Name:

Product Use

Purchase Location
Information:

Animal Information: Name:
Type Of Species:

Type Of Breed:

Gender:

Reproductive Status:
Weight:

Age:

Assessment of Prior

FOUO- For Official Use Only

_ A heart murmur was auscultated on a routine exam and patient was diagnosed on

 /amino acid responsive - with moderately decreased left ventricular contractility.

... Wil berechecked in June 2018
Date Problem Started:

Problem:
Pre Existing Conditions:

Outcome to Date:

Product Type:
Lot Number;
Package Type:

Information:

Manufacturer Name:
IDistributor Information:

2/126/18 with moderate dilated cardiomyopathy - ruleout idiopathic vs taurine

Patient is on a grain free diet - Nature's Recipe Salmon and Sweet Potato. It is
suspected that some grain free diets provide insufficient levels of taurine

Medication management anc{_, _Bupplementation Was recomimended. She

02/26/2018
Yes

History of t
B6

Unknown

B6 E

Grain Free Easy to Digest Salmon, Sweet Potato, & Pumpkin Recipe
Pet Food

BAG

Description: Daily as main diet

Perceived
Relatedness to
Adverse Event:

Probably related

 The JM Smucker Co
Type(s):
Address:

Manufacturer

1 Strawberry Lane
Orrville

Ohio

44667

United States

Contact: Phone: (888) 550-9555

Web www.naturesrecipe.com
Address;

Yes

Possess One or
More | abels from
This Product:

D o‘g

Spaniel - Cocker American

Female

Neutered

11.7 Kilogram

13 Years

Good

FDA-CVM-FOIA-2019-1704-014915






Report Details - EON-350487
2045119

, 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: 2018-04-04 16:10:23 EDT

Reported Problem: Problem Description:

_recheck echo in 4-5 months  Diet is Taste ofthe Wild Grain Free - rotates through

_ dilated cardiomyopathy.

Date Problem Started:
Concurrent Medical
Problem:

Pre Existing Conditions:

Outcome to Date;

ventricular response rate and right-sided congestive heart failure with !

Started on medical therapy and

....................................... * supplementation - will
all varieties except for those containing chicken. There is concern that the diet
provides insufficient levels of taurine, contributing to the development oft

i,

03/19/2018
Yes

Recent treatment for possible kennel cough with course of!
Otherwise previously healthy

Bé

Better/Improved/Recovering

Product Information: Branuet Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Taste of the Wild Pacific Stream Canine Formula with Smoked Salmon

Pet Food

BAG

Description: @ Daily as main diet |

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

Perceived Probably related
Relatedness to
Adverse Event:

Animal Information: Name: i
Type Of Species:

Type Of Breed:

Gender:

Reproductive Status:

Hound - Afghan
Female

Neutered

Weight:

32.4 Kilogram

Age:

11 Years

Assessment of Prior
Health:

Excellent

Number of Animals
Given the Product:

1

Number of Animals
Reacted:

1

Owner Information:

Healthcare Professional

FOUO- For Official Use Only

Owner
Information
provided:

No

Practice Name;

1

B6

FDA-CVM-FOIA-2019-1704-014917






Report Details - EON-351031
ICSR; 2045676

Type Of Submission: Initial

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

Type Of Report:

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

Reporting Type: Voluntary

Report Submission Date: 2018-04-12 13:26:01 EDT

Reported Problem: Problem Description:

Concurrent Medical

Pre EX|st|ng Condltlons

Feb 23 201 8 Patlent presented to the cardiology service ai

Date Problem Started:

N A i He was dlagnosed with BT

Ztgnature Kangatoo Formula and was adwsed to change

Problem:

Qutcome to Date:

02/22/2018

Yes

History of B6 Lon B6 10mq every other day since 2015
following i B6 E

Stable

Product Information: Product Name:

Possess Unopened

Possess Opened

Purchase Location
Information:

Product Type:

Zignature Kangaroo Formula
Pet Food

Lot Number:

Package Type:

BAG

Product;

No

Product:
Product Use
Information:

No

Description:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

Owner feeding for 2-3 years prior to diagnosis.
03/01/2018

3 Years

Yes

Perceived
Relatedness to
Adverse Event:

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

Possibly related

Yes

Manufacturer
/Distributor Information:

Name: . Chewy com

Animal Information: Narme:

FOUO- For Official Use Only

I. mrmammam

Type Of Species’

'B6 |
Dog

Type Of Breed:

Retriever - Golden

Gender:

Male

Reproductive Status:

Neutered

Weight:

40 Kilogram

FDA-CVM-FOIA-2019-1704-014919



Age: 6 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information: Owner Yes

Information
provided:

Contact: Name:

Phone:!

Healthcare Professional  practice Name:

Information:
Address:! 6
TUnited States :
Type of Referred veterinarian
Veterinarian:
Date First Seen: 02/23/2018
Sender Information: Name:
Address: B 6
United States
Contact: phone: B 6 .
Email:é '
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-351034
ICSR; 2045680

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-04-12 13:51:10 EDT

Reported Problem: Problem Description: | Be iwas diagnosed with dilated cardiomyopathy and left sided congestive

o _owner was advised to stop current diet and start taurine supplementation
Date Problem Started: 08/04/2016

Concurrent Medical Yes
Problem:;

Pre Existing Conditions: Heart murmur first documented 4/3/2016 - 2/6 left basilar systolic

Outcome to Date; Stable

Product Information: Product Name: Kiridland Signature Nature's Domain Turkey Meal and Sweet Potato Dog Food
Product Type: Pet Food
Lot Number;
Product Use pescription: Owner has been feeding daily for several years. Briefly
Information: switched diets for 3 months over 1 year prior but switched
. _back as the Kirkland was better tolerated by the dog's Gl
tract
Last Exposure 03/09/2018
Date:
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: ; , _ Costco Wholesale
Information:
Animal Information: Name: i B6 |

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender;: Female

Reproductive Status: Neutered

Weight: 31.1 Kilogram

Age: 11 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

FOUO- For Official Use Only 1
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Owner Information:

Owner Yes
Information

provided:

Contact: Name:

Phone: |

Address:|

B6

United States

Healthcare Professional practice Name: ' B6

Information:

Contact: Name:

Phone: !

vy
(o

Address:

'B6

i,

TUnited States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 08/04/2016

Sender Information: Name: P

Address:

B6

United States

Contact:

B6

Phone! .

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-351879
ICSR: 2046277

Type Of Submission: Initial

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

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

Reporting Type: Voluntary
Report Submission Date: 2018-04-23 10:33:06 EDT
Reported Problem: Problem Description:  Reported as RER (EON-351747) FDA CVM resubmitting as PFR. 7 year old |

castrated male Doberman pinscher with DCM. Has been eating Blue Buffalo
_ Basies salmon and potato dry food since 2012 (rotates between regular and grain

....... ) e ba

was! Be imol/ml Started on cardiac medications bt Bé ] and just started taurine

_and fish oil {(may also start | -carnitine and coenzyme 10) Unclear if taurine
deficiency-telated DCM or related to current concerns with "grain free’ diets. DCM
and taurine deficiencv. Owner has bag of.food that she s keeping until we hear

sttt 4 T
i

... Tomyou: Be sk B6 !
Date Problem Started: 04/03/2018

Concurrent Medical Unknown
Problem:

Outcome to Date: Unknown

Product Information: Product Name:  Blue Buffalo Basics salmon and potato dry food - regular and grain-free:
Prodict Type: Pet Food

Lot Number:

Package Type: BAG

Possess Unopened Unknown
Product:

Possess Opened Unknown
Product:

Product Use  pescription: rotates between reguilar and grain free version of this diet
Information. = (since 2012) o

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

Adverse Event Unknown
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Possibly related

Relatedness to
Adverse Event:

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

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Narme:

Type Of Species: Dog
Type Of Breed: Doberman Pinscher

Gender: Male

Reproductive Status: Neutered

FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-014923






Report Details - EON-354251

ICSR:

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

2048125

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2018-05-21 07:55:06 EDT

Reported Problem:

Product Information:

Animal Information:

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

Reported as RER EON-354199 2 vear old Great Dane with DCM and CHE  Has

eaten 4Health dog food (large breed dry) since 6/2016. i B6 ‘pending.

Owner has switched to another food and has saved the 4Health food
05/18/2018

Unknown

Unknown

Product Name: ‘
Product Type:

Lot Number:
Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Product Use
Information:

Manufacturer

IDistributor Information:

Purchase Location
Information:

4Health large breed dry food
Pet Food

BAG

Unknown

Yes

Description:

First Exposure
Date:

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

. Fas eaten 4Health dog food (large breed dry) since 6/2016
06/30/2016

Adverse Event Unknown
Abate After

Product Stop:

Product Use No
Started Again:

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

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

Dog

Great Dane

Unknown

Unknown

2 Years

Unknown

Owner Yes
Information
provided:

Contact:

Name: !

FDA-CVM-FOIA-2019-1704-014925



Sender Information:

Additional Documents:

Healthcare Professional
Information:

Name:
Address:

Contact;

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact;

Reported to Other

Parties:

Phoneﬁ

Address: Unknown
Unknown

| B6

United States

| isa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

5088874593
Email; lisa.freeman@tufts.edu

Phone:

No

Yes

Email

Unknown

FOUO- For Official Use Only
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Report Details - EON-355703
2049063

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: 2018-06-06 07:53:32 EDT

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

_ possible diet-associated DCM 4health Grain-Free | arge Breed Formula Adult Dog

056/29/2018

Unknown

Unknown

Product Information: Product Name:
Product Type:

Lot Number:

Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

 4health Grain-Free | arge Breed Formula Adult Dog Food

Pet Food

BAG

Unknown

Yes

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

Animal Information: Name:

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

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Dog

Unknown

Unknown

Unknown

Unknown

Owner Yes
Information
provided:
Contact: Name: !
Phone:§ B 6
Email:
Address: |

" B6

United States

FDA-CVM-FOIA-2019-1704-014927




Sender Information: Name:
Address:

Contact:

Reporter Wants to

Remain Anonymous:

Permission To Contact

Sender:

Preferred Method Of

Contact;

Reported to Other

Parties:

Lisa Freeman

200 Westboro Road
North Grafton
Massachusetts
01536

United States

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

No

Yes

Email

Unknown

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-356322
2049280

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: 2018-06-12 11:05:01 EDT

Reported Problem: Problem Description:

Date Problem Started:
Date of Recovery:

Concurrent Medical
Problem:

Outcome to Date:

05/24/201 8

05/30/2018

Unknown

Better/Improved/Recovering

Product Information: Product Name:

Product Type:
Lot Number:
e

Package Type:

Package Size:

Possess Unopened
Product;

Possess Opened
Product:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

FOUO- For Official Use Only

4health Grain Free Beef & Potato Formula

Pet Food

104615599

BAG

30 Pound

No

Yes

_1and 1/2 cup dry food fed BID since 2013 Also fed Old
Mother Hubbard Mini Treats, Marrow Bones, and small
dmounts of peanut butter, green beans, bananas, and
carrots. Pet also licks plates, Pet receives Mature Made
Fish Oil-1 1200mg capsule PO SID.

05/01/2013

Description:

First EXpoéuré
Date:

Last Exposure 05/29/2018

Date:

Product Use Unknown
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

Probably related

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

Period:

Name: :

Address

Unlted States

FDA-CVM-FOIA-2019-1704-014929






Report Details - EON-358128
ICSR: 2051197

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: 2018-07-02 16:02:14 EDT
Reported Problem: Problem Description: Developed dry harsh coughing in late May; which rDVM initially treated with

initiated. .vatz_J responded right away to cardiac medrcatrons with improved
appetrte energy Ievels and a dramatic decrease in cough. The owner reports that

desplte doubling the amount of food offered. Taurine level pendrng
Date Problem Started: 05/29/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Hx of bernq B6 i. Rx'ed

medicatedi B _j
QOutcome to Date: Better/Improved/Recovering

Product Information: Product Name: . Zignature Kangeroo and Lentil
Product Type: Pet Food

Lot Number:
Package Type: BAG
Possess Unopened Unknown

Product:
Possess Opened Yes
Product:
Product Use Dpescription: Zignature diet Fed BID for the last 12 months; also offered
Information: Venison Jerky and bully sticks as treats. For the past 3
weeks owner has offered bland diet of 85-93% lean ground
beefand rice at 2.4 cups a day, as well as canned Blue
Buffalo for administering medications.
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 Locat_ion Address: S P
Information: ‘Unitea StateE T

Animal Information: Name: . i B6 i
Type Of Species: Dog
Type Of Breed: Mixed (Dog)

FOUO- For Official Use Only 1
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Report Details - EON-358131

ICSR: 2051199

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: 2018-07-02 16:17:19 EDT

Reported Problem: Problem Description:  Presented as efmergency appointment for evaluation of intermittent. persistent
cough first documented five weeks ago After cough dld not respond to course of

weakness. She tends to graz_«_e_ throughout the day, though has been slower to

finish her meals recently! 86 _ihas lost a noticeable amount of weight in the last
 Tour weeks Diagnosed with DCM and taurine level is pending

Date Problem Started: 05/30/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Hx of bein{ B6 i

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name: . AHealth Grain Free

Product Type: Pet Food

Lot Number:
Package Type: BAG
Possess Unopened No

Product:
Possess Opened Yes
Product:
Product Use Description: = 4Health grain free dry- 4 cups daily since late 2016, Also
Information: offered rawhide chews from Walmart for years, Canine

Carryout Treats for years, and varous ham, chicken, and
__beet table scraps for years, '

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
IDistributor Information:
Purchase Location Address: B6 i
Information: YURTeT States
Animal Information: Name: B6

Type Of Species: Dog
Type Of Breed: Mixed (Dog)

FOUO- For Official Use Only 1
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Report Details - EON-358518

ICSR:

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

2051554

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-07-09 08:35:47 EDT

Reported Problem:

ProdUct infofmafionﬁ

Animal Information:

Problem Description:

thickness with reduced contractile function
Date Problem Started: 06/21/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions: ___ Be ___:

Outcome to Date: Stable

Product Name: Merrick grain free salmon and sweet potato dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name: 1 B6 |

Type Of Species: Dog

Type Of Breed: Mixed (Dog)

Gender: Female

Reproductive Status: Neutered

Weight: 20.5 Kilogram

Age:§ B6 | Years

Assessment of Prior Unknown

Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

B6

Phone:

Address:é B 6

United States

Healthcare Professional  practice Name:
Information:

Tufts Cummings School of Veterinary Medicine
Contact Name: | isa Freeman

Phone: (508) 887-4523

Email; lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts

FOUO- For Official Use Only 1
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01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 \Westboro Rd
North Grafton
Massachusetts
01536

United States

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

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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Report Details - EON-358519
ICSR; 2051555

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: 2018-07-09 08:43:16 EDT

Reported Problem: Problem Description:  Diagnosed with LV cavity dilation and reduced contractile function

Date Problem Started: 06/20/2018
Concurrent Medical Yes

Problem:
Pre Existing Conditions:i B6
Outcome to Date: Unknown
Product Information: Product Name: = Earthborn Coastal Catch dry
Product Type: Pet Food
Lot Number;

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: i B6 !

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Neutered
Weight: 33.2 Kilogram

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: - '''''''' BG ''''''' H
L
Address:| B 6
“United States
Healthcare Professional Practice Name:  Tufts Cummings School of Veterinary Medicine
Information: )
Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
Sender Information: Name: Lisa Freeman

FOUO- For Official Use Only |
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Address: 500 Westboro Rd
North Grafton
Massachusetts
01536
United States
Contact:: phone; 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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Report Details - EON-358522
2051557

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: 2018-07-09 08:50:19 EDT

Reported Problem: Problem Description:

Date Problem Started: 06/29/2018

DCM and CHE Taurine not measured

Concurrent Medical No

Problem:

Outcome to Date: Stable

Product Information: Product Name:

Product Type: Pet Food

Halo grain-free dry food (exact variety unknown)

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: ... i B6

Type Of Species: Dog

Type Of Breed: Great Dane

Gender: Male

Reproductive Status: Neutered

Weight: 64 Kilogram

Age:: B6 Years

Assessment of Prior Unknown

Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Healthcare Professional
Information:

Practice Name:
Contact:

Address:

vy
(o

United States

Tufts Cummings School of Veterinary Medicine

Lisa Freeman
Phone: (508) 887-4523

Email: lisa. freeman@tufts.edu

Name:

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

FOUO- For Official Use Only
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Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

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

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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Report Details - EON-358523

ICSR:

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

2051558

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-07-09 08:56:52 EDT

Reported Problem:

Product Information:

Animal Information:

Problem Description: = DCM and CHF
Date Problem Started: 07/03/2018

Concurrent Medical No

Problem:

Outcome to Date: Stable

Product Name:
Product Type: Pet Food

Taste of the Wild grain free lamb dry

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name: . !

Type Of Breed: Retriever - Labrador

Gender: Male

Reproductive Status: Neutered

Weight: 50.8 Kilogram

Age:: B6 iYears

Assessment of Prior Good

Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Address:

Healthcare Professional
Information:

Practice Name:

W
o

B6

United States

Tufts Cummings School of Veterinary Medicine

Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa. freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
FOUO- For Official Use Only 1
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Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

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

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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Consumer Complaint Issue Screen - EON-358842

Complaint Number: 154120
Complaint Date: 07/09/2018
Receiving Organization: NWE-DO

Complaint Identification: Name:|

Address::

fathifbih SRR G R et

Phone (H):|
Phone (W):

Complaint/Injury: Complaint Description: Products: (1) Taste of the Wild Prey Angus Beef Limited Ingredient Formula for

145 1bs, not spayed, no diagnosed allergies, and no pre-diagnosed conditions,
experienced red skin and itchiness throughout her body in mid 12/2017. The
reaction subsided within a few days, but reoccurred a couple of weeks later in

i...B8__iwas considered stable, so no medication was prescribed, and a follow-up

electrocardiogram was recommended for 12/2018. On{_”

broughti B6 !to B6 i wheré B6 !

administered a chest x-ray and tests confirmed Congestive Heart Failure and on

the same day,i B6 iwas admitted tol B6 r where

rain-Free dog foods causedi..._B8._._i conditions. She has fed Taste of the Wild
Pacific Stream Canine Recipe with Smoked Salmon Dog Food tol__B6__1 since
she was bom and changed food to the Angus Beef flavor in 01/2018, due to what
she believes was an allergic reaction, itchy ears, and red skin, that she began

noticing in 12/2017, that she believed was (continued below)

Complaint Symptoms: Symptom: Change in mood quality or level, anxiety - lethargic following hospitalization
Changes in skin and nail coloration (cyanosis, flushing) - red skin throughout
body from consumption of Pacific Stream dog food, 2x in mid and late 12/2017.
ONSET time could not be determined
Coughing - dog coughed loudly 1x; ONSET could not be determined
Ttching (pruritis) - itchiness throughout body from consumption of Pacific Stream
dog food, 2x in mid and late 12/2017; ONSET time could not be determined

Health Care Professional: Provider Name:

Address:

- B6

Hospital Information: Hospital Name:
Address:

us

FDA-CVM-FOIA-2019-1704-014943



Product and Labelihg: k

Phone: |

Brand Name:
Product Name:
UPC Code:
Lot/Serial #:
Exp/Use by Date:

Taste of the Wild

Prey Angus Beef Limited Ingredient Formula for Dogs (Grain Free)

not provided

not provided

not provided
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Report Details - EON-359051
ICSR; 2051919

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-07-12 16:40:22 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description:

recewed an echocardmgram The restlts of hIS screenmg mdjcated no heart
_issues/defects - his heart was healthy On February 12 2018, _BS 6 iwas
diagnosed by both my vet and a veterinary cardiologist as havmg congestive
heart failure, severely advanced dilated cardiomyopathy, heart arrhythmia and a
. grossly enlarged left heart ventricle (left ventricle was nearly 2x it's normal size
while the right ventricle was normal sized) He was placed on a host of cardiac

_ been feeding | pe i Kirkland Signature Nature's Domam Salmon Meal & Sweet
 Potato Grain-Free dog food. Occasionally we alternated between this food and

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

Potentlal Connection Between Dief and Cases of Canlne Heart Disease) with
great shock and sadness. Based upon what | have read and my own experience
_with my dog, | am extremely concerned that the Kirkland brand grain-free dog
food | have used for years (containing peas, potatoes and potato stareh as high-
content ingredients), may have led to to my dog's severe heart disease, suffering
 and eventual death. Until he awoke with a cough that morning in February 2018
we had no indication whatsoever that he was so sick with advanced heart
disease. The FDA report encouraged pet owners to report cases of DCM in dogs

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

these graln—free diets are a contrlbutmg factor or are the root cause of DCM in
these dogs A please let me know Thank you

Date Problem Started: 02/12/2018

Concurrent Medical Yes
Problem:;

Pre Existing Conditions: In CY 2014 B6 i hag B6 I which was cured by neutering.

Outcome to Date; Died Euthanized
Date of Death; __B6_ i

Product Information: Product Name: Kirkland Signature Nature’s Domain Salmon Meal & Sweet Potato Dog Food
(Grain Free)

Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 35 Pound

Possess Unopened No
Product:

Possess Opened No
Product:

Stored in a plastic dog food bin (sealed lid) in hall closet.

FOUO- For Official Use Only 1
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Storage Conditions:

Product Use  Description:

Information:

Stopped After the

 Fed daily for several years to my dog.
First Exposure 05/01/2016

Date:
Last Exposurel  B6
Date:l. ........................
Time Interval 2 Years

between Product
Use and Adverse
Event:

Product Use No
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 Name:

Information:

Address:

United States

Animal Information: Name:

Type Of Species:

Type Of Breed:

Saluki

Gender:

Male

Reproductive Status:

Neutered

Weight:

60 Pound

Age: 1

2 Years

Assessment of Prior
Health:

Good

Number of Animals 1
Reacted;

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Practice Name:

Address:

B6

" United States
Type of Primary/regular veterinarian
Veterinarian:
Date First Seen: 04/12/2018

Permission to Yes
Release Records
to FDA:

_ Veternary Cardiology Consultants |

Practice Name:

2
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Contact:

Name: : B 6

Address:i
bTyp‘e of
Veterinarian:

Date First Seen:

Permission to
Release Records
to FDA:

“United States

Referred veterinarian

02/12/2018
Yes

Sender Information: Name:

Address:

Contact:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other
Parties:

United States

Phone:

B6

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-359060

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2051931

Initial
FPSR.FDA.PETF.V.V1
Both
Voluntary
2018-07-12 20:13:10 EDT
Yes
Problem Description: .BGWas diagnosed with Taurine Deficit Dilated Cardiomylopathy after attempts
to save in him in the ER and hospital stay of 4 days he went into he went info
congestive heart failure and was euthanized He exhibited symptoms of Taurine
_ deficit however was treated for individual symptoms until he collapsed and he had
an echo cardiogram which showed the DCM. His mother and sister started to
show Taurine deficit symptoms at the same lime. Their dog food was switched
immediately and placed on Taurine and | carnitine supplements. They all had
been on grain free food their whole lives. In hindsight and knowing now what lve
learned all too late for! B8 !{ helieve two of my other dogs also suffered from this
.-EH@.!EX‘.’?.‘?’H’.’E known at the time the possible calise.
Date Problem Started‘._._._._._._._._._._._..E
Concurrent Medical No

Problem:

Outcome to Date: Died Euthanized
Date of Death: - B6 5

Product Name: = Earthborn Holistic grain free, bison, lamb, pacific
Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 28 Pound
Purchase Date: 02/08/2018
Number Purchased: 3

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: Until opened stored in metal container after opening open product stored in
cupboard in orig pkg.

Product Use Descrlptlon 2 times a day per recommended feedmg mstructlons for
Information: . weight
First Exposure 02/08/2018
Date:
LastExposure | __ B6 !
Date:

Time Interval 6 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

FOUO- For Official Use Only 1
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Relatedness to
Adverse Event:

Products Given
to the Animal
During This Time
Period:

Other Foods or Yes

Manufacturer
IDistributor Information:

Purchase L ocation Name:

Information: Address:

Pt R

United States

Animal Information: Name:

B6

Type Of Species: Dog

Type Of Breed: Setter - Gordon

Gender: Male

Reproductive Status: Intact

Weight: 80 Pound

Assessment of Prior Excellent
Health:

Number of Animals 5
Given the Product:

Number of Animals 4
Reacted:

Owner Information:

Healthcare Professional

| Practice Name:
Information:

Contact:

Address:

Veterinarian:
Date First Seen:|

Release Records
to FDA:

1L

Permissionto VYes

United States

Type of Referred veterinarian

B6

Sender Information: Name:

Address:

prgRaES G BLE E

B6

United States

Contact: phone:

B6

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: Store/Place of Purchase

Additional Documents:

FOUO- For Official Use Only 3
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Report Details - EON-359067
ICSR: 2051935

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: 2018-07-12 22:15:30 EDT

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . In 2014 B6
cardiomyopathy. Prior to this diagnosis, he was in great health. Were able to
minimize the effects of the heart failure with meds and prescription diet. Prior to
this! Be iwas fed a steady diet of Blue Buffalo - and prior to that Beneful Dog's
heart became enlarged and ultimately led to his death.

Date Problem Started: 02/05/2014

Concurrent Medical No
Problem:

Outcome to Date; Died Other
Date of Death: {.....B8 __ .
Product Information: Product Name:  Blue Buffalo Life Protection Formula Chicken and Brown Rice Recipe For both

ADULT and SENIOR. Blue Buffalo FREEDOM - Grain Free Chicken Recipe For
bothADULTandgENOR. .

Product Type: Pet Food

Lot Number:
Package Type: BAG

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions; stored in canister.

Product Use Description: Dog was fed one cup in morning and one in the evening.

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

Adverse Event No
Abate After
Product Stop:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Unknown

Products Given
to the Animal
During This Time
Period:
Manufacturer
/Distributor Information:
Purchase L ocation
Information:
Animal Information: Name: BG

Type Of Species: Dog
Type Of Breed: Schnauzer (unspecified)
Gender: Male
Reproductive Status: Neutered

FOUO- For Official Use Only 1
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Weight: 35 Pound
Age: 10 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Contact: Name:
Information:

Phone: B6 :
Date First Seen: 02/05/2014

Permission to No
Release Records
to FDA:

Sender Information: Name: . " gg P

Contact: Email; 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 2
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Report Details - EON-361371

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2053236

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-08-04 21:25:50 EDT

Yes

Problem Description:

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

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

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

and take hlm off the cumrent dog food. | was told his food could cause taurine

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

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Dater

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

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer

[Distributor Information:

FOUO- For Official Use Only

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

04/12/2016

No

Unknown

Acana Pork and Squash
Pet Food

BAG

25 Pound

056/29/2018

1

No

No

The product is stored init's orlglnal bag and then placed ina alrtlght contalner

Descri ptlon

Last Exposure
Date:

The product was feed 2xs per day
07/15/2018

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Unknown
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Possibly related

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

FDA-CVM-FOIA-2019-1704-014953




Purchase Location
Information:

Animal Information: Name:

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

Age:

Assessment of Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information;

Healthcare Professional

Information:

Name: Pet val

Ll

Address:

United

B6

States

Retriever - Golden

Male

Neutered

67 Pound

4 Years

Excellent

Practice Name:
Contact:

Address:

United

States

Type of
Veterinarian:

Referred veterinarian

Date First Seen:

04/19/2016

Permission to Yes
Release Records

to FDA:

Sender Information: Name: ;
Address:é B 6
TUnited States
Contact: phone: '
Emall:g BG
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other Store/Place of Purchase
Parties: Manufacturer
Additional Documents:
FOUO- For Official Use Only 2
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Type Of Species: Dog

Type Of Breed: Schnauzer - Miniature

Gender:_ Male

Réprbduétive Status: Neutered
Weight: 9.6 Kilogram
Age: 7 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:

» Email:‘:

B6

United States

Address: !

Healthcare Professional practice Name:  North Carolina State University, College of Veterinary
Information: , ; ; ,  Medicine , , ; ; , , ; ; , ,

Contact: Name: Darcy Adin
Phone: (919) 513-6694
Other Phone: 6145829798
Email: dbadin@ncsu.edu
Address: 1060 William Moore Dr
Raleigh
New York

27607
United States

Practice Name: North Caralina State University, College of Veterinary Medic

Contact: Name:

Other Phone:

Practice Name: North Caralina State University, College of Veterinary Medic

_____________________________

Contact: Name:

Sender Information: Name: Darcy Adin

Address: 1060 William Moore Dr
Raleigh
New York
27607
United States

Contact: Phone: 9195136694
Other Phone; B6 :
Email: dbadin@ncstedu”

Permission To Contact Yes
Sender:

FOUO- For Official Use Only 2
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Preferred Method Of Email
Contact;

Reported to Other Manufacturer
Parties:

Additional Documents:

FOUO- For Official Use Only
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Animal Information:

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

No

Possibly related

Yes

Period:
Manufacturer
IDistributor Information:
Purchase Location Address: United States
Information:
Name: P BG‘

Type Of Species: Dog

Type Of Breed: Schnauzer - Miniature

Gender; Male

Réprdduétive Status: Neutered

Weight: 8.2 Kilogram

Age:{ B6 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information: Owner

Information

provided:
Contact:

Address; i

Healthcare Professional practice Name:

Yes

United States

. North Carolina State University, College of Veterinary

Information: Medicine
Contact: Name: Darcy Adin
Phone: (919) 513-6694
Other Phone: 6145829798
Email: dbadin@ncsu.edu
Address: 1060 William Moore Dr
Raleigh
New York
27607
United States
Practice Name: North Carolina State University College of Veterinary Medici
Contact: Name: B 6
Phone:
FOUO- For Official Use Only 2
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Other Phone:!

Practice Name:  North Carolina state University, College of Veterinary Medic |
Contact (HLLL .............................
Phone:; B 6
OtherPhone:t
Sender Information: Name: ; ; ; . Darcy Adin
Address: 1050 William Moore Dr
Raleigh
New York
27607
United States
Contact: phone: 9195136694
Other Phone: |BG

Email; dbadin@ncsu.edu

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other Manufacturer
Parties:

Additional Documents:

(OS]
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Report Details - EON-345822
2040525

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: 2018-01-22 17:19:17 EST
Reported Problem:

Problem Description: _____________
episodes of collapse, cardiomegaly, and suspected congestive heart failure.
. Congestive heart failure was confirmed with thoracic radiographs and

_echocardiogram revealed dilated cardiomyopathy.

_ Date Problem Started: 12/30/2017

Concurrent Medical Yes

Problem:

Pre Existing Conditions:§

B6

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name:

Product Type: Pet Food

 California Natural Grain-Free Kéngayroo and Red Lentils Recipe ‘

Lot Number:

Package Type: BAG

Purchase Date: 01/02/2018

Possess Unopened No
Product:

Possess Opened Yes
Product:

Product Use | pescription:
Information:

. considered as a potsnmEtrontrbutor,.

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

Adverse Event
Abate After
Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

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

Manufacturer
[Distributor Information:

Purchase Location
Information:

B6 !had been eating this dog food since she first
"""""" s a puppy and food allergy was

B6

01/10/2018

6 Years

Yes

Unknown

No

Probably related

Yes

FOUO- For Official Use Only |
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Report Details - EON-345833
2040529

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: 2018-01-22 18:21:03 EST

Reported Problem: Problem Description:

Date Problem Started:

B6 'had been d|agnosed Wlth a new heart murmur a couple of months earller

chronic degeneratwe valve dlsease "
EDA ICSR 1D 2040528

08/18/2017

Concurrent Medical
Problem

Yes

Pre EX|st|ng Condltlons

i
i
i
.

B6

Qutcome to Date:

Died Euthanized

Date of Death:! i

B6 |

Product Information: Product Name:

Product Type:

 California Natural Grain-Free Kangaroo and Red Lentils Recipe

Pet Food

Lot Number:

Package Type:

BAG

Possess Unopened
Product:

No

Possess Opened
Product:

No

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:

Type Of Species:
Type Of Breed:
Gender:

Reproductive Status:

Weight: 25.6 Kilogram
Age: 5 Years

Descrlptlon _____________
_of food allergy.

Last Exposure 08/24/2017

Date:

Product Use
Stopped After the
Onset of the
Adverse Event:

Yes

Adverse Event No
Abate After

Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

No

Probably related

Dog

Retriever - Labrador
Female

Neutered

FOUO- For Official Use Only
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Report Details - EON-350359
2044946

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: 2018-04-02 15:19:51 EDT

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

_ A heart murmur was auscultated on a routine exam and patient was diagnosed on
2/126/18 with moderate dilated cardiomyopathy - ruleout idiopathic vs taurine

 /amino acid responsive - with moderately decreased left ventricular contractility.
Patient is on a grain free diet - Nature's Recipe Salmon and Sweet Potato. It is
suspected that some grain free diets provide insufficient levels of taurine,

__contributing to the development of dilated cardiomyopathy At presentation,

thad no cough normal appetite and aftitude no exercise intolerance

Medication management and taurine supplementation was recommended. She
will be rechecked in June 2018

: 02/26/2018

Yes

Problem:

Pre Existing Conditions:

Outcome to Date
Product Information: Product Name:

Product Type

B6

: Unknown

Grain Free Easy to Digest Salmon, Sweet Potato, & Pumpkin Recipe
: Pet Food

Lot Number:

Package Type:

Product Use

BAG

Description: Daily as main diet

Information:

Manufacturer Name:

/Distributor Information

Purchase Location

Animal Information: Name:

Perceived
Relatedness to
Adverse Event:

Probably related

The JM Smucker Co
Manufacturer

' Type(s):
Address:

1 Strawberry Lane
Orrville

Ohio

44667

United States

Contact: Phone: (888) 550-9555

Web www.naturesrecipe.com
Address;

Yes

Possess One or
More | abels from
This Product:

Information:

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

Age:

Assessment of Prior

Dog

Spaniel - Cocker American
Female

Neutered

11.7 Kilogram

13 Years

Good

FOUO- For Official Use Only
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Report Details - EON-350158
2044632

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: 2018-03-27 15:12:36 EDT

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date:

At the time of diagnosis (10/31/17)

Labrador retriever who had been mamtamed ona Zlgnature Kangaroo formula.

_ 8he presented with a history of a progressive cough which, prior to presentation,

becaime productive and she coughed up a small volume of pink foam (possible
pulmonary edema) On examination she had a 2/6 left apical systolic heart

_murmur and on echo diaghosed with advanced dilated cardiomyopathy with

severe left ventricular dilation, moderate to severe left ventiicular sysiolic
dysfunction, and moderate to severe left atrial dilation. Thoracic radiographs were

; susplcmus for early congfaﬁnm heart failure. A whole hlandtairioe level. wasill,

B6! She was treatment with

10/31/2017

No

Better/Improved/Recovering

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Possess Unopened

Product:

Possess Opened

Product:

Product Use

Information:

Manufacturer Name:
[Distributor Information:

Zignature Kangaroo Formula
Pet Food

BAG

Unknown

Unknown

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:

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

Probably related

Unknown

Pets Global
Manufacturer

28334 Industry Dr
Valencia
California

91355

United States

- Zignature

Type(s):
Address:

FOUO- For Official Use Only
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Purchase Location

Information:

Animal Information: Name:

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

 Age:

Assessment of Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

Contact:

Phone: (661) 309-1235

Web www.zignature.com

Address:

Possess One or Yes
More L abels from
This Product:

Retriever - Labrador

Female

Neutered

33.18 Kilogram

13 Years

Good

1

1

Owner Yes
Information

provided:

Contact: Name:
Phone:';
Other Phone:;

Email;

Address: |

" B6

United States

Practice Name: |

Address: |

 B6

United States

B6

Practice Name:

Contact: Name:

Phone:

Email:

B6

Address:

B6

United States

Type of Referred veterinarian
Veterinarian:

Permissionto Yes
Release Records

FOUO- For Official Use Only
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Report Details - EON-351031

ICSR: 2045676

Type Of Submission: Initial

Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary

Report Submission Date: 2018-04-12 13:26:01 EDT

Reported Problem: Problem Description:

Date Problem Started: 02/22/2018

Concurrent Medical Yes

Problem

Pre EX|st|ng Condltlons-

|_

B6

Outcome to Date: Stable

Product Information: Product Name:

Product Type: Pet Food

Zignature Kangaroo Formula

Lot Number:

Package Type: BAG

Possess Unopened No

Product;

Possess Opened No

Product:
Product Use
Information:

Description:
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:

Manufacturer
/Distributor Information:

Purchase Location Name:
Information:

Owner feeding for 2-3 years prior to diagnosis.
03/01/2018

3 Years

Yes

Possibly related

Yes

Chewy.com

Animal Information: Name:

Type Of Species: Dog

Type Of Breed: Retriever - Golden
Male
Reproductive Status: Neutered

Weight: 40 Kilogram

Gender:

FOUO- For Official Use Only |
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Age: 6 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Owner

Information

Healthcare Professional
Information:

provided:
Contact:

Address: |

Practice Name:

Contact;:

Address:

Type of

Veterinarian:

Date First Seen:

Sender Information:

Name:
Address:

B6:

Yes

o
o

W
oy

United States

Referred veterinarian

02/23/2018

United States

Contact: phone:

Reporter Wants to No

Remain Anonymous:

Email:

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-356326

ICSR: 2049281

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: 2018-06-12 11:47:05 EDT

Reported Problem: Problem Description:  Presented as ER case after evaluation at ! s
afternoon. Owner report distended and uncomfortable stomach, with a decrease
_In activity and an increase in vagat collapse episodes, that have been associated |

Date Problem Started: 05/28/201 8

Concurrent Medical Yes
Problem:

Pre Existing Conditions

W
i
i
i
i
i
L

Outcome to Date; Stable

Product Information. Product Name:  Zignature Lamb
Product Type: Pet Food

Lot Number:

Package Type: BAG

Possess Unopened No

Product:
Possess Opened Yes
Product:
Product Use  pescription: i_,_ll_?_:_(_i_____-was fed 1 cup dry food BID since May 2015. He also
Information: receives Fruitable Treats, peanut, butter, and Fish Oil-1000
o o ,
First Exposure 05/01/2015
Date:
Product Use No
Stopped After the
Onset of the
Adverse Event:
Perceived Possibly related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location Address:i B6 |
Information: Unlted States

Animal Information: Name: " B6

Type Of Species: Dog
Type Of Breed: Bulldog
Gender: Male
Reproductive Status: Neutered

FOUO- For Official Use Only |
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Report Details - EON-358119
ICSR; 2051190

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: 2018-07-02 14:28:07 EDT

Reported Problem: Problem Description:  Presented 6/18/18 for heart murmur evaluation, which was first documented 3

years ago. Murmur is now progressive and | B8 ihas also developed a cough in

has a history of food allergies and was placed on Zignhature Kangeroo and | entil
_diet about 2 years ago. | , ,

Date Problem Started: 06/18/2018

Concurrent Medical Yes
Problem:;

Pre Existing Conditions: Heart murmur documented 1 year prior to_diet. Medications_in clude B6 i
i B6

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name: ~ Zignature Kangeroo and Lentil
Product Type: Pet Food

Lot Number:

Package Type: BAG

Possess Unopened No
Product;

Possess Opened Yes
Product:

Product Use pescription: 1/5 cup BID since 2016
Information:

Time Interval 1 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
IDistributor Information:
Purchase Location Address: | B6 |
Information: United States
Animal Information: Name: ' B6 |

Type Of Species: Dog
Type Of Breed: Maltese
Gender: Female
Reproductive Status: Neutered
Weight: 4.9 Kilogram
Age: 12 Years
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Report Details - EON-358128
ICSR; 2051197

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: 2018-07-02 16:02:14 EDT

Reported Problem: Problem Description:

‘ desplte doubling the amount of food offered. Taurine level pendmg
Date Problem Started: 05/29/2018

Concurrent Medical Yes
Problem:’

Pre Existing Conditions:i _____ B6 | Rx'ed
i -Whlch caused Gl upset. Owner feeding bland diet of [ean ground
beef and rice far_3 weeks. Recently added in canned Blue Buffalo to help im
medicatee B6 | i8%

QOutcome to Date: Better/Improved/Recovering

Product Information: Product Name: . Zignature Kangeroo and Lentil

Product Type: Pet Food

Lot Number:
Package Type: BAG
Possess Unopened Unknown

Product:
Possess Opened Yes
Product:
Product Use Dpescription: Zignature diet Fed BID for the last 12 months; also offered
Information: Venison Jerky and bully sticks as treats. For the past 3
weeks owner has offered bland diet of 85-93% lean ground
beefand rice at 2.4 cups a day, as well as canned Blue
Buffalo for administering medications.
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
IDistributor Information:
Purchase Location Address: {"‘E{;’"':
Information: United States

Animal Information: Name: B6 :

Type Of Spemes Dog
Type Of Breed: Mixed (Dog)

FOUO- For Official Use Only |
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Report Details - EON-380708
ICSR; 2063115

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 17:.00:13 EST

Reported Problem: Problem Description:  DCM and CHE diagnosed 2/16/19. Eating multiple BEG diets Taurine and

troponin pending Dog changed to Purina HA vegetarian dry while in hospital and

__owner has continued this. Will try switching to Pro Plan Sensitive Skin and
Stomach Salmon when bag of HA runs out. If she tolerates that, will stay on it If
not. will switch back to HA since she's done well on that

Date Problem Started: 02/16/2019

Concurrent Medical Yes
Problem;

Pre Exisﬁng ‘Conditionsﬁ Diarrhea would develop 2-3 weeks after starting a new food. Owner rotated foods
to try to avoid this.

Outcome to Date: Stable

Product Information: Product Name: Acana, Natural Balance, Petcurean [(see diet history for additional details)

Product Type: Pet Food

Lot Number:
Package Type: BAG
Product Use pescription: Please see diet history for more info ('Natural Products’
Information:. . . wwiitten on diet history form is "Natural Balance: ‘
Manufacturer

[Distributor Information:

Purchase Location
Information:

Animal Information: Newe: . Rg |

Type Of Breed: Terrier - Bull - American Pit

Gender: Female

Reproductive Status: Neutered

Weight: 18 Kilogram

Age:}r B6iYears

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Naiie:
Phone: B 6
Email:
Address: B 6
United States
Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine
Information:

FOUO- For Official Use Only |
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Client:

Patient:i B6

Travel history: none

EXAM:

B6

C/V: grade 2/6 apical systolic murmur, no arrhythmia, ssfp
RESP: harsh lung sounds bilaterally/wheezes: moderate/severe respiratory effort

ASSESSMENT:

Al: Congestive heart failue r/o secondary to DCM vs other

PLAN:
Diagnostics:

- AFAST/TFAST: B lines, subjectively decreased contractily of heart, mild amount of abdominal effusion; scant

pericardial effusion

B6

- Chest x-rays (at rDVM) - in ER email

- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left

mainstem bronchi compression and trachea is dorsally deviated.

Treatments/monitoring:

B6

Client communication:

Discussed hospitalizing for supportive care to manage CHF as well as diagnostics (bloodwork, BP, echo, etc) to diagnose

underlying heart disease and get her on the right medications. O ok with this plan.

Deposit & estimate status B6

Page 2/46
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Client:
Patient: B 6

Resuscitation code (if admitting to ICU):i Bé !

| ISt

SOAP approved (DVM to sign):i B6 DVM
SOAPText | B6 __ 19:49AM B6
DUPLICATE. IGNORE.

SOAP Text .........................  02SAM _ .......... T

B6

Signalment: S5yo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of
hospitalization

Presenting history:

Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little productive,
labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner.
Prior medical history: allergies

Current medications: none

Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food)- brought in samples to
fill out forms for the diet study she is enrolled in.

Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick

Travel history: none

C/V: grade 2/6 apical systolic murmur, no arrhythmia, ssfp

EXAM:

ASSESSMENT:

Al: Congestive heart failue r/o secondary to DCM vs other

Page 3/46
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Client:
Patient: B 6

Diagnostics performed i B6

- AFAST/TFAST: B Iines,isubjectlvely decreased contractily of heart, mild amount of abdominal effusion; scant

pericardial effusion

B6

B6

- BP (did not obtain because patient was in respiratory distress)

- Chest x-rays (at rDVM) - in ER email

- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left

mainstem bronchi compression and trachea is dorsally deviated.

Diagnostics performed B6 i

B6

PLAN:

Treatments/monitoring:

Deposit & estimate statusi B6

Resuscitation code (if admitting to ICU):E

SOAPText i B@  11:55AM -

B6 !

Signalment: 5yo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of

hospitalization

Presenting history:

Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little productive,
labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner.

Prior medical history: allergies
Current medications: none

Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food)- brought in samples to
fill out forms for the diet study she is enrolled in.
Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick

Travel history: none

Overnight update:

Very bright, RR 24-36, eating well and passing urine frequently.

Subjective
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Client: B 6

Patient:

EXAM, GENERAL

Subjective (S)
Very BAR

Obijective (O)

B6

H/L: regualr rhythm, II/VI murmur LHS. Strong and synchronous peripheral pulses.

B6

ASSESSMENT:
A1l: Dilated Cardiomyopathy

Diagnostics QerformedE 7777777777777777 4
- AFAST/TFAST: B lines, subjectively decreased contractily of heart, mild amount of abdominal effusion; scant

pericardial effusion

TBP (did not obtain because patient was in respiratory distress)
- Chest x-rays (at rDVM) - in ER email
- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left
mainstem bronchi compression and trachea is dorsally deviated.
Diagnostics Qerformedim_'j_mm;

B6

Plan:

Initial Complaint;,
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Client: B 6

Patient:

SOAPText |  B6  1:53PM-i B6

Disposition/Recommendations
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Client:
Patient:

B6
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Client:

B6

Patient:

Vitals Results
11:21:04 AM Fi02 (%)
11:21:11 AM Respiratory Rate
11:21:41 AM Nursing note
12:19:43 PM Nursing note
12:37:05 PM Quantify IV Fluids (CRI) in mls
12:37:06 PM Catheter Assessment
12:37:44 PM Fi02 (%)
12:38:25 PM Respiratory Rate
12:39:49 PM Heart Rate (/min)
1:47:10 PM Eliminations
1:48:12 PM FiO2 (%)
2:01:58 PM FiO2 (%)
2:02:58 PM Heart Rate (/min)
2:06:40 PM Respiratory Rate
2:07:31 PM Quantify IV Fluids (CRI) in mls
2:07:32 PM Catheter Assessment
2:11:44 PM Lasix treatment note

B 6 3:19:35 PM Nursing note
3:20:12 PM Respiratory Rate
3:20:33 PM Fi02 (%)
3:20:55 PM Quantify IV Fluids (CRI) in mls
3:45:02 PM Quantify IV Fluids (CRI) in mls
3:45.03 PM Catheter Assessment
1:07:19 PM Fi02 (%)
1:07:46 PM Respiratory Rate
1:09:20 PM Eliminations
1:18.29 PM Heart Rate (/min)
1:18:40 PM Quantify IV Fluids (CRI) in mls
1:18:41 PM Catheter Assessment
5.12:04 PM Respiratory Rate
5:12:14 PM Fi02 (%)
b:13:48 PM Eliminations
5:17:48 PM Amount eaten
5:19:29 PM Heart Rate (/min)
5.19:47 PM FiO2 (%)
5:26:16 PM Lasix treatment note
5:47:32 PM Respiratory Rate
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Client:

B6

Patient:

Vitals Results
5:47:46 PM Quantify IV Fluids (CRD inmls !
5:47:47 PM Catheter Assessment
6:01:17 PM Eliminations
6:54:17 PM Fi02 (%)
6:54:24 PM Respiratory Rate
7:11:55PM Heart Rate (/min)
7:12:.08 PM Temperature (F)
7:44:34 PM Fi02 (%)
7:44:43 PM Quantify IV Fluids (CRI) in mls
7:44:44 PM Catheter Assessment
7:45:08 PM Respiratory Rate
9:03:32 PM FiO2 (%)
9:03:41 PM Respiratory Rate
9:17:37 PM Weight (kg)
9:18:17 PM Heart Rate (/min)
9:19:05 PM Quantify IV Fluids (CRI) in mls
9:19:06 PM Catheter Assessment
9:19:42 PM Eliminations
9:21:04 PM Lasix treatment note
9:45:41 PM Respiratory Rate

B 6 9:45:54 PM Fi02 (%) B 6
10:49:36 PM Respiratory Rate
10:50:01 PM Fi02 (%)
11:31:31 PM Quantify IV Fluids (CRI) in mls
11:31:32 PM Catheter Assessment
11:32:09 PM Heart Rate (/min)
11:46:46 PM Respiratory Rate
11:47:01 PM FiO2 (%)
12:46:34 AM FiO2 (%)
12:46:44 AM Respiratory Rate
1:07:50 AM Eliminations
1:38.01 AM Quantify IV Fluids (CRI) in mls
1:38:02 AM Catheter Assessment
1:39:26 AM Heart Rate (/min)
1:56:06 AM Fi02 (%)
1:56:16 AM Respiratory Rate
3:06:11 AM Fi02 (%)
3:06:25 AM Respiratory Rate
3:12:19 AM Lasix treatment note
3:12:37 AM Quantify IV Fluids (CRI) in mls
3:12:38 AM Catheter Assessment
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Client:

B6

Patient:

Vitals Results
4:06:40 AM Respiratory Rate
4:07:00 AM Fi02 (%)
4:07:08 AM Heart Rate (/min)
4:49:25 AM Fi02 (%)
4:49:37 AM Respiratory Rate
4:52:42 AM Eliminations
4:59:34 AM Amount eaten
5:24:06 AM Nursing note
5:24:55 AM Heart Rate (/min)
5:45:41 AM Respiratory Rate
5:45:53 AM FiO2 (%)
6:44:.05 AM FiO2 (%)
6:44:44 AM Respiratory Rate
7:57:10 AM Respiratory Rate
7:57:26 AM Fi02 (%)
7:59:14 AM Nursing note
8:02:34 AM Heart Rate (/min)
8:05:21 AM Temperature (F)
8:08:24 AM Lasix treatment note
8:14:38 AM Weight (kg)

B 6 8:16:10 AM Eliminations
9:02:29 AM Fi02 (%)
9:03:17 AM Respiratory Rate
10:02:20 AM Fi02 (%)
10:04:29 AM Heart Rate (/min)
10:08:31 AM Respiratory Rate
10:59:22 AM FiO2 (%)
10:59:52 AM Respiratory Rate
11:47:25 AM FiO2 (%)
11:47:53 AM Respiratory Rate
11:53:10 AM Heart Rate (/min)
11:53:48 AM Eliminations
12:59:52 PM Fi02 (%)
1:00:37 PM Respiratory Rate
2:17:38 PM Respiratory Rate
2:17:51 PM Heart Rate (/min)
2:22:20PM Lasix treatment note
2:59:31 PM Respiratory Rate
3:30:08 PM Heart Rate (/min)
3:52:22 PM Respiratory Rate
4:58:59 PM Respiratory Rate
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Client:

B6

Patient:

Vitals Results
5:16:42 PM Amount eaten
5:17:09 PM Eliminations
5:28:18 PM Heart Rate (/min)
0:03:04 PM Respiratory Rate
6:54:20 PM Respiratory Rate
6:56:33 PM Weight (kg)
7:20:10 PM Temperature ()
7:20:22 PM Heart Rate (/min)
i7:56:01 PM Respiratory Rate
8:17:54 PM Eliminations
9:00:37 PM Respiratory Rate
9:15:46 PM Heart Rate (/min)
9:41:52 PM Respiratory Rate
9:43:34 PM Lasix treatment note
10:40:52 PM Respiratory Rate
11:31:23 PM Heart Rate (/min)
11:31:28 PM Respiratory Rate
12:28:12 AM Respiratory Rate

B 6 1:05:10 AM Eliminations
1:12:38 AM Heart Rate (/min)
1:12:45 AM Respiratory Rate
2:47:00 AM Respiratory Rate
3:16:57 AM Heart Rate (/min)
3:37:24 AM Respiratory Rate
1:23:24 AM Respiratory Rate
5:36:11 AM Amount eaten
5:36:20 AM Heart Rate (/min)
5:36:27 AM Respiratory Rate
5:40:28 AM Lasix treatment note
5:59:29 AM Eliminations
6:21:11 AM Eliminations
0:51:01 AM Respiratory Rate
7:42:21 AM Weight (kg)
3:08:18 AM Temperature ()
8:08:28 AM Respiratory Rate
8:08:42 AM Heart Rate (/min)
9:06:23 AM Eliminations
9:07:04 AM Respiratory Rate
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Client:
Patient: B 6

Vitals Results
5:20:15 AM Catheter Assessment
10:02:30 AM Heart Rate (/min)
10:02:36 AM Respiratory Rate
10:02:52 AM Eliminations
11:09:18 AM Respiratory Rate
12:17:30 PM Respiratory Rate
B 6 12:17:40 PM Heart Rate (/min)
12:17:48 PM Eliminations
1:05:31 PM Respiratory Rate
1:36:34 PM Catheter Assessment
1:36:42 PM Respiratory Rate
1:36:58 PM Heart Rate (/min)
1:25:45 PM Weight (kg)
1:53:45 PM Lasix treatment note
Patient History

09:09 AM Vitals

09:09 AM Vitals

09:09 AM Purchase

09:10 AM Purchase

09:10 AM Purchase

09:10 AM Vitals

09:28 AM Purchase

09:36 AM Labwork

09:45 AM Vitals

09:55 AM Treatment

09:56 AM Labwork

09:57 AM Treatment

B 6 10:04 AM Prescription

10:08 AM Prescription

10:45 AM Vitals

10:55 AM Treatment

11:21 AM Treatment

11:21 AM Vitals

11:21 AM Treatment

11:21 AM Vitals

11:21 AM Vitals

11:23 AM Purchase

11:23 AM Purchase

Page 15/46

FDA-CVM-FOIA-2019-1704-015021



Client:

B6

Patient:
Patient History
11:42 AM UserForm
11:54 AM Treatment
11:56 AM Purchase
11:56 AM Purchase
12:19 PM Vitals
12:37 PM Treatment
12:37 PM Vitals
12:37 PM Vitals
12:37 PM Vitals
12:37 PM Treatment
12:37 PM Vitals
12:38 PM Treatment
12:38 PM Vitals
12:39 PM Treatment
12:39 PM Vitals
1:47 PM Treatment
1:47 PM Vitals
1:48 PM Treatment
B 6 1:48 PM Vitals
2:01 PM Treatment
2:01 PM Vitals
2:02 PM Treatment
2:02 PM Vitals
2:06 PM Treatment
2:06 PM Treatment
2:06 PM Vitals
2:06 PM Treatment
2:07 PM Treatment
2:07 PM Vitals
2:07 PM Vitals
2:11 PM Vitals
2:11 PM Treatment
3:19 PM Vitals
3:20 PM Treatment
3:20 PM Vitals
3:20 PM Treatment
3:20 PM Vitals
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Client:

Patient: | __“=7 %

Patient History
03:20 PM Vitals
03:22 PM Treatment
03:23 PM Treatment
03:45 PM Treatment
03:45 PM Vitals
03:45 PM Vitals
04:07 PM Treatment
04:07 PM Vitals
04:07 PM Treatment
04:07 PM Vitals
04:09 PM Vitals
04:18 PM Treatment
04:18 PM Vitals
04:18 PM Treatment
04:18 PM Vitals
04:18 PM Vitals
04:38 PM Purchase
04:39 PM Purchase
05:12 PM Treatment

B 6 05:12 PM Vitals
05:12 PM Treatment
05:12 PM Vitals
05:12 PM Treatment
05:13 PM Treatment
05:13 PM Vitals
05:17 PM Treatment
05:17 PM Treatment
05:17 PM Vitals
05:18 PM Treatment
05:19 PM Treatment
05:19 PM Vitals
05:19 PM Treatment
05:19 PM Vitals
05:26 PM Vitals
05:27 PM Treatment
05:47 PM Treatment
05:47 PM Vitals
05:47 PM Treatment
05:47 PM Vitals
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Client:
Patient: B 6
Patient History
5:47 PM Vitals
6:01 PM Vitals
6:54 PM Treatment
6:54 PM Vitals
6:54 PM Treatment
6:54 PM Vitals
7:11 PM Treatment
7:11 PM Vitals
7:12 PM Treatment
7:12 PM Vitals
7:44 PM Treatment
7:44 PM Vitals
7:44 PM Treatment
7:44 PM Vitals
7:44 PM Vitals
7:45 PM Treatment
7:45 PM Vitals
9:03 PM Treatment
9:03 PM Vitals
B 6 9:03 PM Treatment
09:03 PM Vitals
9:04 PM Treatment
9:17 PM Treatment
9:17 PM Vitals
9:18 PM Treatment
9:18 PM Vitals
9:19 PM Treatment
9:19 PM Vitals
9:19 PM Vitals
9:19 PM Treatment
9:19 PM Vitals
9:21 PM Vitals
9:21 PM Treatment
9:45 PM Treatment
9:45 PM Vitals
9:45 PM Treatment
9:45 PM Vitals
10:49 PM Treatment
10:49 PM Vitals
10:50 PM Treatment
i10:50 PM Vitals
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Client:

Patient:

Patient History
11:.07 PM Purchase
11:31 PM Treatment
11:31 PM Vitals
11:31 PM Vitals
11:32 PM Treatment
11:32 PM Vitals
11:46 PM Treatment
11:46 PM Vitals
11:47 PM Treatment
11:47 PM Vitals
12:46 AM Treatment
12:46 AM Vitals
12:46 AM Treatment
12:46 AM Vitals
01:04 AM Treatment
01:07 AM Treatment
01:07 AM Vitals
01:08 AM Treatment
01:38 AM Treatment

B 6 01:38 AM Vitals
01:38 AM Vitals
01:39 AM Treatment
01:39 AM Vitals
01:56 AM Treatment
01:56 AM Vitals
01:56 AM Treatment
01:56 AM Vitals
03:06 AM Treatment
03:06 AM Vitals
03:06 AM Treatment
03:06 AM Vitals
03:12 AM Vitals
03:12 AM Treatment
03:12 AM Treatment
03:12 AM Vitals
03:12 AM Vitals
04:06 AM Treatment
04:06 AM Vitals
04:07 AM Treatment
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Client:

B6

Patient:
Patient History

04:.07 AM Vitals
04:07 AM Treatment
04:07 AM Vitals
04:49 AM Treatment
04:49 AM Vitals
04:49 AM Treatment
04:49 AM Vitals
04:52 AM Treatment
04:52 AM Vitals
04:53 AM Treatment
04:59 AM Treatment
04:59 AM Vitals
05:00 AM Treatment
05:24 AM Vitals
05:24 AM Treatment
05:24 AM Vitals
05:45 AM Treatment
05:45 AM Vitals
05:45 AM Treatment
05:45 AM Vitals

B 6 06:44 AM Treatment
06:44 AM Vitals
06:44 AM Treatment
06:44 AM Vitals
07:57T AM Treatment
07:57 AM Vitals
07:57 AM Treatment
07:57 AM Vitals
07:59 AM Vitals
08:02 AM Treatment
08:02 AM Vitals
08:05 AM Treatment
08:05 AM Vitals
08:08 AM Vitals
08:08 AM Treatment
08:14 AM Treatment
08:14 AM Vitals
08:16 AM Vitals
09:02 AM Treatment
09:02 AM Vitals
09:03 AM Treatment
09:03 AM Vitals
09:10 AM Treatment
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Client:

B6

Patient:
Patient History

09:10 AM Treatment
09:14 AM Treatment
10:02 AM Treatment
10:02 AM Vitals
10:04 AM Treatment
10:04 AM Vitals
10:.08 AM Treatment
10:08 AM Vitals
10:12 AM Purchase
10:13 AM Treatment
10:59 AM Treatment
10:59 AM Vitals
10:59 AM Treatment
10:59 AM Vitals
11.05 AM Purchase
11:.05 AM Purchase
11:30 AM Purchase
11:45 AM Deleted Reason

B 6 11:47 AM Treatment
11:47 AM Vitals
11:47 AM Treatment
11:47 AM Vitals
11:53 AM Treatment
11:53 AM Vitals
11:53 AM Vitals
12:59 PM Treatment
12:59 PM Vitals
01:00 PM Treatment
01:00 PM Vitals
01:01 PM Treatment
02:13 PM Treatment
02:17 PM Treatment
02:17 PM Vitals
02:17 PM Treatment
02:17 PM Vitals
02:22 PM Vitals
02:22 PM Treatment
02:59 PM Treatment
02:59 PM Vitals
03:30 PM Treatment
03:30 PM Vitals
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Client:

B6

Patient:
Patient History
3.52 PM Treatment
3:52 PM Vitals
4:58 PM Treatment
4:58 PM Vitals
5.02 PM Treatment
5.03 PM UserForm
516 PM Treatment
5:16 PM Vitals
517 PM Treatment
517 PM Treatment
5:17 PM Treatment
5:17 PM Vitals
528 PM Treatment
5:28 PM Vitals
6:03 PM Treatment
6:03 PM Vitals
6:54 PM Treatment
6:54 PM Vitals
6:56 PM Treatment
6:56 PM Vitals
B 6 )7:20 PM Treatment
7:20 PM Vitals
7:20 PM Treatment
7:20 PM Vitals
7:56 PM Treatment
7:56 PM Vitals
8:17 PM Treatment
8:17 PM Vitals
9:00 PM Treatment
9:00 PM Vitals
9:.00 PM Treatment
9:15 PM Treatment
9:15 PM Vitals
09:41 PM Treatment
9:41 PM Vitals
9:43 PM Vitals
)9:43 PM Treatment
10:40 PM Treatment
10:40 PM Vitals
11:07 PM Purchase
11:31 PM Treatment
11:31 PM Vitals
11:31 PM Treatment
11:31 PM Vitals
12:28 AM Treatment
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Client:

B6

Patient:

Patient History
12:28 AM Vitals
01:05 AM Treatment
01:05 AM Vitals
01:05 AM Treatment
01:06 AM Treatment
01:09 AM Treatment
01:12 AM Treatment
01:12 AM Vitals
01:12 AM Treatment
01:12 AM Vitals
02:47 AM Treatment
02:47 AM Vitals
03:16 AM Treatment
03:16 AM Vitals
03:37 AM Treatment
03:37 AM Vitals
04:23 AM Treatment
04:23 AM Vitals
05:33 AM Treatment
05:33 AM Treatment
05:36 AM Treatment

B 6 05:36 AM Vitals
05:36 AM Treatment
05:36 AM Vitals
05:36 AM Treatment
05:36 AM Vitals
05:40 AM Vitals
05:40 AM Treatment
05:59 AM Treatment
05:59 AM Vitals
06:21 AM Vitals
06:51 AM Treatment
06:51 AM Vitals
07:42 AM Treatment
07:42 AM Vitals
08:08 AM Treatment
08:08 AM Vitals
08:08 AM Treatment
08:08 AM Vitals
08:08 AM Treatment
08:08 AM Vitals
09:06 AM Treatment
09:06 AM Vitals
09:07 AM Treatment
09:07 AM Vitals
09:16 AM Treatment
09:19 AM Purchase
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Client:
Patient: B 6
Patient History
9:20 AM Treatment
9:20 AM Treatment
9:20 AM Vitals
9:27 AM Labwork
10:02 AM Treatment
10:02 AM Vitals
i10:02 AM Treatment
10:02 AM Vitals
10:02 AM Vitals
11:05 AM Purchase
11:.05 AM Purchase
11:09 AM Treatment
11:09 AM Vitals
11:29 AM Appointment
12:17 PM Treatment
12:17 PM Vitals
12:17 PM Treatment
12:17 PM Vitals
12:17 PM Treatment
12:17 PM Vitals
1:05 PM Treatment
B 6 1:05 PM Vitals
1:07 PM Treatment
1:27 PM Deleted Reason
01:27 PM Purchase
1:32 PM Prescription
1:36 PM Prescription
1:36 PM Treatment
1:36 PM Vitals
1:36 PM Treatment
1:36 PM Vitals
1:36 PM Treatment
1:36 PM Vitals
2:35PM Email
12:59 PM UserForm
1:22 PM Treatment
1:23 PM UserForm
1:25PM Vitals
1:37 PM Purchase
1:383 PM Purchase
1:53 PM Vitals
2:20 PM Prescription
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Client:
Palt?:nt: B 6

Patient History
2:22 PM Purchase B6
3:19 PM Appointment Appointment Made for 5/13/2019 1:00:00 PM for
B 6 B6 ‘for Recheck i B6 &
DCM Study
321 PM Email Emailed Form ta B6 :
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Cummings e

Veterinary Medical Center el L
AT TUFTS UNIVERSITY Nty//wvred hlts oy
Dscharpe bstrudtions

Egduvt; _________ YMWWMWNM

B6

1. Congestive Heart Fahwe: diladed candbawyopotivy

Case&amm_?g@_ mmmanwmmm Shemsmsed-thheatfamzmd
Mhmmmmwmmmmmm( B6

condition. It is dlso very enpartant that is fed Ihepnsuvtnm hypxalergenic food 00&\“.

MowWwoing at hame:
O We would like you i monitor your dogs breathing rate and effort at howes, il eally during deep or at a time of
rest The doses of dnugs will be adpested based on the tn-athing rate and dffrt.
© Inpeneral most dogs with heart fahe that is wel contolied have a breathing rade at rest of less than 35 o 40
btreaths per minuie. in addtion, the tyeathog effirt, noted by the amast of belly wall motion used for each
beeath, is minimal if hear t fahee is @abvolled
o anhmﬂ.gmhaeﬁutﬂmﬂymﬂutymimﬂgﬂemuﬂadoseq B6

¥ &ffiadty breathing isnot swpover by within 30-60 mawtss aftes giving B6 ithen we rezsvevesud
thataTedwckeranrbe sfwvhdy) awl/or that youwr dog be evdhwter by an emergency diic

O There are nstnactions for monstrsing breathing and a form to help heep rak of teeothey rate and drug doses,
on the Tufis Hea It web site (Witp/Avet. tufts edu/Meatsmat/sthare sovarng/)

O We ako want you to watdh for wesdness or collap se, areduction in appetite, worsening cough, or distention of
the belly as these foulings euficate that we shoudd do a rechedk exaneatemn

o K you have any s, please call or have yow dog evahwsted by a vessaron. Ow esverpency disecis open
24 heass/day.

Reconmended Medha6ans
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Report Details - EON-380747
ICSR; 2063136

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: 2019-02-25 08:34:16 EST

Reported Problem: Problem Description: At ortho recheck 1/22/19, new murmur was noted to cardio consult performed.

DCM identified Dog eating BEG diet Recommended diet change but owner has
_major concerns about dietary combonents triggering seizures. Enrolled in our
DCM study and dog completed baseline measurements but then owner elected fo
withdraw from study Unclear what she will do in terms of diet change | have not
_ provided owner contact information If you wish to contact owner, please let me
know and | can ask if ok to do so.

Date Problem Started: 01/22/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions:

B6

Outcome to Date: Stable

Product Information: ProductName:  Acanalamb and apple dry
Product Type. Pet Food
Lot Number:

Product Use nescription: | Please see diet history
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Name:

Type Of Species:
Type Of Breed: Spaniel - Cocker English

Gender: Male

Reproductive Status: Neutered
Weight: 15.8 Kilogram

Age: 5 Years
Assessment of Prior Good
Health:
Number of Animals 1
Given the Product;
Number of Animals 1
Reacted:
Owner Information: Owner No
Information
provided:
Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine
Information: )
Contact: Name: Lisa Freeman

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

FOUO- For Official Use Only |
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(um ngs

Veterinary Medical Center patt x5

AT TUFTS UNIVERSITY _B6_Years Old Male (Neutered) English
Cardiology Lo SOB-887 9096 Cocher Spanie|
RedfWhie  BW: Weight (i) 15.80
Cardiology Conaadtation
ENROLLED IN DOV STUDY
Date: 1/22/2019
Weight Weight (hg} 1580

Requesting lricin. ~ B6 | DVM, MS, DACVS LA, DACVS SA

[ SR ———— |

1 John E. Rush DVM, MS, DACVIM {Cardiology), DACVECC

I Yes-in SS
M Yes - in PACS {from 12/6/18)
= No

Potient bocatices: B ward

Fresenting canplsint and impoiiail crmasved disenses:
Presenting for 6 week rechedk post-op B6 i Was

B6

g

_Q.vutcne&euanﬂlddma:

B6

Atduwve diet (name, fam, amount, freqreswy)
Key indicotion for coms uitatasy: Murmur, left apex, 2-3/6

Qaesticars 10 be aveeedt
New heart mumur heasd on physical ewam today. Safe %o sedate for radiograghs?
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Client:
Palt?:;t:i B6
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Client:

Patient: L

Vitals Results

3:10:53 PM

4:15:34 PM

Nursing note

Nursing note

Page
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B6
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Client: i

Patient: | =Y |

Patient History
11:28 AM UserForm
11:31 AM Purchase
11:36 AM UserForm
11:41 AM UserForm
01:46 PM Treatment
01:47 PM Purchase
02:08 PM Prescription
02:10 PM Prescription
02:13 PM Prescription
02:28 PM Deleted Reason
03:10 PM Treatment
03:10 PM Purchase

B 6 03:10 PM Vitals
04:15 PM Treatment
04:15 PM Vitals
04:27 PM Purchase
04:27 PM Deleted Reason
04:27 PM Deleted Reason
05:24 PM Purchase
05:24 PM Purchase
05:24 PM Purchase
05:24 PM Purchase
06:02 PM Purchase
04:45 PM Email
09:35 AM Purchase
11:08 AM Purchase

Page
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Report Details - EON-380742
2063133

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: 2019-02-25 07:43:42 EST

Reported Problem: Problem Description:

‘ Déte Probiem Staﬁed
Concurrent Medical

Problem:
Pre Existing Conditions:

Qutcome to Date

. DCM and CHF diagnosed 1/15/19 Eating BEG diet 6 dogs being fed this diet - so
far, 3 have been diagnosed with DCM/ARVC. One other had a normal NT-
. proBNP and 2 others will be tested Diet has been changed to Royal Canin Early
v Cardia_c an_d we Wi“v recheck_ in 3 rnonths. | h_ave sample Qf dr_y an_d canned foo_d
1 01/15/2019
Yes

B6

: Stable

Product Information: Product Name:

Product Type

Lot Number:

Product Use

Information:

Manufacture
[Distributor Information

Purchase Location

Information:

 Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and
furkey recipe

: Pet Food

Description: Please see diet history

r

Animal Information: Name:

Type Of Species:

Type Of Breed

Gender: Female

Reproductive Status
Weight

Age

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information

: Bulldog

: Neutered

: 19.8 Kilogram
: 8.5 Years
6

Owner Yes
Information

provided:

Contact: Name:
Phone:

Email:

B6

‘United States

Address: |

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact: Lisa Freeman

Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

Name:

FOUO- For Official Use Only
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Client:
Palt?:nt: B 6

Vaccination status/flea & tick preventative use: UTD

Travel history: unknown

C/V: no murmur or arrythmia ausculated, difficult to appreciate over increased lung sounds, femoral pulses strong and
synchronous
RESP: increased BVS bilaterally, no crackles or wheezes, panting

ASSESSMENT:

Al: Dyspnea-- open for pnuemonia vs CHF vs non cardiogenic pulmonary edema vs other

B6

B6

Diagnostics completed:
AFAST/TFAST--no FF in either cavity, cardiac sillhoutte difficult to visualize, mild number B lines

EXAM: performed with flow by 02

PLAN:

Treatments:

B6

Diagnostics pending:
CBC
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Client:

Patient: B 6
Chemistry
BNP

Client communication:

Confirmed history with owner. Discussed that no apparent murmur and significant structural changes on TFAST, but
cannot rule out heart as underlying process. Also concern for pneumonia at this time. Recommended hospitalization
for supportive care, 02, diagnostics, cardio consultation and repeat imaging as indicated. O ok with plan.

SOAPText| B 8:33AM{  B6

SIGNALMENT: 8yo FS English Bulldog

PRESENTING COMPLAINT: dyspnea

HISTORY:

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

Prior medical history:g- Bé EQ__Qt_hg_r_\_A(ise healthy

Current medications:! B6 once daily in PM, had tonight

Diet: Core Wellness, mix of wet and dry, grain free diet
On presentation, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so placed in
02 on Unasyn overnight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement overnight with

persistent tachycardia, but excellent appetite and good spirits.

SUBJECTIVE:

B6

C/V: tachycardic with no murmurs or arrhythmias on auscultation. fair pulse quality with pink injected mm and CRT
1sec
RESP: Bilaterally harsh lung sounds with no discernable crackles or wheezes

B6

Page 3/47
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Client:
Patient: B 6

ASSESSMENT:

Al: Dyspnea-- open for pnuemonia vs CHF vs non cardiogenic pulmonary edema vs other

B6

Dlagnostlcs completed:

PLAN:

"A]-AS] /'H-AST no FF in either cavity, cardiac sillhoutte difficult to visualize, mild number B lines

B6

B6
AFAST/TFAST: No FF in abdomen, possible scant pleural effusion, contiguous B-lines bilaterally, ventrally
CBC: WNL
Chem: WNL

CXR: - Diffuse bronchial and interstitial pulmonary pattern may indicate concurrent chronic lower airway disease
(allergic, infectious, or parasitic) and interstitial lung disease. Airway sampling can be considered.

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

_ B6

Cardio Consult: DCM, suspect early CHF - add B6 i8

Diagnostics pending:
BNP

Troponin

Taurine

Deposit & estimate status B6

B6 IDVM (ECC Resident)
SOAPText | g6 i7:43AM - Clinician, Unassigned FHSA
HISTORY:

i _B6_lisan 8.5 yo FS English Bulldog that presented o- BG ror sudden onset dyspnea. O found her laying and
trembling with shallow and rapid breathing. Owner aIso noticed that she had a hacking non productive cough. Has not
appreciated it before. Went to rDVM where radiographs were performed. No history of heart or pulmonary disease. No

recent vomiting or diarrhea, hasbeen doing well at home with no concerns. Was on Core Wellness dry and wet grain
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Client: B 6

Patient:

free diet.

On presentation to ER, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so
placed in 02 on Unasyn overnight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement
overnight on 1/16 with persistent tachycardia, but excellent appetite and good spirits. Cardio consult was difficult to
assess due to dyspnea and conformation, but showed DCM and suspect CHF.

Overnight, P had normal vitals, with RR 24-36 with no to mild effort in O2 cage. Walked well outside of 02 cage, but at

3:45am after a walk was trembling and anxious in the cage, was giveri

this morning. Has received 3 doses of B6 sofarsincé._B6

Subjective
BAR, euhydrated, MM pink moist, CRT <2

Objective

B6

H/L: No murmur ausculted although very difficult auscultation due to the constant panting. No obvious arrhythmia

either. Jugular pulse bottom 1/3 of the neck. Femoral pulses strong and synchronized with heawrt beat. Normal BVS
Diagnostics completed:

bilateral
B6

HFASTIFAST: no FF in either cavity, cardiac sillhoutte difficult to visualize, mild number B lines

B6

B6

Lemimimimimmememame 4

AFAST/TFAST: No FF in abdomen, possible scant pleural effusion, contiguous B-lines bilaterally, ventrally

CBC: WNL

Chem: WNL

CXR: - Diffuse bronchial and interstitial pulmonary pattern may indicate concurrent chronic lower airway disease
(allergic, infectious, or parasitic) and interstitial lung disease. Airway sampling can be considered.

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

' B6

Cardio Consult: DCM, suspect early CHF - add B6 a8

Diagnostics pending:

BNP

Page 5/47
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Client:

Patient: BG
Troponin
Taurine

Assessment (A)

Al: Dyspnea- suspect DCM and early CHF vs less likely pneumonia vs neoplasia

Plan (P)

SOAP completed by:i B6 V19

SOAP reviewed by B6 iDVM

Addendum:

SOAPText: B6  1:28AM- B6
H|STORY

BG iis an 8.5 yo FS English Bulldog that presented o B6 :for sudden onset dyspnea. O found her laying and
trembllng with shallow and rapid breathing. Owner also noticed that she had a hacking non productive cough. Has not
appreciated it before. Went to rDVM where radiographs were performed. No history of heart or pulmonary disease. No
recent vomiting or diarrhea, hasbeen doing well at home with no concerns. Was on Core Wellness dry and wet grain

free diet.

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

Since yesterday P has been out of oxygen, |ncreased __________ B6 'to TID, and restarted B6 . Overnight, P had

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

Subjective
BAR, euhydrated, MM pink moist, CRT <2

Objective

B6
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Client: B 6

Patient:

B6

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

bilateral

B6

AFAST/TFAST: No FF in abdomen, possible scant pleural effusion, contiguous B-lines bilaterally, ventrally

CBC: WNL

Chem: WNL

CXR: - Diffuse bronchial and interstitial pulmonary pattern may indicate concurrent chronic lower airway disease
(allergic, infectious, or parasitic) and interstitial lung disease. Airway sampling can be considered.

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

' B6

Cardio Consult: DCM, suspect early CHF - ad¢ B6 a8

B6

Diagnostics pending:
Troponin
Taurine

Assessment !A!
Al: DCM and suspect early CHF vs less likely pneumonia

Plan (P)

Page 7147

FDA-CVM-FOIA-2019-1704-015106



Client: B 6

Patient:

SOAP completed by:! B6

V19

SOAP reviewed by:i B6

F DVM

Addendum:

-PCV/TS] BS....}

......... 4

-Chem- WNL § B6

Disposition/Recommendations
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Client: | B6

Patient: |
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Client:
Patient: B 6

Vitals Results

"""""""""" 13:20:08 PM Heart Rate (/min)
4:46:44 PM Amount eaten
5:41:52 PM Respiratory Rate
7:04:34 PM Fi02 (%)
7:04:58 PM Catheter Assessment
7:06:54 PM Heart Rate (/min)
7:07:03 PM Temperature (F)
7:34:10 PM Weight (kg)
7:34:17 PM Eliminations
7:45.53 PM Lasix treatment note
7:46:17 PM Respiratory Rate
8:55:18 PM Nursing note
8:55:56 PM Eliminations
9:53:33 PM Respiratory Rate
11:31:43 PM Catheter Assessment
11:32:37 PM Catheter Assessment
11:34:10 PM Heart Rate (/min)
11:34:31 PM Amount eaten
11:49:45 PM Fi02 (%)
11:49:58 PM Respiratory Rate

B 6 1:55:25 AM Respiratory Rate
3:35:30 AM Lasix treatment note
3:37:10 AM Catheter Assessment
3:45:10 AM Heart Rate (/min)
3:45:19 AM Eliminations
3:53:42 AM Fi02 (%)
3:53:53 AM Respiratory Rate
4:55:04 AM Nursing note
5:55:31 AM Respiratory Rate
6:11:40 AM Nursing note
7:19:26 AM Respiratory Rate
7:19:52 AM Fi02 (%)
7.20:14 AM Temperature (F)
7:20:30 AM Heart Rate (/min)
7:20:46 AM Amount eaten
7:33:19 AM Weight (kg)
7:33:27 AM Eliminations
8:01:36 AM Catheter Assessment
9:32:45 AM Respiratory Rate
Page 15/47
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Client:
Patient: B 6

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

B 6 8:17:14 PM Eliminations
8:54:56 PM Respiratory Rate
9:32:19 PM Heart Rate (/min)
9:32:26 PM Catheter Assessment
9:32:35PM Eliminations
9:43:25 PM Respiratory Rate
10:41:18 PM Respiratory Rate
11:18:27 PM Eliminations
11:18:49 PM Weight (kg)
11:42:42 PM Eliminations
11:53:16 PM Respiratory Rate
12:52:00 AM Respiratory Rate
1:22:40 AM Heart Rate (/min)
1:22:46 AM Catheter Assessment
1:45:25 AM Respiratory Rate
2:53:51 AM Respiratory Rate
3:34:16 AM Lasix treatment note
3:34:45 AM Respiratory Rate
3:43:47 AM Eliminations
4:50:44 AM Respiratory Rate
1:52:32 AM Nursing note
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Client:
Patient: B 6
Vitals Results
5:25:32 AM Catheter Assessment
5:27:43 AM Heart Rate (/min)
5:27:50 AM Respiratory Rate
5:28:01 AM Amount eaten
6:42:00 AM Respiratory Rate
7:25:45 AM Respiratory Rate
7:26:00 AM Weight (kg)
7:26:12 AM Eliminations
8:56:03 AM Respiratory Rate
9:47:19 AM Respiratory Rate
B 6 9:50:04 AM Catheter Assessment
9:50:22 AM Heart Rate (/min)
11:05:09 AM Respiratory Rate
12:00:28 PM Respiratory Rate
12:00:44 PM Eliminations
12:05:36 PM Lasix treatment note
12:55:52 PM Respiratory Rate
1:55:49 PM Respiratory Rate
3:12:43 PM Respiratory Rate
3:17:41 PM Eliminations
4:02:34 PM Respiratory Rate
Patient History
06:41 PM Vitals
06:41 PM Vitals
06:41 PM Vitals
06:41 PM Vitals
07:50 PM UserForm
09:52 PM UserForm
11:17 PM Treatment
11:17 PM Vitals
B 6 11:17 PM Treatment
11:17 PM Vitals
11:19 PM Treatment
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:22 PM Purchase
11:22 PM Purchase
11:22 PM Vitals
Page 17/47
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Client: |

B6

Patient:
Patient History

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

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

Page
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Client: B 6
Patient:

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

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

Patient History
04:46 PM Vitals
05:14 PM Deleted Reason
05:14 PM Deleted Reason
05:15PM Purchase
05:15PM Purchase
05:41 PM Treatment
05:41 PM Vitals
07:04 PM Treatment
07:04 PM Vitals
07:04 PM Treatment
07:04 PM Treatment
07:04 PM Vitals
07:06 PM Treatment
07:06 PM Vitals
07:07 PM Treatment
07:07 PM Vitals
07:34 PM Treatment
07:34 PM Vitals
07:34 PM Treatment
07:34 PM Vitals
07:45 PM Vitals

B 6 07:46 PM Treatment
07:46 PM Treatment
07:46 PM Vitals
08:31 PM Treatment
08:55 PM Vitals
08:55PM Vitals
09:53 PM Treatment
09:53 PM Vitals
11.07 PM Purchase
11:07 PM Purchase
11:21 PM Treatment
11:31 PM Treatment
11:31 PM Vitals
11:32 PM Treatment
11:32 PM Vitals
11:34 PM Treatment
11:34 PM Treatment
11:34 PM Vitals
11:34 PM Treatment
11:34 PM Vitals
11:49 PM Treatment
11:49 PM Treatment
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Client: i

B6

Patient:

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

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

B6

Patient:

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

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

B6

Patient:

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

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

B6

Patient:
Patient History

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

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

Patient:

Patient History
12:00 PM Treatment
12:00 PM Vitals
12:05 PM Vitals
12:05 PM Treatment
12:55 PM Treatment
12:55 PM Vitals
01:01 PM Treatment
01:55 PM Treatment
01:55PM Vitals
03:12 PM Treatment
03:12 PM Vitals

B 6 03:17 PM Treatment
03:17 PM Treatment
03:17 PM Vitals
03:55PM Prescription
03:56 PM Prescription
04:02 PM Treatment
04:02 PM Vitals
04:02 PM Prescription
04:03 PM Prescription
04:20 PM Purchase
12:52 PM Appointment IAppointment Made for 5/8/2019 10:30:00 AM for

i B6 ifor DCM STUDY - 3
month recheck
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Report Details - EON-380743

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2019-02-25 07:58:43 EST

Reported Problem:

Product Information:

Animal Information:

2063134

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Housemate (half sisteri B6 | i (ICSR) of 2063133) diaghosed with ,
DCM and CHE so screened by RDVM for BNP which was elevated. Evaluated at

Tufts 2/1/19 ARVC/dietinduced DCM with ventricular arrthythmia. Diet changed
to Royal Canin Early Cardiac and will re-evaluate in 3 months | have diet sample.

3 other dogs in household (1 had normal BNP other 2 not yet evaluated)
Date Problem Started: 02/01/2019

Concurrent Medical Yes
Problem

Problem Description:

Pre EX|st|ng Condltlons i B6 Erauma as puppy

Outcome to Date; Stable

 Weliness CORE Grain-Free Ocean Whitefish dry Wellness Core graih free turkey,k
chicken liver. and turkey liver formula canned Wellness Core Hearty Cuts grain-
free in gravy chicken and turkey recipe

_ Product Type: Pet Food

Product Name:

Lot Number:
Product Use Description: Please see diet history for more info (and refer to' BG
Information: i B6_iiet history for more complete info - 2ll dogs eat
same diets)
Manufacturer

/Distributor Information:

Purchase L ocation
Information:

Name: ' B6
Type of Spemes: Dog

Type Of Breed:

Gender:
Reproductive Status:
Weight:

Age:

Bulldog

Male

Neutered

22.1 Kilogram

8 Years

Assessment of Prior Good
Health:

Number of Animals 6
Given the Product:

Number of Animals 3
Reacted:

Owner Information: Owner Yes

Information
provided:

Contact: Name:

Address:

Unlted States

Healthcare Professional practice Name:

Tufts Cummings School of Veterinary Medicine

FOUO- For Official Use Only |
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Client:
Palt?:nt: B 6

Initial Complaint:
Scanned Record

Initial Complaint:
Cardiology DCM study - will come fasted - wf samples

SOAP Text Feb 12019 11:50AM - Rush, John

Disposition/Recommendations
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Client:
Patient:

B6
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Client:
Palt?:nt: B 6

Vitals Results

2/1/2019 11:00:04 AM

Patient History

Weight (kg)

22.1000

01/28/2019 03:52 PM

02/01/2019 08:05 AM
02/01/2019 08:05 AM

02/01/2019 10:37 AM
02/01/2019 10:38 AM
02/01/2019 10:44 AM
02/01/2019 11:00 AM
02/01/2019 12:03 PM
02/01/2019 12:50 PM

02/01/2019 12:58 PM

02/20/2019 12:08 PM
02/21/2019 04:32 PM
02/21/2019 04:32 PM

Appointment

UserForm
UserForm

UserForm
UserForm
Purchase
Vitals
UserForm
Appointment

Prescription

Patient Merge
Purchase
Purchase

Page
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