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DOB; B6 “Breed: Australian Cattledog Gender: Male, neutered

Admitted: May 25, 2018 Discharged: May 25, 2018 Follow up:! B6
Medication Size Amount Instructions

Give 1/2 twice daily by mouth
Give 1 three times daily by mouth
Give 1 twice daily by mouth

Give 1 three times daily by mouth

if his cough is interfering with eating or sleep.

Diet: Unrestricted: Add 1/4 Tums and 1/4 adult multivitamin daily (if chicken and rice is fed)

Diagngosis:

Dilated Cardiomyopathy (DCM) - one episode of syncope/episodic SVT
Home Instructions:

B 6 Specialist -

B6
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Admitted: February 23, 2018 Discharged: February 23, 2018 Followup:| B6 3m

Medication

Size Amount Instructions

Give 1/2 twice daily by mouth
Give 1 three times daily by mouth

Give 1 twice daily by mouth

Give 1 three times daily by mouth

B6

Administer ifhis cough is interfering with eating or sleep.

Diet: Unrestricted: Add 1/4 Tums and 1/4 adult multivitamin daily (if chicken and rice is fed)

Diagnosis:

Dilated Cardiomyopathy (DCM)
One episode of syncope/episodic SVT
Home Instructions:

1. | B6 was

presented for the investigation of cardiomyopathy

D e T

B6

B6

Specialist

B6
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Patient Name: | B6 |
DOB: B6 Breed: Aust Cattle Dog Gender: Male, neutered

Admitted: October 24, 2017 Discharged: October 24,2017  Followup: B6 i1m
Medication Size Amount Instructions
60 Give 1 twice daily by mouth

Give 1 three times daily by mouth

Give 1 twice daily by mouth

Give 1 three times daily by mouth

B6 Administer if his cough is interfering with eating or sleep.

Diet: Unrestricted: Add 1/4 Tums and 1/4 adult multivitamin daily (if chicken and rice is fed)

Diagnosis:

Dilated Cardiomyopathy (DCM)
One episode of syncope.

Home Instructions:

1. B6 iwas presented for the investigation of cardiomyopathy

B6
- B6

o,
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B6

3. Please call with any questions or concerns,

Client

B6
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Client: B6 - Gender: Female/Spayed
Patient Name:{ Bé | Weight:

Species: Canine Age: 9Years
Breed: Doctor{ B6 |
Test Results Reference Interval LOW NORMAL HIGH
Catalyst Dx {October 24, 2017 1:18 PM)

GLU 70-143

CREA 0.5-1.8

BUN 7-27

BUN/CREA

PHOS 25-68

CA 7.9-120

T 52-8.2

ALB 22.38

GLOB 25-45

ALBIGLOB

ALT B 6 10- 125 HIGH

ALKP 23-212 LOW

66T 0-11

TBIL 0.0-0.9

CHOL 110 - 320

AMYL 500 -1500

LIPA 200 - 1800

Na 144 - 160

K 35-5.8

Nafk

i 109- 122

QOsm Caic

Printed: October 24, 2017 1:18 PM

Page 1 of1
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Admitted: October 10, 2017 Discharged: October 10, 2017 Follow up: '''''' BG

Medication Size Amount Instructions

50 Give 1 three times daily by mouth
Give 1 twice daily by mouth

Give 1 three times daily by mouth

B6 |

: Administer if his cough is interfering with eating or sleep.

Diet: Unrestricted: Add 1/4 Tums-and 1/4 adult multivitamin daity (if chicken and vice is fed)

Diagnosis:

Dilated Cardiomyopathy (DCM)
One episode of syncope.

Home Instructions:

1. | B@ ivas presented for the investigation of cardiomyopathy

B6

3, _Please call with anv auestions or concerns.

B6 B6

Specialist

B6
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CLINICAL SUMMARY
B6
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Freeman, Lisa’; _D_f:fl_f_C_V_.Ad.l_ll ..........
cc: Joshua A Stern; B6 |
Sent: 8/15/2018 6:49:14 PM

Subject: RE: a few NCSU cases

Thank you, Darcy! We'll be on the lookout for the cases.

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

u“ﬁﬁﬁﬁm U.S. FOOD & DRUG

AR EAEMDE TR AT B

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

Sent: Wednesday, August 15, 2018 8:50 AM

To: Darcy Adin <dbadin@ncsu.edu>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Cc: Joshua A Stern <jstern@ucdavis.edu>;; B6

Subject: RE: a few NCSU cases

That's really interesting, Darcy!

| wonder how many of these cases we chalk up to being genetic DCMs may have a dietary component.
Thanks for sharing

Lisa

From: Darcy Adin <ghadin@ncsu. edu>

Sent: Tuesday, August 14, 2018 8:00 PM

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

Cc: Freeman, Lisa <|jsa, ifr@@mam@kuﬂs edy>: Joshua A Stern <jsterncbucdavis. @du> B6
B6

Subject: a few NCSU cases

Hi Jennifer,

| wanted to follow up on the case where NCSU sent you necropsy samples ( B6 3 yr Fs Great Dane).

I've attached her whole blood and plasma taurine concentrations for your records, which were normal.

with DCM while eating Acana. Tautlnes_y\_/_g_r_'e normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs_(WB B6:and B6 | because they were dobermans and their genetic tests were
abnormal (the female isi B6 i the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also

significantly improved.

| have asked our resident to report these dogs to the FDA usmg the portal BG 1 SQ

maybe the lowest I've ever seen)

Thank youl!
Darcy
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Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032
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From: Peloquin, Sarah </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn Recrprents/cn 8607f880df2b494aa639e6d9a3874132-Sarah.Pelog>
To: B6 !

Sent: 9/21/2018 AT PM

Subject: 800.267 FDA Case Investigation for. ____________ B6 : i (EON-364568)
Attachments: 03-Vet-LIRN-Network ProceduresOwners-12.92.2015. pdf

Good afternoon BG ___________________

commercial diet. | have reviewed the medical records and would like to request a phone interview with you.
Please send me 3 times when you would be available to speak (for ~30 minutes) during the week of
9/24-9/28. My normal office hours are Monday-Friday, 7:00. amto 3:00 pm EST.

heart disease, but | would Ilke to request

Also we received the Tufts medical records pertaining to

them to email (preferred) or fax (301-210-4685) a copy of !
event).

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

Thank you kindly,

Dr. Peloquin

Sarah K. Peloquin, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Veterinary Laboratory Investigation and Response Network
tel: 240-402-1218

fax: 301-210-4685

e-mail: sarah.peloquin@fda.hhs.gov

s 3 LG 5
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 9/13/2018 9:14:17 PM

Subject: .updates

Attachments: i B6  echo 9-5-18.pdf

Hi Jen

Here are some updates: _

1. We did an echo oni Bé { last week. Apparently, the owner submitted a report to FDA after the
dog was echoed ati B6 in July. WB taurine was | B6 {although that's fromi____B6___:

so I'm suspicious. Anyway,i B6 iwas eating Taste of the Wild and Blue Buffalo originally and changed diet
to Pro Plan_Sensitive Skin and Stomach salmon after diagnosis and has improved significantly on the echo.

2. Owner of B6 just sent me a sample of food if you'd like me to submit that (or | can wait until |
have a few collected and then submit all at once.

3. We have a new Great Dane with DCM and CHF in the hospital (eating Taste of the Wild). Littermate also has

DCM. Once | collect all the.info._I'll.get.them submitted.

4. Related 1o the taurine. | B5 i

BS iI've askec B6 ito do this but they seem unwilling,_ This

' B5

: BS {["CouNd easily conect samples frofi. 10 dods 16 Subiiit 16" Both; BY
i _B6 | I'm_hearina.more concerns of, B5
B5

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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800.218-Final Case Report page 1

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

Other Investigators:

Jennifer Jones, DVM Vet-LIRN
Sarah Nemser, MS Vet-LIRN
Olgica Ceric, DVM, PhD Vet-LIRN
Jake Guag, MPH Vet-LIRN
David Rotstein, DVM, MPH OS&C CERT
Lee Anne Palmer, VMD, MPH OS&C DVPS
Lauren Carey, DVM 0OS&C DVPS

B. Descriptive Title of Case:

Investigation of two dogs with dilated cardiomyopathy after consuming California Natural

Venison and Green Lentil food and California Natural Kangaroo and Lentil dog foods.
Address of Vet-LIRN Program Office:

Mod Il

Center for Veterinary Medicine
Office of Research

8401 Muirkirk Road

Laurel, MD 20708

C. Initiation and Completion Date: Initiation Date: 7/13/2017

Completion Date: 8/22/2017
Final Report Submission Date: 11/1/2017

FDA-CVM-FOIA-2019-1704-016207



800.218-Final Case Report page 2

Case Summary

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

Signalment:

i 7 yr MC Miniature Schnauzer

Signs: syncopal episodes, dyspnea, cough, heart failure

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

Name | Clinical Signs Physical Exam Lab Work Significant Medical
History
i 'B6 | | syncopal suspected DCM, taurine &
T episodes, carnitine normal; negative
hyporexia infectious disease &
nutritional disease testing |

: B6 | | dyspnea,
cough, B 6

inappetance,
regurgitation, hepatomegaly,
biventricular heart failure,
cardiogenic edema;

Owner Interview: Vet-LIRN did not conduct an owner interview. However, the veterinarian mentioned:
e The owner alternated feedings between the two products
e The owner did not feed anchovies, sardines, or seafood in February or chronically
e The two dogs were from genetically different lineages

e i B6 ihad clinical signs at the time{_Bs _iwas treated but didn't present with CHF for several

months

Response: Vet-LIRN collected. medical records for review and leftover open product (Kangaroo flavor)
for taurine, carnitine, ana B6 esting.

Results: The food tested negative foBs ________ :i'he food taurine level ({_B6 | estimated Dry Matter
Basis) was above the minimum level in cats (ho AAFCO minimum for dogs). The food carnitine level is
0.0077% estimated on a Dry Matter Basis. There is no AAFCO carnitine minimum for dogs or cats. It is

unclear whether or not the food carnitine is low, normal, or high.

FDA-CVM-FOIA-2019-1704-016208









Print Date: 07/11/17 Page 1

NC State University

Veterinary Hospital

Fax: Admin 1052 William Moore Drive Small Animal  (919) 5136500
Fax: Referral Ra|eigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
Client Patient i i
e casew2izzer (RO BB |
B 6 SCHNAUZER bischaraing DVM :
MC 8.2kg R"T a_rg";gVM
BLACK ererring E
CANINE
Admission Date/Time: Be i Discharge Date/Time:! Bé i Discharge Status:

* **NOTICE OF EUTHANSIA * *
Case Summary

Diagnosis:

1) Biventricular congestive heart failure (left significantly worse than right)
2) Cardiomyopathy (suspect secondary) vs. myocarditis vs. tachycardia-induced cardiomyopathy vs. other

ry:
..... 6_lisa2and % year old male castrated Miniature Schnauzer who presented.the NCSU ER o B6 i for
labored breathing and was subsequently transferred to NCSU Cardiology. :_B&_initially developed a cough three weeks ago; Dr.
B idescribes the cough as a wheezing-type cough

improvement, i_Be__i presented to his primary veterinarian on

of his cough and B6 tand | B6 iwere prescribe

immediately regurgitated.!_Be_} developed marked labored breathing following this and was presented to an emergency hospital.

Thoracic radiographs were performed (uploaded in eFilm) and revealed cardiomegaly; a diffuse, severe mixed interstitial to alveolar

vaccinations.i...
food.

Physical Exam Findings (on presentation):

B6

CV/R: Grade I-lI/VI left apical systolic murmur, femoral pulses hypokinetic but synchronous; jugular venous distention present;
normal, albeit tachycardic, rhythm auscultes; dyspneic, inspiratory crackles in all lung fields on bilateral auscultation

B6

FDA-CVM-FOIA-2019-1704-016211



Print Date: 07/11/17

Page 2

B6

Main.Riaanostics.:

B6._._|

81 _Bs__ipending

9.} B6 - pending
10. pending

11 B6 - pending

12: Echocardiogram

- Severely dilated and hypocontractile left and right ventricles, severely dilated left and right atria. Changes

consistent with DCM (primary vs. secondary) vs. myocarditis vs. pacing-induced vs. other

P -

B6

2 Chest radiographs (9:15 AM) - final report pending - Severe generalized cardiomegaly with biventricular heart failure; improved

from rDVM radiographs taken prior to presentation
3. Chest radiographs (5:00 PM) - final report pending - Progressive severe diffuse alveolar pattern consistent with worsening
cardiogenic pulmonary edema; cannot exclude ventilator - induced lung injury and/or pneumonia

Main Diagnostics (5

Brief Daily Summary:

Bé

} presented late in the evening on:

I . S 2

[ Y

B6_.to the ER and after a TFAST was performed showing severe cardiomegaly with

hypocontractility of the ventricles in addition to reviewing the rDVM radiographs, pimobendan andi Bg iwere given. An

[

FDA-CVM-FOIA-2019-1704-016212



Print Date: 07/11/17 Page 3

echocardlogram was then performed (performed sternally cage-side given patient status) and a diagnosis of severe cardiomyopathy

since presentation) but by 3:00 PM after only further worsening the deC|S|on for euthana3|a Was made_'_'_'l"he owners elected for
necropsy with B6

B6 i were absolutely wonderful to work with. If you have any
questions at all, please do not he3|tate to caII us at 919 513-6694.

B6 i

FDA-CVM-FOIA-2019-1704-016213
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notificatior, B6

Sent: 1/22/2018 11:12:15 PM

Subject: California Natural Grain-Free Kangaroo and Red Lentils Recipe:i B6
- EON-345831

Attachments: 2040528-report.pdf; 2040528-attachments.zip

A PFR Report has been received and PFR Event [EON-345831] has been created in the EON System.

A "PDF" report by name "2040528-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2040528-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-345831

ICSR #: 2040528
EON Title: PFR Event created for California Natural Grain-Free Kangaroo and Red Lentils Recipe; 2040528

AE Date 01/20/2017 Number Fed/Exposed | 4

Best By Date Number Reacted 4

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Labrador

Age 8 Years

District Involved | PFR{ __B6__DO

Product information

Individual Case Safety Report Number: 2040528

Product Group: Pet Food

Product Name Callforma Natural Grain- Free Kangaroo and Red Lentils Rempe

tiring more qmckly when playing catch. On the day of her initial presentation to the ER clinic, she had been
coughing more than usual and sank to the ground when attempting to chase a ball, but recovered quickly. At the
ER clinic she was diagnosed with atrial fibrillation and early congestive heart failure. Treatment was initiated
there B6 :she was transferred to our clinic on B6 ifor further evaluation and care. Her

FDA-CVM-FOIA-2019-1704-016246



arrhythmia converted back to a normal sinus rhythm on January 20th prior to transfer and her congestive heart
failure resolved with treatment. She had a second collapse episode prior to referral. Echocardiogram showed
evidence of dilated cardiomyopathy with concurrent chronic degenerative valve disease.

Submission Type: Initial

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

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering

Number of Animals Treated With Product: 4

Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

California Natural Grain-Free Kangaroo and Red Lentils Recipe

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-34583 1

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=362019

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

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

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

FDA-CVM-FOIA-2019-1704-016247



through your local district FDA oftice.

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

FDA-CVM-FOIA-2019-1704-016248



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

To: Rotstein, David; Nemser, Sarah; Reimschuessel, Renate; Glover, Mark; Palmer, Lee Anne;
Queen, Jackie L; Carey, Lauren

Sent: 1/23/2018 12:01:01 PM

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM

EON-345833-345835-345831-345822

| wasn’t-However, | bet it’s related to our contact from NCSU. She had a cardiologist friend in! B6iwith a few
cases. We can get MRx, to start!

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

W5, FOOD & DRUG
I" BEAEIEDE TR AT W

From: Rotstein, David

Sent: Monday, January 22, 2018 10:06 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey,
Lauren <Lauren.Carey@fda.hhs.gov>

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

Subject: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822

Not sure if you were expecting these at Vet-LIRN

FDA-CVM-FOIA-2019-1704-016249



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 regular veterinarian but there was no evidence of cardiogenic edema.

Echocardiogram was petformed which showed dilated cardiomyopathy. Fundic

exam was abnormal with a suspected partial retinal detachment oS Diet history

' since been lost s fc’vlloW—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'

i B6 iprior to presentatlon with no
response.

Outcome to Date: Unknown

Product Information: Product Name:  limited ingredient diet with kangaroo as protein source - manufacturer not
o . 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: ' B6 |
Type Of Species: Dog
Type Of Breed: Shih Tzu
Gender: Male

FOUO- For Official Use Only 1
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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:

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

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-2019-1704-016257



Contact: Phone: (661) 309-1235

Web www.zignature.com
Address:

Possess One or Yes
More L abels from
This Product:

Purchase Location
Information:

Animal Information: MNarme: ''B6 |

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

Gender: Female

Reproductive Status: Neutered
Weight: 33.18 Kilogram
Age: 13 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:é '
Other Phone:é

Email:g

Address: |

~ B6

United States

Healthcare Professional  practice Name: | CVCA Cardiac Care for Pets
Information: , -

Email: |
United States

Practice Name:  CVCA Cardiac Care for Pets
Contact: Name:

Contact: Name:

Address:

Email:

Address: B 6

United States

Type of Referred veterinarian
Veterinarian:

Permissionto Yes
Release Records

FOUO- For Official Use Only 2
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Future Anesthesia/Fluid Recommendations:

Reevaluation
e Please recheck with B6 iin the next day or two to obtain taurine levels. Please forward
these results when available.
¢ Please recheck with LI 1in 2 weeks for a follow up examination and blood chemistry profile
with electrolytes and as recommended by ; B6 i Please forward these results when available
¢ Please recheck with! Bé ievery 4 6 months for a follow up examination and blood chemistry
profile with electrolytes and as recommended by " Be

echocardiogram. Please contact us or schedule an earlier a
indicative of worsening heart disease or if recommended by

: B6 ;AII medications were
stopped on Monday as her cough had worsened and she was presented to the: Be _ ifor a cardiac evaluation as her

coughing had worsened and she had brought up a small volume of pink-tinged foam after a coughing fit. During this
time there has been no evidence of lethargy and she continues to eat and drink normally at home.

PPHx: None

Meds: None

Other: B6 i
Diet: Zignature (Kangaroo)

Physical Exam Findings:

BAR, sweet_but nervous .
OP/EENT: B6 !
i B6 ;

PLN: VWNL
H/L: Grade 2/6 left apical protosystolic heart murmur, regular rhythm, strong synchronous femoral pulses, RR: 36
breaths/min, questionable mild increase in bronchovesicular sounds bilaterally, no crackles or wheezes ausculted,
eupneic _

Abd:i B6 i

MS/Neuro:i B6

Integ: B6 i

Other Diagnostics:

10/27/17 pDVM CXR: Generalized cardiomegaly characterized by widening of the cardiac silhouette and loss of the
caudal cardiac waist consistent with left atrial enlargement. Slight left auricular bulge. Increased sternal contact and
rounding of the right heart on the VD radiograph. Dorsal deviation of the trachea. Prominent pulmonary vasculature
with a questionable mild increase in interstitial opacity in the caudodorsal lung fields which may suggest early
congestive heart failure/pulmonary edema.

Echocardiographic Findings
Severe left ventricular eccentric hypertrophy with apical rounding and increased spherocity, mild-moderate centrally

Information for{___ B6___ | CVCAi "Be i 03/27/2018
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located mitral regurgitant jet, moderate-severe secondary left atrial dilation on 2D imaging and moderately-severely
increased LA:Ao ratio on M-mode imaging, mild eccentric low velocity tricuspid regurgitation with mildly elevated
estimated right ventricular pressures consistent with mild pulmonary hypertension, mild right ventricular and right atrial
dilation, normal left and right ventricular outflow velocities, moderately to severely depressed indices of systolic function
(FS% and EF% by modified Simpson's - LVE B6 , increased EPSS, elevated transmitral
inflow velocities and E:A wave ratio on spectral Doppler tracings, normal TDI E":A' ratio of the lateral mitral annulus, no
masses, effusions or heartworms observed.

ECG during echocardiogram: Normal sinus rhythm. No ventricular ectopy noted.

Comments

...........

moderate to severe systolic dysfunction and moderate to severe left atrial dilation This places her at a high risk of
developing congestive heart failure and with the progression in her cough | am concerned that we may be dealing with
congestive heart failure at this time. We have begun therapy to control congestive heart failure, support cardiac
function sIow down the progression ofthe heart disease and improve survival We are now seeing more dogs on

We will continue to closely monitori  Bé :heart disease via serial echocardiography and institute further therapy when

progression is noted. While on this course of medication, it is important to monitor the chemistry profiles and blood
pressures. Dogs with dilated cardiomyopathy are ata higher risk of developing ventricular arrhythmias None were

average survival is ~ 6-12 months.” Survival time is highly |nd|V|duaIIy variable depending on response to therapy.
We appreciate your continued referrals and the trust you place in CVCA to co-manage your cardiac patients. We look
forward to working with you on this case and others. In an effort to continue to improve CVCA's service to both you
and your clients, please visit our website at www.cvcavets.com and complete our online referring veterinarian survey.

Sincerely,

B6 i- Cardiology

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

Information fori  B6 | CVCA: Be | 03/27/2018
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Jones, Jennifer L
CcC: Rotstein, David; Carey, Lauren
Sent: 3/27/2018 7:25:29 PM
Subject: FW: Zignature Kangaroo Formula: | i B6 -EON-350158
Attachments: 2044632-report.pdf; 2044632- attacﬁi*n"é'ﬁt"s':"ilp

In case of interest — taurine level low?

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

Sent: Tuesday, March 27, 2018 3:20 PM

To: Cleary, Michael * <Michael.Cleary@fda. hhs aov>. HQ Pet Food Report Notlflcatlon
<HQPetFoodReportNotification@fda. hhs gov>:i B6 i

Subject: Zignature Kangaroo Formula:i  B6 .- EON-350158

A PFR Report has been received and PFR Event [EON-350158] has been created in the EON System.

A "PDF" report by name "2044632-report.pdf” is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2044632-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-350158

ICSR #: 2044632
EON Title: PFR Event created for Zignature Kangaroo Formula; 2044632

AE Date 10/31/2017 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Labrador

Age 13 Years

District Involved | PFR-Baltimore DO

Product information

Individual Case Safety Report Number: 2044632
Product Group: Pet Food

Product Name Zignature Kangaroo Formula

had been mamtamed on a Zignature Kangaroo formula. She presented with a history of a progressive cough
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which, prior to presentation, became 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 diagnosed with
advanced dilated cardiomyopathy with severe left Ventricular dilation moderate to severe left ventricular systolic

ventricular systolic function. The! i B6 iwasable to be discontinued at this time.
Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Zignature Kangaroo Formula

Sender information

B6

USA

Owner information

B6

i USA

e te s e,

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-350158

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&issueType=12&
1ssueld=366527

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

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.
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The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

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

' 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
_ suspicioUs for early congeslive heart failure A whole blood tautine level was.
submitied and was Jow. atiB6.She wasireatmentwith: _ B6 :
B6 and het.diet was changed to
F?'c';?é‘l"C'éiﬁiﬁ'Eé’rTji 'Cé'r'd“ é"é"'At'ﬁé’r"fééhé?b?'iﬁ'Z’QBY’l 8- B6 ' heart had |mproved

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
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Contact: Phone: (661) 309-1235

Web www.zignature.com
Address:

Possess One or Yes
More L abels from
This Product:

Purchase Location
Information:

Animal Information: Name: : B6:

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

Gender: Female

Reproductive Status: Neutered
Weight: 33.18 Kilogram
Age: 13 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: i
Other Phone:
Email: |

Address:

B6

United States

Healthcare Professional  practice Name: | CVCA Cardiac Care for Pets
Information: . Sl a

Contact: Name: 5
Phone: | B 6

Email:

B6

United States
Practice Name:  CVCA Cardiac Care for Pets

Address:

Contact: Name: ]
Phone:é B 6

Email:;

Address: |

W
oy

‘Uniied States

Type of Referred veterinarian
Veterinarian:

Permissionto Yes
Release Records

FOUO- For Official Use Only 2
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REULLVED  LL/718/72017 10: Adam

11/18/17 @9:@5:38 | B6 Lo Idexx Laboratories 1 Page BAY
Owner
i B 6 i Patient: BG
My e, | i Spacies: CANINE
: ! Broed: LABRADDR_RETRIE
LABORATORIES Age: 11y
Gander: =2
1-888-433-0887 Accoeunt 21487
Click the RED BANNER on Requizition #i..--lﬂfﬂggﬁﬁﬂ ----- !
: Actesston#: | B6 | i
VetConnactPLUS.com for a new view Order reov, RO
Crdered by: i
Raportad: 11/10/2017
TAURINE (WHOLE BLOOD) |
Teat Rasult
TAURINE B6 | [(z00 - 360) L[ B6
Tasting performed at University of California, Davis
B6 FINAL REPORT
1110/2017 PAGE 1 OF 1
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4chh1e829af244-Jennifer.Jo>

To: 'CVCA - Cardiac Care for Petsi: B@
Sent: 3/30/2018 12:28:24 PM T
Subject: RE: FDA Case investigation fori B6&  {(EON-350158)

Thank you for sending the records and reporting the case,: B6 :
| hope you have a nice holiday and weekend, @ =7
Jennifer

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

W& FOOD & DRUG JVXW g
m ADMINISTRATION -

From: CVCA - Cardiac Care for Petsi B6 ‘@cvcavets.com)
Sent Wednesday, March 28 2018 6:27 PM

Attached is entire medical records for B6 EPlease let us know if you need anything else-
N T < S — '

On Wed, Mar 28, 2018 at 6:08 PM, CVCA - Cardiac Care for Petsi B6 b@cvcavets.com>
wrote:

Dear Dr Jones .......................................
Thank you for following up on our patient,} B6 i We will be sending you our complete records for! B6

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

Sincerely,

B6 VMD, DACVIM - Cardiology

On Wed, Mar 28, 2018 at 2:40 PM Jones, Jennifer L <Jennifer.Jones(fda.hhs.gov> wrote:
Good afternoon; BG

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

e Full Medical Records

o Please email (preferred) or fax (301-210-4685) a copy of} B6 entire medical history (not just this
eVent) o e
o Do you have records from her referring veterinarian?

e Potentially Test Remaining OPEN product

o Do you have any remaining product left?
o Is there a lot number or best by date for the leftover food?
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e Hold any remaining UNOPENED product for potential collection.

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

how veterinarians help with our case investigations.
Please respond to this email so that we can initiate our investigation.

Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM
Veterinary Medical Officer

UL.S. Food & Drug Administration
Center for Veterinary Medicine
Office of Research

Veterinary Laboratory [nvestigation and Response Network (Vet-LIRN)
8401 Muirkirk Road, G704

Laurel. Marvland 20708

new tel: 240-402-5421

fax: 301-210-4683

e-mail: jenmiferjonesicofda hhs. gov

Web: http:owwwfda gov AnsnalVeterinaryv ScienceResewrch uem 247334 htm

YA EIND S VAT 0 I

||" I u.s. FOOD & DRUG

CVCA - Cardiac Care for Pets

B6

Email: : B6 icvcavels.com
Visit our website at: www.cvcavets.com

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

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

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

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

Share your photos with us!

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

administrator.

Please note -- Images are usually posted within 1 month of submission.
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CVCA - Cardiac Care for Pets

B6

EmaiI:E B6 Devcavets.com

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

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

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

Share your photos with us!

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

to our wall or you can email the image with a fun fact to cvcainfo@cvcavets.com and we will forward it to our Facebook
administrator.

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

To:

Sent:

Subject:

Attachments:

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

Jones, Jennifer L; Peloquin, Sarah; Palmer, Lee Anne; Carey, Lauren; Queen,

Jackie L

9/16/2018 3:54:16 PM

Fwd: Taste of the Wild Prey Beef dry (will provide full diet history): Lisa
Freeman - EON-365610

2054966-report.pdf; 2054966-attachments.zip

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

Date: September 16, 2018 at 11:44:32 AM EDT

To: Cleary, Michael * <Michael Cleary(@fda.hhs.gov>, HQ Pet Food Report Notification

<HQPetFoodReportNotification(@fda.hhs. gov>}

B6

Subject: Taste of the Wild Prey Beef dry (will provide full diet history): Lisa Freeman - EON-365610

A PFR Report has been received and PFR Event [EON-365610] has been created in the EON System.

A "PDF" report by name "2054966-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2054966-attachments.zip"

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-365610

ICSR #: 2054966

EON Title: PFR Event created for Taste of the Wild Prey Beef dry (will provide full diet history), 4Health beef
stew canned; 2054966

AE Date 09/12/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Great Dane

Age .Eé-}Years
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District Involved | PFR-New England DO ‘ ‘

Product information

Individual Case Safety Report Number: 2054966

Product Group: Pet Food

Product Name: Taste of the Wild Prey Beef dry (will provide full diet history), 4Health beef stew canned
Description: DCM and CHF - had been having respiratory signs for ~1 month prior to diagnosis at Tufts
Littermate isi B6 i(already reported by owner after being diagnosed with DCM and CHF in July
2018) Owner has another Great Dane at home (~1 year of age) eating the same diet that will be screened soon
Owner approved submission of this report and talking to FDA Will send rest of medical records by email (sorry -
too many to upload)

Submission Type: Initial

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

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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Taste of the Wild Prey Beef dry (will provide full diet history)

4Health beef stew canned

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-365610

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=382429

FDA-CVM-FOIA-2019-1704-016297



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

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

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

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

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 10/25/2018 11:36:41 AM

Subject: Purina One Lamb and Rice: Lisa Freeman - EON-369323
Attachments: 2057943-report.pdf; 205794 3-attachments.zip

A PFR Report has been received and PFR Event [EON-369323] has been created in the EON System.

A "PDF" report by name "2057943-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2057943-attachments zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-369323

ICSR #: 2057943
EON Title: PFR Event created for Purina One Lamb and Rice; 2057943

AFE Date 02/23/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Stable

Breed Pit Bull

Age 7 Years

District Involved | PFR-New England DO ,

Product information

Individual Case Safety Report Number: 2057943

Product Group: Pet Food

Product Name: Purina One Lamb and Rice

Description: DCM and CHF with ventricular tachycardia Taurine within normal limits Unclear if diet associated
but reporting since lamb and rice diet Diet not initially changed but recommending that owner change diet and
will recheck

Submission Type: Initial

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

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

FDA-CVM-FOIA-2019-1704-016299



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

Product Name Lot Number or ID | Best By Date

Purina One Lamb and Rice

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-369323

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=386245

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-369323
2057943

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-25 07:32:53 EDT

Reported Problem: Problem Description:

Concurrent Medical

Problem:
Outcome to Date:

 recommending that owner change diet and will recheck
Date Problem Started:

. DCM and CHFE with ventricular tachycardia Taurine within normal limits Unclear if
diet associated but reporting since lamb and rice diet Diet not |nmaMy changed but

02/23/2018

No

Stable

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use

Information:

Manufacturer
[Distributor Information:

Purchase L ocation

Information:

_Purina One | amb and Rice

Pet Food

BAG

Animal Information: Narme:

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

Age:

Asseésmént df Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

FOUO- For Official Use Only

Pit Bull

Male

Neutered

36.2 Kilogram

7 Years

Excellent

Owner Yes
Information

provided:

Contact:

Address:; |

W
oy

United States

Practice Name:  Tufts Cummings School of Veterinary Medicine |

Contact: lisa Freeman

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

Name:

Address: 200 Westboro Rd

FDA-CVM-FOIA-2019-1704-016301






Report Details - EON-369324

ICSR:

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

Product Information:

Animal Information:

2057944

Followup

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-10-25 07:37:49 EDT

10/25/2018

2057943

Yes

Problem Description:

Date Problem Started:

DCM and CHE with ventricular tachycardia [aurine within normal limits Unclear it
diet associated but reporting since lamb and rice diet Clarification. Owner
__confirmed that dog was eating Purina One Lamb and Rice when diagnosed but
changed atter diagnosis (and before recheck) to Purina One Beef or Chicken
only. Ve will recheck in Jan to see if any improvement

02/23/2018

Concurrent Medical
Problem:

No

Outcome to Date;
Product Name;
Product Type:

Stable

Pet Food

. Purina One Lamb and Rice

Lot Number:

Package Type:

BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species:

Type Of Breed:

Pit Bull

Gender:

Male

Reproductive Status:

Neutered

Weight:

36.2 Kilogram

Age:

7 Years

Assessment of Prior
Health:

Excellent

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information;

Owner
Information

provided:
Contact:

Address:

Yes

B6

United States

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-016303



Healthcare Professional ipractice Name:  Tufts Cimmings 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 lrllforf'nati»on:» ‘ Name: Lisa Freeman
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
Contact: phopne: 5088874573
Email: lisa.freeman@tufts.edu
Permission To Contact Yes
Sender;
Preferred Method Of Email
Contact:
Additional Documents:
FOUO- For Official Use Only 2
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 10/25/2018 11:36:41 AM

Subject: Purina One Lamb and Rice: Lisa Freeman - EON-369323
Attachments: 2057943-report.pdf; 205794 3-attachments.zip

A PFR Report has been received and PFR Event [EON-369323] has been created in the EON System.

A "PDF" report by name "2057943-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2057943-attachments zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-369323

ICSR #: 2057943
EON Title: PFR Event created for Purina One Lamb and Rice; 2057943

AFE Date 02/23/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Pit Bull

Age 7 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2057943

Product Group: Pet Food

Product Name: Purina One Lamb and Rice

Description: DCM and CHF with ventricular tachycardia Taurine within normal limits Unclear if diet associated
but reporting since lamb and rice diet Diet not initially changed but recommending that owner change diet and
will recheck

Submission Type: Initial

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

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

FDA-CVM-FOIA-2019-1704-016305



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

Product Name Lot Number or ID | Best By Date

Purina One Lamb and Rice

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-369323

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=386245

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-369323
2057943

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-10-25 07:32:53 EDT

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

. DCM and CHFE with ventricular tachycardia Taurine within normal limits Unclear if
diet associated but reporting since lamb and rice diet Diet not |nmaMy changed but
 recommending that owner change diet and will recheck

02/23/2018

No

Stable

Product Information: Product Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Pet Food

_Purina One | amb and Rice

BAG

Animal Information: Name:
Type Of Species:

Type Of Breed:

Gender:

Reproductive Status:
Weight:

Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Pit Bull

Male

Neutered

36.2 Kilogram

7 Years

Excellent

Owner
Information

provided:
Contact:

Address:

Yes

B6

United States

Practice Name:

Contact:

Address:

__1ufts Cummings School of Veterinary Medicine

Name:

Phone: (508) 887-4523

lisa Freeman

Email; lisa.freeman@tufts.edu

200 Westboro Rd

FDA-CVM-FOIA-2019-1704-016307









Client: 1
Palt?élnt: BG

- owned for past 2 years, no prior medical history known

C_u rrent medications:
- B6

Vaccination status/flea & tick preventative use: no F/T/HWP in past

Travel history: NE only

C/V: normal rate/rhythm on auscultation but faster rate when excited; Grade 117Vl heart murmur PMI left apex
ausculted; no arrhytmias appreciated during exam; s/s femoral pulses bilaterally.

B6

EXAM:

DIAGNOSTIC TESTING:

B6

PROBLEM LIST:
- Grade ll/VI heart murmur
- History of suspected structural cardiac disease

' B6

ASSESSMENT:

v-tach - suspect due to underlying structural cardiac disease. Plan for cardiology consult and continuous EKG
monitoring in hospital for at least one night.

PLAN:
Diagnostics: cardiology consultation with echo; +/- CBC/chem, +/- BNP

Page 2167
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Clifznt: BG

Patient: |

Pending: none
Treatments:
- Placed IVC, admit to ICU

- Start telemetry monitoring, record rate/rhythm qi1h

' B6

Monitoring: telemetry, RR/RE, vitals, comfort, appetite

CLIENT COMMUNICATION:

Discussed concerns with owner of underlying cardiac disease, for which he was started on | 5 B6 | i but newer

concern for arrhythmia, particularly tachyarrhythmia. No arrhythmias noted on ER cursory EKG but can be
intermittent, and top considerations for SVT vs. ventricular arrhythmias vs. other. Can be due to underlying structural
cardiac disease vs. other such as adrenal or splenic disease. Recommend admission for EKG monitoring and cardio
consult. Discussed that if due to cardiac disease, can often treat with oral medications, but depending on arrhythmia
and control with medication, likely at increased risk of sudden cardiac death. Owners understand, are able to admit
overnight, but depending on other diagnostics that may be recommended may need to discuss financial resources.

Resuscitation code (if admitting to ICU): B6

............. BGDVM
ADDENDUM: _
Cardlology consult confirmed suspected DCM, frgeuent v-tach noted during exam. Plan to starﬁ B6
i B6 Plan to start taurine supplementation @
1000 mg PO BID with blood sample puIIed prior. Called owner to discuss,: B6 i

E B6 'We will otherwise update tomorrow morning if no other major changes

-Quernight.

: B6 !

Overnight Update:

B6

SOAPText' B6 | 5:49PM-i B6

HISTORY:

- choking sounds at home ~1 months ago, ~2/10 had some coughing
- went to rDVM 2/12, xrays performed reportedly showed cardiomegaly; had BW with no abnormalities noted per

owner
- Seen atE B6 ifor echocardiogram; a heart murmur, was detected unclear what disease; started
medication B6 E

- 2/22 recheck BW rDVM, some concern with kidneys per owner, unsure of details; did EKG,. B6 BPM
- doing well at home, good energy/appetite, no weakness/collapse, PU/PD smcd B6 btarted

- HWT x2 recently negative

- Purina One lamb and rice dry food, +/- hamburger or cold cuts

Page 3/67
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Client: B 6

Patient: |

Current medications:

B6

| B6 |

B6

Cardiology Consult

EXAM:

B6

C/V: normal rate/rhythm on auscultation but faster rate when excited; Grade I-1I/VI heart murmur PMI left apex
ausculted; no arrhytmias appreciated during exam; SSFP.

B6

- Telemetry monitoring, record rate/rhythm g1h

Resuscitation code (if admitting to ICU} B6

B6 i DVM (ECC Resident)
Initial Complaint:

Page 4167
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Client:
Paltei:erzlrtlt: B6

Disposition/Recommendations
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Client: B 6

Patient:
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B6 ERecords

Patngnl Womers Bepare

B6
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B6 i1 Records
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Client: B 6

Patient:

B6 Records
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Client: B 6

Patient:

B6 i Records
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Cli
Paltei::rtlt:i B6

B6 EReco rds
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Client: B 6

Patient:

B6 Records
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Client: B 6

Patient:

B6 Records

Page 15/67

FDA-CVM-FOIA-2019-1704-016323



Client: B 6

Patient:

B6 i Records
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Client:
Patient: B 6

B6 Records

B6
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Client:
Patient: l

Records

B6
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Records

B6
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Client:
Patient: B 6

S Fatisn Hstory Repor
A o P e
et BG o «mgﬂe ...... :
i
i B6
B6
- B6 Plegs & m g B6
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Client:
Patient:

== DB6 e
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Client:

B6

Patient:
RDVM B6 medhx! B
.......... i
P B6
BE %@* = -

FDA-CVM-FOIA-2019-1704-016335



B6 ' med hx 2/15/18

B6

B6 Bl 2400 0 B6
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Client: 1
Patient: B 6
RDVMi B6 med hx 2/15/18

L Wﬁ&m fw W%ﬁw L L 'ml@wwg dwl 8 R

@ B6 mumls  B6  iwgwe ey ihels
B6
bt Y iwrirrie | B6 Rl
B6 Page ¥ o7 1 ....Bs |
Page 29/67

FDA-CVM-FOIA-2019-1704-016337



Client:

B6

Patient:
Insurance B6 request Invoice DOS;  B6
e B6
B6
B6
o B6
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Insuranceg B6

Erequest Invoice DOSEL B6

480 TEnga

Fax Transmission

B6
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Client: i
Patient: |
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Client: |

Patinet Hisery Repast! B6 ?

i
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Client:
Patient:
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Client: B 6

Patient:
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Client: |
Patient: {

[ ‘W B6 maﬁ@
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Client:
Patient:
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Client:
Patient:

B6

2:09:53 PM
3:30:10 PM
3:41:34PM
3:41:47 PM
3:43:28 PM
3:43:36 PM
3:43:47 PM
3:43:48 PM
4:02:49 PM
4:44:44 PM

4:44:45 PM
5:25:10 PM
5:25:15PM
5:45:37 PM
5:55:08 PM
5:55:09 PM
5:57:11 PM
5:57:12 PM
6:54:35 PM
6:54:36 PM
7:30:01 PM
7:58:28 PM
7:58:29 PM
7:58:53 PM
7:58:54 PM
7:59:07 PM
8:45:43 PM
8:45:44 PM
9:10:01 PM
9:46:06 PM
9:46:07 PM
9:46:14 PM
10:40:51 PM
10:40:52 PM
11:18:19 PM
11:19:53 PM
11:20:08 PM
11:20:09 PM
11:22:17 PM

Notes

Nursing note

Weight (kg)
Respiratory Rate
Catheter Assessment
Temperature (F)
Cardiac rhythm

Heart Rate (/min)
Blood Pressure (mmHg)
Cardiac rhythm

Heart Rate (/min)

Eliminations

Respiratory Rate

Cardiac rhythm

Quantify IV Fluids (CRI) in mls
Catheter Assessment

Cardiac rhythm

Heart Rate (/min)

Cardiac rhythm

Heart Rate (/min)

Cardiac rhythm

Quantify IV Fluids (CRI) in mls
Catheter Assessment

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Cardiac rhythm

Heart Rate (/min)

Cardiac rhythm

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Catheter Assessment

Quantify IV Fluids (CRI) in mls
Catheter Assessment

Nursing note

Page 41/67

FDA-CVM-FOIA-2019-1704-016349



Client:

B6

Patient:
Vitals Results
11:56:15 PM Cardiac rhythm
11:56:16 PM Heart Rate (/min)
12:01:14 AM Eliminations
12:07:09 AM Nursing note
12:42:35 AM Cardiac rhythm
12:42:36 AM Heart Rate (/min)
1:16:25 AM Respiratory Rate
1:41:21 AM Cardiac rhythm
1:41:22 AM Heart Rate (/min)
2:41:29 AM EKG: Note rate and rythm.
3:24:.05 AM Catheter Assessment
3:30:30 AM Quantify IV Fluids (CRI) in mls
3:30:31 AM Catheter Assessment
3:31:02 AM Nursing note
3:53:47 AM Respiratory Rate
3:53:56 AM Cardiac rhythm
3:53:57 AM Heart Rate (/min)
1:45:07 AM Eliminations
1:45:17 AM Cardiac rhythm
1:45:18 AM Heart Rate (/min)
B 6 5:55:10 AM Cardiac rhythm
b:55:11 AM Heart Rate (/min)
:02:24 AM Respiratory Rate
:05:44 AM Nursing note
:08:49 AM Nursing note
:35:37 AM Cardiac rhythm
:35:38 AM Heart Rate (/min)
7:54:13 AM Respiratory Rate
7:54:37 AM Cardiac rhythm
7:54:38 AM Heart Rate (/min)
J:57:26 AM Catheter Assessment
3:07:31 AM Eliminations
8:07:58 AM Weight (kg)
3:38:09 AM Nursing note
$:39:08 AM Cardiac rhythm
3:39:09 AM Heart Rate (/min)
3:51:20 AM Notes
10:17:19 AM Quantify IV Fluids (CRI) in mls
10:17:20 AM Catheter Assessment
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Client:é BG

Patient: | i
Vitals Results
11:11:00 AM Eliminations
B 6 12:22:54 PM Amount eaten
1:33:46 PM Quantify IV Fluids (CRI) in mls
1:33:47 PM Catheter Assessment

8/31/2018 5:14:22 PM

Weight (kg)
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Client: B 6

Patient:

CXR and Neck Rads

B6
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Client: B 6

Patient:
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Client: B 6

Patient:
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Client , ..........................
Palt?élnt: l BG
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Client:

Patient:
Patient History
""""""""""""" 12:58 PM UserForm
1:34 PM UserForm
1:41 PM UserForm
2:08 PM Purchase
2:08 PM Purchase
2:09 PM Purchase
2:09 PM Purchase
2:09 PM Purchase
2:09 PM Purchase
2:09 PM Vitals
2:15PM Purchase
2:20 PM Labwork
3:.07 PM Treatment
3:30 PM Vitals
3:30 PM Purchase
3:30 PM Purchase
3:30 PM Treatment
3:41 PM Treatment
3:41 PM Vitals
3:41 PM Treatment
B 6 3:41 PM Vitals
3:43 PM Treatment
3:43 PM Vitals
3:43 PM Treatment
3:43 PM Vitals
3:43 PM Treatment
3:43 PM Vitals
3:43 PM Vitals
3:43 PM Vitals
4:02 PM Vitals
4:03 PM Purchase
4:05 PM Treatment
4:44 PM Treatment
4:44 PM Vitals
4:44 PM Vitals
4:47 PM UserForm
5.01 PM Purchase
5:01 PM Treatment
5:12 PM Treatment
523 PM Treatment
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Client:

B6

Patient:
Patient History
5:23 PM Treatment
5:25 PM Treatment
5:25 PM Vitals
5:25 PM Treatment
5:25 PM Vitals
5:45 PM Vitals
5:55PM Treatment
5:55 PM Vitals
5:55 PM Vitals
5:55 PM Treatment
5:55PM Prescription
5:57 PM Treatment
5:57 PM Vitals
5:57 PM Vitals
6:54 PM Treatment
6:54 PM Vitals
6:54 PM Vitals
7:27 PM Prescription
7:30 PM Vitals
7:58 PM Treatment
B 6 7:58 PM Vitals
7:58 PM Vitals
7:58 PM Treatment
7:58 PM Vitals
7:58 PM Vitals
7:59 PM Treatment
7:59 PM Vitals
8:00 PM Treatment
8:45 PM Treatment
8:45 PM Vitals
8:45 PM Vitals
9:10 PM Vitals
9:19 PM Vitals
9:32 PM Treatment
9:46 PM Treatment
9:46 PM Vitals
9:46 PM Vitals
9:46 PM Treatment
9:46 PM Vitals
10:40 PM Treatment

Page
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Client:

B6

Patient:
Patient History
10:40 PM Vitals
10:40 PM Vitals
il 1:18 PM Treatment
il 1:18 PM Treatment
11:18 PM Vitals
i11:19 PM Treatment
il1:19 PM Vitals
il 1:20 PM Treatment
11:20 PM Vitals
11:20 PM Vitals
11:22 PM Vitals
il 1:56 PM Treatment
11:56 PM Vitals
11:56 PM Vitals
12:01 AM Treatment
12:01 AM Vitals
12:03 AM Treatment
12:07 AM Treatment
i12:07 AM Vitals
i12:42 AM Treatment
B 6 12:42 AM Vitals
12:42 AM Vitals
1:.04 AM Treatment
1:16 AM Treatment
D1:16 AM Vitals
1:41 AM Treatment
1:41 AM Vitals
1:41 AM Vitals
1:41 AM Treatment
2:13 AM Purchase
2:41 AM Vitals
3:24 AM Treatment
3:24 AM Vitals
3:24 AM Treatment
3:27 AM Treatment
3:30 AM Treatment
3:30 AM Vitals
3:30 AM Vitals
3:31 AM Vitals
3:53 AM Treatment
3:53 AM Vitals
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Client:

Patient:

B6

Patient History

B6

03:33 AM

03:53 AM
03:53 AM
0d:41 AM
04:45 AM
0d:45 AM
04:45 AM

04:45 AM
04:45 AM
05:23 AM
03:35 AM

05:535 AM
03:55 AM
06:02 AM

06:02 AM
06:02 AM
06:02 AM
06:02 AM
06:05 AM
06.08 AM
06:35 AM

06:35 AM
06:35 AM
07:34 AM
07:34 AM
07:34 AM
07:54 AM

07:54 AM
07:54 AM

07:57 AM

07:57 AM
07:57 AM
08:07 AM
08:07 AM
08:13 AM
08:38 AM

08:39 AM

08:39 AM
08:39 AM
08:51 AM

Treatment

Vitals
Vitals
‘I'reatment
Treatment
Vitals
‘I'rcatment

Vitals
Vitlals
Treatment
Treatment

Vitals
Vitals
Treatment

Treatment
Treatment
‘I'reatment
Vilals
Vitals
Vitals
Treatment

Vitals
Vitals
Trcatment
Vitals
Treatment
Treatment

Vitals
Vitals

Treatment

Treatment
Vitals
Vitals
Vitals
Prescription
Vitals

Treatment
Vitals

Vitals
Vitals
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Client: B 6

Patient:
Patient History
........................ 08:57 AM Treatment
09:13 AM Treatment
09:17 AM Purchase
09:18 AM Purchase
10:17 AM Treatment
10:17 AM Vitals
10:17 AM Vitals
11:11 AM Vitals
11:36 AM Appointment
12:21 PM Appointment
12:22 PM Treatment
12:22 PM Treatment
12:22 PM Vitals
B 6 12:29 PM Appointment
12:34 PM Treatment
12:43 PM Treatment
01:15 PM Treatment
01:33 PM Treatment
01:33 PM Vitals
01:33 PM Vitals
01:59 PM Prescription
02:04 PM Purchase
02:06 PM Prescription
02:08 PM Prescription
02:10 PM Prescription
02:15 PM Purchase
02:15 PM Purchase
02:26 PM UserForm
(03:05 PM Deleted Reason
02/26/2018 08:56 AM Appointment
04/10/2018 12:26 PM Appointment
04/20/201801:18 PM Appointment
07/27/2018 09:17 AM Task
08/28/2018 02:37 PM Appointment
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Client: B 6

Patient:

Patient History

08/28/2018 02:39 PM

08/28/2018 02:52 PM

08/28/2018 04:49 PM

08/31/2018 04:02 PM
08/31/2018 04:10 PM
08/31/201804:11 PM
08/31/2018 04:12 PM
08/31/2018 04:12 PM
08/31/2018 05:08 PM
08/31/2018 05:10 PM
08/31/2018 05:14 PM
08/31/2018 05:15 PM

10/23/2018 01:43 PM

Appointment

Appointment

Appointment

UserForm
Treatment
Purchase
Purchase
Purchase
Purchase
Prescription
Vitals
UserForm

UserForm
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Client:
Paltei:erzlrtlt: B 6

- owned for past 2 years, no prior medical history known

Current medications:
i B6 :

O T o

Vaccination status/flea & tick preventative use: no F/T/HWP in past

EXAM:

Travel history: NE only

C/V: normal rate/rhythm on auscultation but faster rate when excited; Grade 11/VI heart murmur PMI left apex

ausculted; no arrhytmias appreciated during exam; s/s femoral pulses bilaterally.

B6

DIAGNOSTIC TESTING:

B6

- Samples pulled for CBC/chem/BNP - on hold

PROBLEM LIST:

- Grade l1/VI heart murmur

- History of suspected structural cardiac disease
- Tachyarrhythmia noted at rDVM 2/22

- Hyperlactatemia - suspect exertional/sampling

ASSESSMENT:

i
i
| E—

v-tach - suspect due to underlying structural cardiac disease. Plan for cardiology consult and continuous EKG

monitoring in hospital for at least one night.

PLAN:
Diagnostics: cardiology consultation with echo; +/- CBC/chem, +/- BNP

Page 2167
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Client: B 6
Patient:
Pending: none
Tlreatments:

" B6

Monitoring: telemetry, RR/RE, vitals, comfort, appetite

CLIENT COMMUNICATION:
Discussed concerns with owner of underlying cardiac disease, for which he was started ori but newer
concern for arrhythmia, particularly tachyarrhythmia. No arrhythmias noted on ER cursory EKG, but can be

intermittent, and top considerations for SVT vs. ventricular arrhythmias vs. other. Can be due to underlying structural
cardiac disease vs. other such as adrenal or splenic disease! B6 i

B6 i

Resuscitation code (if admitting to ICU): YELLOW

B8 ___ipwm

ADDENDUM:

Cardiology consult confirmed suspected DCM, frgeuent v-tach noted during exam. Plan to start B6 !
BID, in the meantime gave B6 iPlan to start taurine supplementation @

1000 mg PO BID with blood sample pulled prior. Called owner to discuss, and different antiarrhythmic options, that we
would likely start amiodarone for now. We will otherwise update tomorrow morning if no other major changes
_..overnight.

vernight_Undate:

SOAP Text ! 15:49PM - B6

HISTORY:
B6 i

- went to rDVM 2/12, xrays performed reportedly showed cardiomegaly; had BW with no abnormalities noted per
owner

- Seen ati B6 for echocardiogram; a heart murmur, was detected unclear what disease; started
medication 75 mg PO BID furosemide, 7.5 mg PO BID vetmedin

- 2/22 recheck BW rDVM, some concern with kidneys per owner, unsure of details; did EKG, 200+ BPM

- doing well at home, good energy/appetite, no weakness/collapse, PU/PD since lasix started
- HWT x2 recently negative

- Purina One lamb and rice dry food, +/- hamburger or cold cuts

Page 3/67
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Cli
Paltei:::lrtlt:i BG

Current medications:
— B6

B6

DIAGNOSTIC TESTING:

Cardiology Consult

EXAM:

B6

C/V: normal rate/rhythm on auscultation but faster rate when excited; Grade I-1I/VI heart murmur PMI left apex
ausculted; no arrhytmias appreciated during exam; SSFP.

B6

Resuscitation code (if admitting to ICU): YELLOW

B6 ! DVM (ECC Resident)

Initial Complaint:
Recheck 4 B6 i-DCM protocol

Page 4167
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Client:

Patient: B 6

SOAP Text Aug 312018 5:08PM -

B6

Disposition/Recommendations
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Client:
Patient:

B6
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Client: B6

P —— -

B6 B6

B6
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Client: B 6

Patient:
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Client: B 6

Patient:

B6 EAnimal Hospital Records

A
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Client: B 6

Patient:

B6 EAnimal Hospital Records
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Client: B 6

Patient:
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Client:
Patient:

B6
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Client:
Palt?élnt: B 6
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Client: B 6

Patient: & i

BG Animal Hospital Records
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Client:
Patient:

B6

B6  Animal Hospital Records

B6

Page
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Client:
Patient:

B6

B6 EAnimal Hospital Records

B6

Page 21/67

FDA-CVM-FOIA-2019-1704-016396



Client:
Patient:

B6

B6

Animal Hospital Records

B6
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Client: B 6

Patient:

B6 i Echo/ER Report -

B6

= DB6
B6
B6 Pege T 9.3 ....B6
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Clifznt: | B 6

Patient:

B6 ;EcholER Report-: B6

e Ead e B R
chmm Vel il i i e

i
Al =l B Bl R B e WW
m& sl ey i 8 ﬂmﬂmmmmmm i

- i L B

B6

B6
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Client:
Patient: B 6

= B6

W
o

dshwdeera e baae R
B6

T Bl ol B6

B6

B6 fegs 2 03 . B8
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Client:
Patient:

B6

RDVM:

B6

'VC med hx 2/15/18

B6

B6
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Client:
Patient:

B6

RDVM

B6

B6

B6

Page 28/67
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Client:
Patient:

B6

RDVV,

B6

VC med hx 2/15/18

B6

B6

o
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Client:
Patient: B 6
Tnsurancd B6 irequest Invoice DOS]  B6 |
B B6

B6
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Client: B6

Insuranc B6 Erequest Invoice DOS B6

480 TEnga
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Client: BG

Patient ._

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

H G
i

B6
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Client:
Patient:

B6

Qe Ui :
cemmae ' B6 !

B6
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Client: B 6

Patient:

T v R

i B6 B6 s paies
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Client:
Patient:

B6
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Client:
Palt?élnt: B 6

B6
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Client: B 6 1

Patient:

RDVM!
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Client:
Patienti

Vitals Results

B6

2:09:53 PM
3:30:10 PM
3:41:34PM
3:41:47 PM
3:43:28 PM
3:43:36 PM
3:43:47 PM
3:43:48 PM
4:02:49 PM
4:44:44 PM

4:44:45 PM
5:25:10 PM
5:25:15PM
5:45:37 PM
5:55:08 PM
5:55:09 PM
5:57:11 PM
5:57:12 PM
6:54:35 PM
6:54:36 PM
7:30:01 PM
7:58:28 PM
7:58:29 PM
7:58:53 PM
7:58:54 PM
7:59:07 PM
8:45:43 PM
8:45:44 PM
9:10:01 PM
9:46:06 PM
9:46:07 PM
9:46:14 PM
10:40:51 PM
10:40:52 PM
11:18:19 PM
11:19:53 PM
11:20:08 PM
11:20:09 PM
11:22:17 PM

Notes

Nursing note

Weight (kg)
Respiratory Rate
Catheter Assessment
Temperature (F)
Cardiac rhythm

Heart Rate (/min)
Blood Pressure (mmHg)
Cardiac rhythm

Heart Rate (/min)

Eliminations

Respiratory Rate

Cardiac rhythm

Quantify IV Fluids (CRI) in mls
Catheter Assessment

Cardiac rhythm

Heart Rate (/min)

Cardiac rhythm

Heart Rate (/min)

Cardiac rhythm

Quantify IV Fluids (CRI) in mls
Catheter Assessment

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Cardiac rhythm

Heart Rate (/min)

Cardiac rhythm

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Catheter Assessment

Quantify IV Fluids (CRI) in mls
Catheter Assessment

Nursing note
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Client:

B6

Patient:

Vitals Results
11:56:15 PM Cardiac rhythm
11:56:16 PM Heart Rate (/min)
12:01:14 AM Eliminations
12:07:09 AM Nursing note
12:42:35 AM Cardiac rhythm
12:42:36 AM Heart Rate (/min)
1:16:25 AM Respiratory Rate
1:41:21 AM Cardiac rhythm
1:41:22 AM Heart Rate (/min)
2:41:29 AM EKG: Note rate and rythm.
3:24:05 AM Catheter Assessment
3:30:30 AM Quantify IV Fluids (CRI) in mls
3:30:31 AM Catheter Assessment
3:31:02 AM Nursing note
3:53:47 AM Respiratory Rate
3:53:56 AM Cardiac rhythm
3:53:57 AM Heart Rate (/min)
4:45:.07 AM Eliminations
4:45:17 AM Cardiac rhythm
4:45:18 AM Heart Rate (/min)

B 6 5:55:10 AM Cardiac rhythm
5:55:11 AM Heart Rate (/min)
6:02:24 AM Respiratory Rate
6:05:44 AM Nursing note
6:08:49 AM Nursing note
6:35:37 AM Cardiac rhythm
6:35:38 AM Heart Rate (/min)
7:54:13 AM Respiratory Rate
7:54:37 AM Cardiac rhythm
7:54:38 AM Heart Rate (/min)
7:57:26 AM Catheter Assessment
8:07:31 AM Eliminations
8:07:58 AM Weight (kg)
8:38:09 AM Nursing note
8:39:08 AM Cardiac rhythm
8:39:09 AM Heart Rate (/min)
8:51:20 AM Notes
10:17:19 AM Quantify IV Fluids (CRI) in mls
10:17:20 AM Catheter Assessment
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Client; 6
Patient: B

Vitals Results

11:11:00 AM
12:22:54 PM

B6

1:33:46 PM
1:33:47 PM

8/31/2018 5:14:22 PM

Eliminations

Amount eaten

Quantify IV Fluids (CRI) in mls

Catheter Assessment
Weight (kg)
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Client: 6
Patient: B
B6 CXRandNeckRads| B6 |
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Client: B 6

Patient:
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B6 iCXRandNeck Rads! B6

[ i
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|
i
i
i
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Client:
Patient: B 6
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Client: B 6

Patient:

B6 jCXR and Neck Rads - B6
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Client:

B6

Patient:
Patient History
12:58 PM UserForm
1:34 PM UserForm
1:41 PM UserForm
2:08 PM Purchase
2:08 PM Purchase
2:09 PM Purchase
2:09 PM Purchase
2:09 PM Purchase
2:09 PM Purchase
2:09 PM Vitals
2:15PM Purchase
2:20 PM Labwork
3:.07 PM Treatment
3:30 PM Vitals
3:30 PM Purchase
3:30 PM Purchase
3:30 PM Treatment
3:41 PM Treatment
3:41 PM Vitals
3:41 PM Treatment
B 6 3:41 PM Vitals
3:43 PM Treatment
3:43 PM Vitals
3:43 PM Treatment
3:43 PM Vitals
3:43 PM Treatment
3:43 PM Vitals
3:43 PM Vitals
3:43 PM Vitals
4:02 PM Vitals
4:03 PM Purchase
4:05 PM Treatment
4:44 PM Treatment
4:44 PM Vitals
4:44 PM Vitals
4:47 PM UserForm
5.01 PM Purchase
5:01 PM Treatment
5:12 PM Treatment
523 PM Treatment
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Client:

B6

Patient:
Patient History
. 05:23 PM Treatment
05:25 PM Treatment
05:25 PM Vitals
05:25 PM Treatment
05:25 PM Vitals
05:45 PM Vitals
05:55 PM Treatment
05:55 PM Vitals
05:55 PM Vitals
05:55 PM Treatment
05:55PM Prescription
05:57 PM Treatment
05:57 PM Vitals
05:57 PM Vitals
06:54 PM Treatment
06:54 PM Vitals
06:54 PM Vitals
07:27 PM Prescription
07:30 PM Vitals
07:58 PM Treatment
B 6 07:58 PM Vitals
07:58 PM Vitals
07:58 PM Treatment
07:58 PM Vitals
07:58 PM Vitals
07:59 PM Treatment
07:59 PM Vitals
08:00 PM Treatment
08:45 PM Treatment
08:45 PM Vitals
08:45 PM Vitals
09:10 PM Vitals
09:19 PM Vitals
09:32 PM Treatment
09:46 PM Treatment
09:46 PM Vitals
09:46 PM Vitals
09:46 PM Treatment
09:46 PM Vitals
10:40 PM Treatment
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Client:

B6

Patient:
Patient History
10:40 PM Vitals
i10:40 PM Vitals
11:18 PM Treatment
11:18 PM Treatment
11:18 PM Vitals
11:19 PM Treatment
11:19 PM Vitals
11:20 PM Treatment
11:20 PM Vitals
11:20 PM Vitals
11:22 PM Vitals
il 1:56 PM Treatment
11:56 PM Vitals
11:56 PM Vitals
12:01 AM Treatment
12:01 AM Vitals
12:03 AM Treatment
12:07 AM Treatment
12:07 AM Vitals
12:42 AM Treatment
B 6 12:42 AM Vitals
12:42 AM Vitals
1:.04 AM Treatment
1:16 AM Treatment
)]1:16 AM Vitals
1:41 AM Treatment
1:41 AM Vitals
1:41 AM Vitals
1:41 AM Treatment
2:13 AM Purchase
2:41 AM Vitals
3:24 AM Treatment
3:24 AM Vitals
3:24 AM Treatment
3:27 AM Treatment
3:30 AM Treatment
3:30 AM Vitals
3:30 AM Vitals
3:31 AM Vitals
3:53 AM Treatment
3:53 AM Vitals
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Client:

B6

Patient:

Patient History
3:53 AM Treatment
3:53 AM Vitals
3:53 AM Vitals
4:41 AM Treatment
4:45 AM Treatment
4:45 AM Vitals
4:45 AM Treatment
4:45 AM Vitals
4:45 AM Vitals
5:23 AM Treatment
5:55 AM Treatment
5:55 AM Vitals
5:55 AM Vitals
6:02 AM Treatment
6:02 AM Treatment
6:02 AM Treatment
6:02 AM Treatment
6:02 AM Vitals
6:05 AM Vitals
6:08 AM Vitals

B 6 06:35 AM Treatment
6:35 AM Vitals
6:35 AM Vitals

07:54 AM Treatment

7:54 AM Vitals
7:54 AM Treatment
7:54 AM Treatment
7:54 AM Vitals
7:54 AM Vitals
7:57 AM Treatment -
7:57 AM Treatment
7:57 AM Vitals
8:07 AM Vitals
8:07 AM Vitals
8:13 AM Prescription
8:38 AM Vitals
8:39 AM Treatment
8:39 AM Vitals
8:39 AM Vitals
851 AM Vitals
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Client:

Patient:{ 72 7

Patient History
08:57 AM Treatment
09:13 AM Treatment
09:17 AM Purchase
09:18 AM Purchase
10:17 AM Treatment
10:17 AM Vitals
10:17 AM Vitals
11:11 AM Vitals
11:36 AM Appointment
12:21 PM Appointment
12:22 PM Treatment
12:22 PM Treatment
12:22 PM Vitals
12:29 PM Appointment
12:34 PM Treatment
12:43 PM Treatment

B 6 01:15PM Treatment
01:33 PM Treatment
01:33 PM Vitals
01:33 PM Vitals
01:59 PM Prescription
02:04 PM Purchase
02:06 PM Prescription
02:08 PM Prescription
02:10 PM Prescription
02:15PM Purchase
02:15PM Purchase
02:26 PM UserForm
03:05 PM Deleted Reason
08:56 AM Appointment
12:26 PM Appointment
01:18 PM Appointment
09:17 AM Task
02:37 PM Appointment
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Client: B 6

Patient:

Patient History

08/28/2018 02:39 PM

08/28/2018 02:52 PM

08/28/2018 04:49 PM

08/31/2018 04:02 PM
08/31/2018 04:10 PM
08/31/201804:11 PM
08/31/2018 04:12 PM
08/31/2018 04:12 PM
08/31/2018 05:08 PM
08/31/2018 05:10 PM
08/31/2018 05:14 PM
08/31/2018 05:15 PM

10/23/2018 01:43 PM

Appointment

Appointment

Appointment

UserForm
Treatment
Purchase
Purchase
Purchase
Purchase
Prescription
Vitals
UserForm

UserForm
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mecnt L_B6___ L

CANINE, GLRM/UV 'SHIiPHLR.D Born.. B6 'JUAI.L Castrated

Owner: ! B6 P T

Primary Vet: B6 5
Primary Clinician:i B6 i

Supervising Clinician: ¢ Bé i

Service: CARDIOLOGY

Admission Date: November 8, 2017

Discharge Date: November 8, 2017

Weight: 38.000 kg(s)

B6

Thank you for u%ing! B6 s your referral center. As a referral report for vourintor mation
and records, here are the instructions given 1o your client at the titne the patient was discharged i'r()m- B6 ;
i B6 i

_ Dnagnosis 1 (Confirmed;: Dilated Cardiomycpathy (DCM)
Diagnoses: Diagnosis 2 (Confirmed): Congestive heart faiture - clinically controlled
Diagnosis 3 (Confirmed): Grade I-TI/VI Lelt Apical Systelic Murmur

(tnd cong,cstlvc heart failure.

Since being discharged from the hospital, his owner reports he has been doing very weli at home. He is
very energetic and is eating well.

Chief Complamnt He is breathing normally at home, and his resting respiratory rates vary batween 28-36.

and History:
HIS blood work was checked by his primary care veterinarian on 11/6, and his kidney values were normal
i B6 i He alse had anormal CBC performed at the time. Urinalysis was unremarkable.

Current medications:

B

panting with a norm al resplralozy effort. ThG‘i‘dClL ausculmtlon revealed norm d.l bronchovcmcular sounds

Clinical bilaterally. He had a grade II-IH/VI left apical systolic heart murmur, No gallop was auscultated today.
Examination: Femoral pulses were moderale but synchranous with his heartheat. is abdomen was seft and
non-painful. He weighed 38 kgs with a body condition score of 3/9 (ideal 4-5/9) and miid muscle atrophy.
The rest of the physical exam was unremarkable.

Diagnostics,

Treatments and None performed loday
Progress:
Case Numberi B6 : Page 1 of 3
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Assessment.

indicating well controlled congeslive heart failure. We will continue his current medications snd would
like Lo recheck him in 3 months.

Recommendations;

MONITOR

Please contacti __ B8 ___ior your local veterinarian if you notice any lethargy, decreased appetite, collapse,
coughing, exercise intolerance or anything else abnormal.

MEDICATIONS
Please continue to administer as previously prescribed.
rFOLLOWGQYPRP. '

Please schedule a recheck appointment withi _ B6__iin 3 months. At this tim e, we would like to repeat
blood work, blood pressure +/- thoracic radiographs.

Drugs:

In compliance with state and risk management guidelines, afl Pharmacy items, including drugs,
fluid therapy, nutritional products and food are non-returnable. T'his policy is to protect your
pel from receiving items that may have been tampered with or improperly used. The exception
to this policy is pet foods that display a manulacturer's warranty.

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

For drug relaled questions piease call the pharmacy at!
L

Dosage Instructions

Drug Quantity Dispensed

....... L evamante o

B6 |

Thank you for entrusting us withi B@ icarel 1e is such a sweet dog and a wonderful patient!

Discharge
Instructions:
Clinician and
Fmalize Date;

B6

B6

Case Number|

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

Case Numberi B6 : Page 3 of 3
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Case Number:i

Patient:| B6 S i

CANINE, GERMAN SHEPHERD Borri | B6 | MALE, Castrated

Owner: | B6 i

Primary Vet: | B6
Primary Clini&iin] BE i

Supervising Clinician:: B6

Service: CARDIOLOGY
Admission Date: February 13, 2018
Discharge Date: February 13, 2018
Weight: 40.200 kg(s)

B6

Thank you for using The| B6 fas your referral center. As a referral report for vour information
_and records. here are the TISIPURTIONS EiVer 1o Votr EMent 2 IRe tie ihe patient was discharged from | B6 i
i Bé

_ Diagnosis 1 (Confirmed): Dilated Cardiomyopathy (DCM)
Diagnoses: Ihagnosis 2 (Confirmed): Congestive heart [ailure - significant ascites today
Diagnosis 3 (Confrmed): Grade TI/VE lefl apical systolic murmur

E B6 | a 2 year old male intact German Shepherd, was presented to thei B6 ion

2/13/18 for recheck evaluation of his dilated cardiemyopathy and congestive heart failure.

i B6 iinitially presented to the Emergency Service oni__Be__for lethargy and was diagnosed with DCM
and congestive heart failure. For the past few weeks,! B8 thas had a decreased appetite. He is eating

Lol

approximately 2/3 of his normal amount and olten needs to be coaxed 10 eat or hand fed.

He has been limping on his left hindlimb for the past few weeks as well, He has been miklly activity
restricted but has appeared lethargic and less interested in playing during this time period as well. Today
he appeared more lethargic than usual, and his abdomen appeared distended.

Chiel Complaint He is breathing normally at home, and his resling respiratory rales vary between 28-36 breaths per minute
and History: Recently he has a mild increase in respiratory effort. Ie has had no recent episodes of coughing,
sneezing, vomiting or diarrhea.

He had bloed work performed at his primary care veterinarian on 2/7 fo evaluate his kidney function. His

creatinine was normal;  B6 and his BUN was mildly elevated (BUN{ B J. Lis potassium

was also mildly elevated{___B6 ___i His complete blood count was wiremarkable,

Current medications:

B6

Case Numberii BG Page 1 of 3
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On physical exam, i B6 iwas somewhat anxious but alert and responsive. He had a mildly elevated heart
rate (110-130 bpm) and was panting with a mildly increassd respiratory effort. Thoracic auscultation
revealed normal bronchovesicular sounds bilaterally. No crackles or wheezes were noted. He had a grade

C]ini'cal HI/VI left apical systolic heart murmur. A local musical systolic munmur was heard craniov entrally on the

Examination: left. No gallop was auscultated today. Femoral pulses were fair and synchronous with his heartbeal, His
abdomen was slightly tense but non-painful on palpation. He had a palpable fluid wave His caudal
abdomen was distended. He weighed 40.2 kg with a body condition score of 3/9 (ideal 4-5/9) and mild
epaxial muscle atrophy. The remainder of the physical exam was unremarkable,
Procedure 1. AFAST

sedures:
Procedures Procedure 2: TFAST
A ATFAST & TFAST:
Diagnostics, ibdomen an chest were performed to look for effusion (free fluid).

Treatments and

icaudal abdomen surrounding his bladder and a smaller

Progress: amount of fluid was appreciated cranially between his liver lobes and intestinal loops. No effusion was
noted in his chest cavity or in his pericardium.
performed. We will also be increasing the doses of his| B6 o
Assessment: better control his clinical signs of right-sided heart faillfe
At this time, there 15 no evidence ol left-sided heast [ailure. His lung sounds were clear and no obvious
fluid or evidence of conselidation was noted on his TFAST. Please continue to monitor P Fespiratory
rate and effort at home. If either increase, please have! Bg kevaluated by a veterinarian and repeat
thoracic radiographs may be indicated at that time.
MONITORING: .
Please continue to m_?_g_i_tor{_____B__@____E1'cspjralory rate and effort at home as well as his general attitude.
Please contact| or your local veterinarian if you notice any lethargy, decreased appetite, collapse,
coughing, exercise intolerance, a distended abdomen or anything else abnormat.
MEDICATIONS:
We would like to adjust! B6_imedications to better control his right-sided heart failure. Please see the
medication section below for these changes.
Recommendations: BLOODWORK:

Flease recheck | ibloodwork (rena} values) 5-7 days afler increasing his medications. The results can
be faxed or emailed to the Cardiology service. We have sent home our Cardiology group contact
infonmation.

FOLLOW-UP:
Please bring! B6_!to your primary care veterinarian to have the fluid in his abdomen removed v

abdommocentesis as soon as possible. Please contact! B Lo let her know how much (Tuid was

In compiiance with state and risk management guidelines, afl Pharmacy items, including drugs,
fiuid therapy, nutritional products und food are non-returnable. This policy is o profect your
pet from receiving items that may have been iampered with or improperly used. The exception
te this pelicy is pet foods that display a manufacturer's warranty.

For drug related questions pleasc call the pharmacy atl B6 !

Case Number|

B6 : Page 2 of 3
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Drugs:

) Quantily . o
Drug Dispensed Dosage Instructions
o _ *DOSE INCREASE* Give T & 1/2 tablet
& . by mouth three times per day.
.. *DOSE INCREASE* Give | tablet by
& ; mouth three times per day.
i iB8 :
i oimg ' Give 1/2 tablet by mouth ance daily.
T *DOSE INCREASE* Give | & 1/2 tablet
i & ; by mouth twice daily.

Comments_for

B6 |

Discharge
Instructions;
Clinician and
Finalize Date:

Case Num beri

Please help us help dogs. Please complete our survey al:é
All dogs, whether diabetic or not, are encoliFaged 16 pariicipate.

B6

B6

Pape 3 of 3
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Case Number:
Patient:{ B6 '

CANINE, CERSAN SHEPHE, RD Bﬂnzl B6 i ﬂ'IALE, Castrated

Owner:! B6 a

Prlmaay Vot:i B6 i
Primary Clinician: | B6

Supervising Clinician: ! B6 ;

Service: CARDIOLOGY _

Admission Date: ¢ B6 i

Weight: 39.200 kg(s)

B6

Thank you for using B6 ins your referral center. As a referral report for your information
and records, here ar ¢ the instructions given te your client at the time the patient was discharged from The B6 i
; B6 ]
Diagnosis 1 (Confirmed): Dilated Cardiomyopathy (DCM)
Diagnoses: Diagnosis 2 (Confirmed): Congestive heart failure - pulmonary edema and peritoneal effusion

Diagnosis 3 (Confirmed): Grade 1T-II/VI Lefi Apical Systolic Murmur and gallop

Chicf Complaint

and Iistory:

bervme on{ B6 for a C'trdmlogy consultatmn

where Lhﬂmcw rﬁd;ographs rev ualud C'udlom egaly and Eung !Hflltl‘atu B_iood Work (com picte blood count

serum chemistry, SNAP Dx} at this time was within normal limits, -__§§__ iwas started on! " Be____itwice
datly.

: B6 iwas a previcusly healthy dog with no significant medical history. He was adopted as a puppy from
a hoarder/brecder situation. He receives monthly heartworm and flea/tick preventative and a history of
Anaplasma exposure {currently negative). ITe eals Zignature kangarco dry food. I{e had boen fed a
Zignature diet consisting of mostly fish protein, however this was switched because of vomiting that
resolved after his diet was switched.

Clinical

Examination:

was panlmg W 1th a mlldly mcrcach ru;plmtory LffC)I‘L Thommc auscultation rcvualcd muﬁ']n,d hcrzn
sounds and mildly increased bronchovesicular sounds bilaterally. He had a persistent gallop heard on the
left along with a grade IT-IT1/V] lefi apical systolic heart murmur. A focal musical systolic murmur was
heard cranioventrally on the left. Femoral pulses were weak bul synchronous with his hearibeat.
Abdominal palpation revealed mild abdominal distention, however no [luid wave was appreciated, His
abdomen overall was soft and non-painful. He weighed 39.2 kgs with a body condition score of 3/9 (ideal
1s 4-5/9) and mild muscle atrophy. The rest of the physical exam was unremarkable,

Case Number |

B6 : Page 1 of 4
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Procedure 1: Echocardiogram

Procedure 2: Thoracic Radiographs

Procedure 3: Blood Taurine Levels

Procedure 4: Cardiac Troponin | Levels

Procedurs 5. Complete blood count and chemistry panel
Procedure 6: Electrocardiogram (BCG)

Procedures:

NON-INVASIVE BLOOD PRESSURE
Within normal hmits at 140mmHg.

TFAST EMERGENCY THORACIC ULTRASOUND
All cardiac chambers showed dilation. The ratio of the left atrium to the sorta, a way to assess atrial
enlargement, was increased at 2.5:1. No pericardiai effusion was seen.

AFAST ABDOMINAL ULTRASOUIND
Peritoneal cffusion was seen on brief abdominal ultrascund.

C z\Rl’)IDLO(_"r'hf' PIIYSICAL EXAMINATION

‘Be__continued to be bright, alen, and responsive.

A left-sided grad.e H-IIL/VI apical musical murmur with lefi-sided gallop was auscultated. Femoral puise
were weak and synchronous.

ECHOCARDIOG RAM

1mpfurcd qysto%;(, iunctlon (commct]]]ty) ol {hc iL,l"t vcntnc]e Both dtrloventnculat valves (mlqu and
tricuspid) showed regurgitation of blood.
Diagnostics,

Treatments and T ORACIL RADIOGRAPHS

Progress: __§§___ was given an intramuscular injection ofi | B6 ___ito decrease his stress level and facilitate
obtaining chest x-rays. Significant cardiac enlargement was seen with a mild bronchointerstitial pattern in
the caudodorsal lung field, which typically signifies pulmenary edema, or fluid in the lungs. secondary to

heart disease {congestive heart failure),

BCG ﬁhowed S1AuS rhythm with an average heazt rate of 140 bpm. His QRS complexes were wide
consistent with aberrant ventricular conduction.

PENDING BLOODWORK:

Bloed was drawn and submitted for Taurine, blood chemistry and complete blood count, and Treponin (an
acute marker of heart damage) levels. These results are pending and we will contact you as soon as the
results are available.

PRO(JRLS‘)

'echo showed poor cardiac contractility and significant dilation of all four heart chambers, Possible
causes of the decreased heart muscle contractility (systolic function) include dietary taurine deficiency (an
amino acid required for the development and function of the heart muscle), myocarditis (heart
mnflammaticn), hypothyroidism (an endocrine disease of the thyroid gland), and idioputhic {primary heart
muscle disease) ditated car chomyop athy (DCl\/D There is also significant milral and tricuspid
ruburé,uduon whlch we :,u‘:pu,t 1s ocourTing seconddr_y to his cardiac L}ldmbur dlla‘uon We th(, a

Case Numberi B6 i Page 2 of 4
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Unfortunatdy no drugs have prov en c{'fective n cithu preventing, or elowinf, progres%ion ofDL M. When

Assessment: | 7 T REY L0 VAL WER MR AT e SRR, LA AL 2D
long, Lu’rn health at this time. Possible suquclau o DCM mcludt, waorsening of congestive heart failure and

arrhythmias due to the stretching and remodeling of heart tissue, syncope or fainting, or even sudden
death.

We are ‘;t'lrimm _________ ion medications to contrel his congestive heart faihare. At this time, we suspect that
he is in both left and right sided congestive heart failure. The left sided congestive heart failure results in
fluid aceumulation within the lung tissue, and right sided congestive heart failure can cause ascites or

possibly fluid around the lung tissue. Our goal fori 86 s to control this fluid accumulation and make him
as comfortable as possible.

Please see the handouts on Dilated Cardiomyopathy, Congestive Heart Failure, and Monitoring
Respiratory Rate that have been provided today.

MONITORING:

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

evaluated iImm cdﬂte]y atthe clos:ﬁt emergency hoquﬂ

2. Gcncrai' Monitor for any lethargy, collapse, exercise intolerance, coughing, or decreased appetite.
Contacti i or your local veterinarian if you notice any of these signs.

MEDICATIONS
Treatment of DCM centers on climinating signs of congestive heart failure and improving contractility
with the following drugs:

Recommendations:

Case Number! B6 ; Page 3 of 4
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FOLLOW-UP
Please schedule a follow-up appointment in 5-7 days. You can do this by calling the appointment desk or
e-mailingi  B6 !
We have provided you with a lot of information today. Please feel free to contact us by phone or e-mait if
you have any questions or concems.
In compliance with state and risk management guidelines, all Pharmacy items, including drugs,
fluid therapy, nutritional products and food are non-returnable. This policy is to protect vour
pet from receiving flems that may have been tampered with or improperly used. The exception
to this policy is pet foods that display a manulacturer's warranty,
For drug related questions please call the pharmacy a’stirL _______________________ L
. Quaniity o ; N )
Dirug Dispensed Diosage Instructions
: iomg . . .
50 tablets ; ot . Give one tablet by mouth twice daily.
Drugs: 1 ) : :
30 tablets L‘Z  Give 1/2 tablet by mouth once daily.
X B6 : } ]
o - Please give 1 and 1/2 tablet by mouth three
‘i times daily for three days, then give 1 and 1/2
o tablet by mouth twice daily therealter,
. 90 tablets ng ?I;asc give | and 1/2 tablets by mouth once
3 ets : danly.
; Please give 1.5 prams by mauth twice daily
. with food,
Comunernts for TS i _ o _ Iy
i B6 i i B6 iis a very sweet and well-behaved boy. Thank you for entrusting us with his care.
Discharge
Instructions:
Clinician and
FFinalize Date:
Please help us help dogs. Please complete our survey at: | B6 :

All dogs, whether diabetic or nol, are encouraged To parficipale,

Case Number | B6 : Page 4 ol 4
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10/26/2017
10/26/2017

10/26/2017
10/26/2017

B6

" 08/24/2018

and cardiology consultation

B6

Service

RX#: 23949 |
Expires On: 10/2

B6

Give 6.5 tablet(s) orally 2 time(s) a day (every12hours) until gone. Start now.

Service
THI

E Senior Wellness w/ Accuplex

A-Referral Directory Cardiology

QTY: 50
QTY: 50

QTY: 1

Provider: Dr

Provider: Dr B 6

Provider: Dr

ealth, please cai

B6

B6

Page 15 of 15
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Peloquin, Sarah

Sent: 11/1/2018 6:30:21 PM

Subject: FW.: Taurine result - | B6
Attachments: T_23316.jpg

Hi Sarah,

Clearly high enough taurine now! We will recheck an echo soon.
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist' ™
Professor

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

www.petfoodology.org
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Patient Mame!__B6_ | s Weight: P B 6
Species: Caning Age 3 Years
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;é B6

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

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

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

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

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

Below is the summary of the report:

EON Key: EON-367839

ICSR #: 2055788

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

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

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

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055788

Product Group: Pet Food

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

Description: Murmur identified by RDVM 7/17/18. Asymptomatic. DCM diagnosed 10/4/18. Has been eating

FDA-CVM-FOIA-2019-1704-016489



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

and eggs. I have also discovered that all of her treats have been produced by Acana. One is labeled as macarel
and greens, another is poultry and monkfish, and the last is lamb, liver, and tripe. I should be able to get some
records from our local pet store as they have a rewards program we are part of and all of our purchases from the
last three years are on our account.

Submission Type: Initial

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

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number Best By

Product Name or ID Date

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

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

{USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-367839

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&issueType=12&
1ssueld=384761

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-367839
2055788

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

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

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date:

_ Murmur identified by RDVM 7/17/18 Asymptomatic. DCM diaghosed 10/4/18

. anhd tripe. | should be able to get some records from our local pet store as they

Has been eating Acana diet Owner IS happy o talk to DA and to provide more

...........

starters that- B6 -Was put ona Fromm diet from July of 201 5 thru about March
of 2016, SincETHAY period, she has been eating only Acana Heritage formula dog
_food This contains '0% grain, potato. gluten meat by products. and plant protein
concentrates as listed on their label. She has had a variety of flavors from this

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

have a rewards program we are part of and all of our purchases from the last
three years are on our account.

10/04/2018

No

Stable

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use

Information:

Manufacturer
[Distributor Information:

Purchase | ocation

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

Pet Food

BAG

Description: Owher can provide more details

Information:

Animal Information: e

Type Of Species:

Type Of Breed:
Gender:
Reproductive Status:
Weight:

Age:i

Assessment of Prior

Health:

Number of Animals

Giyen the Product;

Number of Animals

Reacted:
Owner Information:

FOUO- For Official Use Only

Dog

Great Dane

Female

Neutered

42.2 Kilogram

B6: Years

Excellent

1

1

Owner Yes
Information
provided:

Contact: Name:

B6

Phone:

Email:
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Client: B 6

Patient:

Vitals Results

10/4/2018 2:50:15 PM
10/4/2018 3:33:56 PM

Patient History

Weight (kg)

Sedation

B6

07/17/2018 03:46 PM

09/07/2018 04:46 PM

10/04/2018 02:28 PM
10/04/2018 02:33 PM
10/04/2018 02:49 PM
10/04/2018 02:49 PM
10/04/2018 02:50 PM
10/04/2018 02:50 PM
10/04/2018 02:59 PM

10/04/2018 03:33 PM

10/04/2018 03:34 PM
10/04/2018 04:08 PM
10/04/2018 04:08 PM
10/04/2018 04:10 PM
10/04/2018 04:10 PM
10/04/2018 04:11 PM
10/04/2018 04:13 PM

Appointment
Appointment

UserForm
UserForm
Purchase
Purchase
Vitals
Treatment
UserForm

Vitals

Purchase
Purchase
Purchase
Prescription
Purchase
Purchase
Purchase
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