From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6cal2eaa9348959a4cbb1e829af244-Jennifer. Jo>

To: 'Darcy Adin'; Freeman, Lisa; Joshua A Stern; Fries, Ryan C;: B6
CcC: Rotstein, Dawd Norris, Anne; DelLancey, Siobhan; Ceric, Olglca

Sent: 4/20/2018 5:18:50 PM

Subject: RE: hold-call with Dr. Adin re: DCM cases

Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue
and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to
report a pet food report can be found at: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem
/uecm182403.htm. The complaint can be submitted through the Safety Reporting Portal:
https.//www.safetyreporting.hhs.gov. You can attach documents already created that compile your case data.
We will review the data and may contact you for possible follow-up.

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not
dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that
dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint
for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network
procedures that describe how we operate. | also included a version for animal owners.

Please email or call me with any questions. Thank you again for your time and expertise,
Jen

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

WS, FOO & DRUG
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Thursday, April 19, 2018 11:00 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <Jstern@ucdaV|s edu>; Fries, Ryan C
<rfries@illinois.edu>;; B6 o B6

Jones, Jennifer L <JenniterJones@ida Khs govs B

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: Fwd: hold-call with Dr. Adin re: DCM cases

Dear Dr. Jones,

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy.

Drs.i B6 | Freeman,) B6 Fries and Stern - the call details are in the forwarded email below.

Just a brief introduction for the FDA group:

i B6
Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med

B6
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Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med

Thank you everyone for making time in your schedule! I am looking forward to this.

Sincerely,
Darcy Adin

---------- Forwarded message ----------

From: Jones, Jennifer L <Jennifer.Jones(fda.hhs.gov>

Date: Thu, Apr 19, 2018 at 7:16 AM

Subject: hold-call with Dr. Adin re: DCM cases

To: "Rotstein, David" <David.Rotstein@@ftda.hhs.gov>, "Norris, Anne" <Anne.Norris@@fda.hhs.gov>, "DeLancey,
Siobhan" <Siobhan.Delancey(@fda.hhs.gov>, Darcy Adin <dbadin@@ncsu.edu>

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

Join WebEx meeting

Meeting humber (access code): B6
Meeting password: B6

Join by phone
+1-210-795-0506 US Toll
+1-877-465-7975 US Toll Free

Global call-in numbers | Toll-free calling restrictions

-

Can't join the meeting?

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

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

not join the session.

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

NC State Veterinary Hospital

1060 William Moore Drive

FDA-CVM-FOIA-2019-1704-004912



Raleigh, NC 27607
919-513-6032
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4 % ~ Network Procedures for Veterinary Laboratory Investigation
A and Response Network Case Investigations

Network Procedures for Veterinarians

1. Introduction

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

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

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

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

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

2. Case Background — Consumer complaint

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

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

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

2.1.3 Vet-LIRN partner laboratories.

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

Network Procedures for Veterinarians Version-08 Page 1 of 6
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4 % ~ Network Procedures for Veterinary Laboratory Investigation
] /’\/ - and Response Network Case Investigations

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

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

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

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

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

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

4. Case history

4.1 A complete medical history is essential,

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

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

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

42 Vet-LIRN Case Numbers:

42.1 Include Vet-LIRN case number in all correspondence.

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

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

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

Network Procedures for Veterinarians Version-08 Page 2 of 6
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4 % ~ Network Procedures for Veterinary Laboratory Investigation
] /’\/ - and Response Network Case Investigations

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

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

S. Services Requested by VPO

5.1 Services typically tests will fall into 3 categories:

5.1.1 Office Examination
5.1.2 Clinical laboratory samples
5.1.3 Pathology

5.2 Office Examination:

52.1 To evaluate the current status of the patient.

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

5.3 Clinical Laboratory Samples:

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

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

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

5.4 Pathology:

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

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

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

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

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

Network Procedures for Veterinarians Version-08 Page 3 of 6
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4 % ~ Network Procedures for Veterinary Laboratory Investigation
] /’\/ - and Response Network Case Investigations

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

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

5.5 Toxicology:

5.5.1 Freeze and hold tissues if there is any indication that a toxic substance may be
involved:

5.5.1.1 brain (for organophosphates and carbamates),
5.5.1.2 eyes, liver, kidney, brain, stomach content, fat,
5.5.1.3 if available, serum, EDTA blood, urine.

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

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

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

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

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

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

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

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

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

Network Procedures for Veterinarians Version-08 Page 4 of 6
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4 % ~ Network Procedures for Veterinary Laboratory Investigation
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7. Sample types that Vet-LIRN may request from the Veterinarian
7.1 Entire bodies (fresh or frozen)

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

7.4 Food samples (open bag products from home)

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

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

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

9. Communications with Owners
9.1 General:

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

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

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

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

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

Network Procedures for Veterinarians Version-08 Page 5 of 6
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10. Billing
10.1 Vet-LIRN VPO can only pay for services which were requested and approved by VPO.
Vet-LLIRN cannot pay for treatment, or for diagnostic testing outside of the scope of the
investigation.

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

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

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

10.2.3 Approved Purchase Request is required prior to beginning service.

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

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

Network Procedures for Veterinarians Version-08 Page 6 of 6
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Network Procedures for Owners

The purpose of this Network Procedure is to help you, the owner, understand how the
Veterinary Laboratory Investigation and Response Network (Vet-LIRN) Program
Office conducts case investigations (follow up to consumer complaints).

The following items are explained below:
General Introduction

Billing

Step by Step Process

Types of Services and Tests

[ )
[ ]
[ )
[ ]
1. General Introduction:

1.1. What is the goal of the case investigation?

The goal of the case investigation is to determine if the product is causing your pet’s
illness. Our case investigation MAY NOT provide a definitive diagnosis for your
pet’s illness, although we may rule out several other potential reasons for your pet’s
illness.

1.2. What is the focus of a case investigation?

Most case investigations focus on diagnostic samples (such as blood, urine or tissue
from the pet), although we occasionally request and test pet food samples.

1.3. What is my veterinarian’s role during the case investigation?
Your veterinarian helps our investigation into FDA- regulated products by providing

information about your pet’s medical history and by obtaining any diagnostic
samples like blood, urine or tissue.

1.4. What will Vet-LIRN ask of me during a case investigation?

We may ask that your veterinarian perform certain tests or services or provide
diagnostic samples to FDA or a Vet-LIRN cooperating laboratory.

Network procedures for owners Version-05 Page 1 of4
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1.5. Will Vet-LIRN pay for tests or services requested?

Yes, we will pay veterinarians or laboratories for fests or services requested by Vet-
LIRN and approved through our government purchasing system. We cannot,
however, reimburse owners for tests already performed or not specifically requested
by Vet-LIRN. We recommend that you discuss with your veterinarian which tests
and services will be billed to you and which will be covered by Vet-LIRN. For
instance, Vet-LIRN may request that your veterinarian perform a urinalysis on your
pet while he or she is hospitalized. Vet-LIRN will pay for the collection and testing
of the sample, but would not cover the cost of your pet’s stay in the hospital.

1.6. Is the information received in the consumer complaint confidential?

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

2. Billing:

2.1. Will Vet-LIRN pay for bills related to the case investigation?
Vet-LIRN will cover the cost of services and testing that we specifically request.
You should understand that Vet-LIRN CANNOT reimburse owners for any

veterinary bills. Services MUST be pre-authorized and paid directly to the
veterinarian.

2.2. Will Vet-LIRN pay for testing that was not requested by Vet-LIRN?

No, we will only pay for testing that we request and authorize.

2.3. Will Vet-LIRN pay for treatments or private cremation?

No, we cannot pay for treatment or cremation.

Network procedures for owners Version-05 Page 2 of 4
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2.4. If 1 allow my veterinarian to submit my pet’s body for testing, will I be
able to have back his or her remains?

Each Vet-LIRN member laboratory has its own procedures for handling remains.
Some Vet-LIRN member laboratories offer private cremation services for a fee
payable directly to the laboratory. We advise you to discuss directly with the
member laboratory the possibilities and costs for obtaining your pet’s remains after
examination are complete.

3. Step by Step Process:

Vet-LIRN will do the following during a case investigation:

3.1. Assign a case number which MUST be included in all correspondences

3.2. Discuss the case with you and your veterinarian

3.3. Request medical records from your veterinarian

3.4. Coordinate with your veterinarian and you to obtain and submit samples for
testing

3.5. Provide results to your veterinarian who will discuss the results with you.

Vet-LIRN requests that:

3.6. Any follow-up veterinary visits related to the investigation are reported to Vet-
LIRN

3.7. Additional laboratory reports are reported to Vet-LIRN by your veterinarian.

4. Types of Services and Tests:

4.1. What may a veterinary examination include once the case investigation is
started?

A veterinary examination may include:

e an office visit and physical examination to assess your animals current
health
e collection of clinical samples from your animal (blood, urine, feces).

4.2. Will your animal be tested more than once?

Network procedures for owners Version-05 Page 3 of 4
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It is possible that Vet-LIRN may request additional tests or examinations
depending on results from initial testing.

4.3. Will Vet-LIRN need to conduct a necropsy in the event of an animal
death?

Yes, if you are willing, we may request that your veterinarian or another Vet-
LIRN cooperating laboratory to conduct a necropsy to collect samples for
testing. The samples collected may be tested right away or may be held for
future testing or archiving. If the veterinarian completes the necropsy then the
remains will be handled according the veterinarians normal procedures. If a
Vet-LIRN cooperative laboratory completes the necropsy the remains are
usually disposed of by that laboratory. Vet-LIRN cannot pay for private
cremation. You are welcome to discuss normal procedures with the laboratory.

4.4. Will Vet-LIRN ask for a food sample?

Our main focus is on testing diagnostic tissue or fluid samples from the animal,
but we may need to test the food. Please hold all food samples once the
consumer complaint is submitted. If needed, we will make arrangements to
collect the food.

4.5. What are some general tests that Vet-LIRN may request?

General tests that we may request include, but are not limited to:
e Hematology
e Microbial cultures
e Urinalysis
e Fecal examination
e Necropsy/Histology/Toxicology

4.6. Will I get results from Vet-LIRN requested tests?

Results of testing on your animal’s diagnostic tissue or fluid samples will be
forwarded to your veterinarian who will be asked to share the results with you.

Network procedures for owners Version-05 Page 4 of 4
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Rotstein, David; Jones, Jennifer L
Sent: 4/30/2018 8:15:16 PM
Subject: RE: DCM cases - proposed diet history

Thanks — on my list for tomorrow morning to have a read — the day has flown by. The good news — they
reinstalled SAS and JMP today, so baby steps...

From: Rotstein, David

Sent: Friday, April 27, 2018 9:00 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Fwd: DCM cases - proposed diet history

Lee Anne,

Thought you would be interested and could provide any comments/suggestions

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

Date: April 27,2018 at 7:27:27 PM EDT

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>, Darcy Adin <dbad1n(Dncsu edu>, Joshua A Stern
<stern@ucdavis.edu>, Fries, Ryan C <rfries(@illinois.edu> B6

i B6 i

Cc: Rotstein, David <David Rotstein@fda.hhs.gov>, Norris, Anne <Anne Norris@tda.hhs.gov>, DeLancey,
Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>

Subject: DCM cases - proposed diet history

Hi everyone

I'm attaching a proposed diet history form. | met with our cardiology group yesterday: BS
B5

Dlease lof me know if volLhave . anv.comments. = B5

B5

Our group also discussed a B5

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

FDA-CVM-FOIA-2019-1704-004924
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From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]

Sent: Friday, April 20, 2018 3:50 PM

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>;

B6

B6

CETRGSEN, David <Uavid Rotstén@itda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey,

Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Importance: High

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints,

you can just email me a spreadsheet with the data.

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

U.S. FOOD & ORUG - mim_.
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From: Jones, Jennifer L
Sent: Friday, April 20, 2018 1:1¢ PM

To: 'Darcy Adin' <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern

B6

<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>; i

B6

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,

Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue
and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to
report a pet food report can be found at: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem

/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal:
https.//www.safetyreporting.hhs.gov. You can attach documents already created that compile your case data.

We will review the data and may contact you for possible follow-up.

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not
dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that
dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint
for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network
procedures that describe how we operate. | also included a version for animal owners.

Please email or call me with any questions. Thank you again for your time and expertise,

Jen

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

{ u.s. FoOD & DRUG w@mm
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From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Thursday, April 19, 2018 11:00 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C

FDA-CVM-FOIA-2019-1704-004925



<rfries@illinois.edu>;| B6

Jones, Jennifer L <Jénnifer.Jones@fda.hhs.qov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: Fwd: hold-call with Dr. Adin re: DCM cases

Dear Dr. Jones,

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy.

Just a brief introduction for the FDA group:

B6

Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med

B6

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med

Thank you everyone for making time in your schedule! I am looking forward to this.

Sincerely,
Darcy Adin

---------- Forwarded message ----------

From: Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>
Date: Thu, Apr 19, 2018 at 7:16 AM

Subject: hold-call with Dr. Adin re: DCM cases

To: "Rotstein, David" <David.Rotstein@ftda. hhs.gov>, "Norris, Anne" <Anne Norris@@fda.hhs.gov>, "DeLancey,

Siobhan" <Siobhan.Delancey(@fda.hhs.gov>, Darcy Adin <dbadin{@ncsu.edu>

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

Join WebEx meeting

Join by phone
+1-210-795-0506 US Toll
+1-877-465-7975 US Toll Free

Global call-in numbers | Toll-free calling restrictions
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Can't join the meeting?

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

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

not join the session.

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: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Rotstein, David; Jones, Jennifer L
Sent: 5/1/2018 1:38:39 PM
Subject: RE: DCM cases - proposed diet history

Thanks — this is a great dietary history. My only comments:

Thanks for the opportunity to comment!

Lee Anne

From: Rotstein, David

Sent: Friday, April 27, 2018 9:00 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Fwd: DCM cases - proposed diet history

Lee Anne,

Thought you would be interested and could provide any comments/suggestions

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

Date: April 27, 2018 at 7:27:27 PM EDT

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>, Darcy Adin <dbad1n(bncsu edu>, Joshua A Stern
<stern(@ucdavis.edu>, Fries, Ryan C <rfries@illinois.edu> B6

i B6 ’

Ce: Rotstein, David <David.Rotstein(@fda.hhs.gov>, Norris, Anne <Anne.Norris@fda.hhs. gov>, DelLancey,
Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda.hhs. gov>

Subject: DCM cases - proposed diet history

Hi everyone
I'm attaching a proposed diet history form. | met with our cardiology group yesterday: B5
Please let me know if you have any comments - B5
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--Qur.aroun_also discussed B5

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www. petfoodology.org

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]

Sent: Friday, April 20, 2018 3:50 PM

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <Lisa.Freeman@tufts.edu>; Joshua A Stern

<jstern@ucdavis.edu>: Fries, Ryan C <rfries@i||inois.edu>;; B6 4
i B6 E

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Importance: High

My apologies for the repeat email. After further internal discussion, in lieu of submitting Consumer Complaints,
you can just email me a spreadsheet with the data.

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

W5, FOOLY & DRUG

s 3 T LG T AT 0

o ,@ -

From: Jones, Jennifer L

Sent: Friday, April 20, 2018 1:19 PM

To: 'Darcy Adin' <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu>: Joshua A Stern
<jstern@ucdavis.edu>; Fries, Ryan C <rfries@illinois.edu>; B6

; B6 i

Ces Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>

Subject: RE: hold-call with Dr. Adin re: DCM cases

Thank you again for joining us on the call and providing the information about your cases. To help us catalogue
and potentially act on these adverse events, please file an official consumer complaint. Instructions on how to
report a pet food report can be found at: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem
/ucm182403.htm. The complaint can be submitted through the Safety Reporting Portal:
https.//www.safetyreporting.hhs.gov. You can attach documents already created that compile your case data.
We will review the data and may contact you for possible follow-up.

In the meantime, if you have a dog with DCM on a grain free diet that dies or is euthanized, please do not
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dispose of the animal’s body or any remaining food. Please submit an individual consumer complaint for that
dog, and mention that you have been instructed to submit the report by Vet-LIRN. We will review the complaint
for potential follow-up and may be able to offer a necropsy. | attached a copy of our Vet-LIRN network
procedures that describe how we operate. | also included a version for animal owners.

Please email or call me with any questions. Thank you again for your time and expertise,
Jen

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

| AT A Y ARTAE )

From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Thursday, April 19, 2018 11:00 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>; Fries, Ryan C
<rfries@illinois.edu>; B6 '
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: Fwd: hold-call with Dr. Adin re: DCM cases

Dear Dr. Jones,

We are all able to meet tomorrow, Friday April 20th at 11 am EST to discuss our clinical observations and
concerns surrounding a potential relationship between grain-free canine diets and Dilated Cardiomyopathy.

Drs: B6 Freeman,i B6 | Fries and Stern - the call details are in the forwarded email below.

Just a brief introduction for the FDA group:

B6

| Dr. Lisa Freeman is a Professor of Clinical Nutrition at Tufts University, College of Vet Med

B6

Dr. Ryan Fries is a Clinical Assistant Professor of Cardiology at Illinois, College of Vet Med
Dr. Josh Stern is an Associate Professor of Cardiology at UC Davis, College of Vet Med

Thank you everyone for making time in your schedule! I am looking forward to this.

Sincerely,
Darcy Adin

---------- Forwarded message ----------

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

Date: Thu, Apr 19, 2018 at 7:16 AM

Subject: hold-call with Dr. Adin re: DCM cases

To: "Rotstein, David" <David.Rotstein@ftda hhs.gov>, "Norris, Anne" <Anne Norris@@fda.hhs.gov>, "DeLancey,
Siobhan" <Siobhan.Delancey(@tda. hhs.gov>, Darcy Adin <dbadin@ncsu.edu>
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-- Do not delete or change any of the following text. --

Meeting passworgd B6

Join by phone
+1-210-795-0506 US Toll
+1-877-465-7975 US Toll Free

Global call-in numbers | Toll-free calling restrictions

-

Can't join the meeting?

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

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

not join the session.

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:

To:
Sent:
Subject:

Attachments:

Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53BE6C45A39318A596 ACEA7C53-
LPALMER>

Jones, Jennifer L; Rotstein, David; Carey, Lauren

5/7/2018 6:07:39 PM

Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx
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Ingredient listing by Atypical vs Typical Breed for Canine DCM

Typical vs Atypical

Atypical Typical
Ingredient N %ofTotal N % of Total
Folic Acid 35 245% 4 0.28%
Biotin 31 2.17% 4 0.28%
Peas 31 217% 4 0.28%
Pyridoxine hydrochloride 31 2.17% 4 0.28%
Thiamine mononitrate 31 2.17% 4 0.28%
Vitamin E Supplement 31 2.17% 4 0.28%
Niacin supplement 31 2.17% 3 0.21%
Vitamin B12 Supplement 29 2.03% 4 0.28%
Vitamin D3 Supplement 29 2.03% 4 0.28%
Natural Flavor 27 1.89% 4 0.28%
Copper proteinate 26 1.82% 3 0.21%
Manganese proteinate 26 1.82% 3 0.21%
Flaxseed 26 1.82% 2 0.14%
Calcium iodate 23 1.61% 4 0.28%
Iron Proteinate 24 1.68% 3 0.21%
Riboflavin Supplement 22 1.54% 4 0.28%
Salt 22 154% 4 0.28%
Calcium carbonate 20 1.40% 4 0.28%
Choline chloride 20 1.40% 4 0.28%
Zinc Proteinate 21 1.47% 3 0.21%
Vitamin A Supplement 20 1.40% 3 0.21%
Potassium Chloride 17 1.19% 4 0.28%
Sodium Selenite 18 1.26% 3 0.21%
Sunflower oil 20 1.40% 1 0.07%
Calcium pantothenate 17 1.19% 1 0.07%
Rosemary extract 16 1.12% 2 0.14%
Chickpeas 16 1.12% 1 0.07%
Green lentils 16 1.12% 1 0.07%
Pea Protein 13 0.91% 4 0.28%
Red lentils 16 1.12% 1 0.07%
d-Calcium pantothenate 14 0.98% 3 0.21%
Kangaroo 14 0.98% 1 0.07%
Pea Fiber 13 0.91% 1 0.07%
Probiotics 13 0.91% 1 0.07%
Dicalcium Phosphate 12 0.84% 1 0.07%
Yucca schidigera extract 10 0.70% 3 0.21%
Alfalfa Meal 10 0.70% 2 0.14%
Mixed Tocopherols 10 0.70% 2 0.14%
Pea Flour 11 0.77% 1 0.07%
Beta Carotene 11 0.77% 0 0.00%
Betaine Hydrochloride 11 0.77% 0 0.00%
Copper sulfate 8 0.56% 3 0.21%
DL-methionine 11 0.77% 0 0.00%
Ferrous sulfate 8 0.56% 3 0.21%
Lactic acid 8 0.56% 3 0.21%
Zinc Sulfate 10 0.70% 1 0.07%
Sweet potatoes 8 0.56% 2 0.14%
Taurine 7 0.49% 3 0.21%

N
29
35
55
35
85
35
34
33
35
31
29
29
28
27
27
26
26
24
24
24
23
21
21
21
18
18
1%
17
17
17
17
15
14
14
13
13
12
12
12
11
11
11
11
11
11
11
10
10

All
% of Total
2.73%
2.45%
2.45%
2.45%
2.45%
2.45%
2.38%
2.31%
2.31%
2.17%
2.03%
2.03%
1.96%
1.89%
1.89%
1.82%
1.82%
1.68%
1.68%
1.68%
1.61%
1.47%
1.47%
1.47%
1.26%
1.26%
1.19%
1.19%
1.19%
1.19%
1.19%
1.05%
0.98%
0.98%
0.91%
0.91%
0.84%
0.84%
0.84%
0.77%
0.77%
0.77%
0.77%
0.77%
0.77%
0.77%
0.70%
0.70%
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Ingredient
Cobalt proteinate
Riboflavin supplement
salt

Apples
Blueberries
Carrots
Manganese sulfate
Potato

Potassium lodide
Selenium yeast
Vitamin A Acetate
Cranberries

Dried Tomato Pomace
Kangaroo meal
Manganese Oxide
Salmon Oil
Salmon meal
Spinach

Acetate

Alfalfa

Ascorbic acid
Canola oil

Lamb meal

Lentils

Parsley

Vitamin A

Zinc proteinate
Beta-Carotene
Cheese

Dried Whole Egg
Duck

Duck meal
Minerals

Pumpkin

Salmon

Sorbic Acid
Vitamins

Celery

Chicken fat
Chicken meal

Cobalt Amino Acid Complex
Copper Amino Acid Complex

DL Methionine
Inositol

Iron Amino Acid Complex
L-Ascorbyl-2-Polyphosphate

Lamb
Lettuce

Manganese Amino Acid Complex
Menadione sodium bisulfite complex

Poultry fat

Atypical

N

_, . W WW AW LN WwWwwwwdNsNdhMpowu-_abdDDNDdMDMNMNDMMpDUDNMNDMNUUOUDMNMNUOUDNOWONOUDNONONSNSNO®®NO O OO®

% of Total
0.56%
0.63%
0.63%
0.42%
0.49%
0.56%
0.49%
0.49%
0.49%
0.42%
0.49%
0.35%
0.28%
0.35%
0.28%
0.42%
0.21%
0.42%
0.28%
0.35%
0.35%
0.28%
0.35%
0.35%
0.28%
0.28%
0.35%
0.14%
0.28%
0.28%
0.28%
0.28%
0.28%
0.07%
0.14%
0.28%
0.28%
0.21%
0.21%
0.21%
0.21%
0.21%
0.14%
0.07%
0.21%
0.07%
0.21%
0.21%
0.21%
0.07%
0.07%

Typical vs Atypical

N

MO OO NMNON -2 OO0 OO0 OO ONWOOODOONO 220000, 0WON-"NVN-_2020—-==220-_NOO-=

Typical
% of Total
0.07%
0.00%
0.00%
0.14%
0.07%
0.00%
0.07%
0.07%
0.00%
0.07%
0.00%
0.07%
0.14%
0.07%
0.14%
0.00%
0.21%
0.00%
0.07%
0.00%
0.00%
0.07%
0.00%
0.00%
0.07%
0.07%
0.00%
0.14%
0.00%
0.00%
0.00%
0.00%
0.00%
0.21%
0.14%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.07%
0.14%
0.00%
0.14%
0.00%
0.00%
0.00%
0.14%
0.14%

N
9
9
9
8
8
8
8
8
7
7
i
6
6
6
6
6
6
6
5
5
5
5
5
5
5
5
5
4
4
4
4
4
4
4
4
4
4
3
3
3
3
3
3
3
3
3
3
3
3
3
3

All

% of Total

0.63%
0.63%
0.63%
0.56%
0.56%
0.56%
0.56%
0.56%
0.49%
0.49%
0.49%
0.42%
0.42%
0.42%
0.42%
0.42%
0.42%
0.42%
0.35%
0.35%
0.35%
0.35%
0.35%
0.35%
0.35%
0.35%
0.35%
0.28%
0.28%
0.28%
0.28%
0.28%
0.28%
0.28%
0.28%
0.28%
0.28%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
0.21%
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Ingredient

Turkey meal

Zinc Amino Acid Complex
peas

Beet Pulp

Broccoli

Brown Rice

Caramel calor

Chicken Fat

Chickory Root Extract
Chicory root

Citric acid

Cobalt carbonate
Copper Amino Acid Chelate
Deboned Salmon
Deboned chicken

Dried Kelp

Flaxseed oil

Garbonzo bean

Iron Amino Acid Chelate
L-carnitine

L-lysine

Manganese Amino Acid Chelate
Pomegranate

Pork Fat

Pork Liver

Pork Meat Meal

Rabbit

Rabbit Meal

Tomato pomace
Tomatoes

Venison

Vitamin B12 Lactic Supplement
Watercress

Zinc Amino Acid Chelate
Zinc Oxide

Alfalfa sprouts

Animal digest

Animal fat

Barley

Barley grass

Betaine

Bison

Brewers Rice

Brewers Yeast

Calcium lodate

Calcium phosphate
Cauliflower

Chicken

Chicken cartilage
Chicory Root

Chicory root extract

Atypical

N

— B s B B B el B B o B o IR o IS~ RS o IR o IR no B s BB & o B B o B o I = B o IR wo 169 wo

% of Total
0.21%
0.21%
0.21%
0.14%
0.14%
0.07%
0.07%
0.14%
0.14%
0.07%
0.00%
0.14%
0.07%
0.07%
0.14%
0.07%
0.14%
0.00%
0.07%
0.07%
0.07%
0.07%
0.14%
0.14%
0.14%
0.14%
0.14%
0.14%
0.14%
0.14%
0.14%
0.14%
0.14%
0.07%
0.00%
0.07%
0.07%
0.07%
0.07%
0.00%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%

Typical vs Atypical

N
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Typical
% of Total
0.00%
0.00%
0.00%
0.00%
0.00%
0.07%
0.07%
0.00%
0.00%
0.07%
0.14%
0.00%
0.07%
0.07%
0.00%
0.07%
0.00%
0.14%
0.07%
0.07%
0.07%
0.07%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.07%
0.14%
0.00%
0.00%
0.00%
0.00%
0.07%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%

All
N % of Total
3 0.21%
3 0.21%
3 0.21%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
2 0.14%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
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Typical vs Atypical

Atypical Typical
Ingredient N %ofTotal N % of Total
Cinnamon 1 0.07% 0 0.00%
Cobalt Amino Acid Chelate 1 0.07% 0 0.00%
Corn gluten meal 1 0.07% 0 0.00%
Deboned Beef 1 0.07% 0 0.00%
Deboned Turkey 1 0.07% 0 0.00%
Deboned buffalo 1 0.07% 0 0.00%
Deboned duck 1 0.07% 0 0.00%
Deflourinated Tricalcium Phosphate 1 0.07% 0 0.00%
Dried Seaweed Meal 1 0.07% 0 0.00%
Dried Yeast 0 0.00% 1 0.07%
Dried kelp 1 0.07% 0 0.00%
Duck fat 1 0.07% 0 0.00%
Ergocalciferol 1 0.07% 0 0.00%
Faba Beans 1 0.07% 0 0.00%
Fennel 1 0.07% 0 0.00%
Fish oil 0 0.00% 1 0.07%
Garlic oll 1 0.07% 0 0.00%
Glucosamine hydrochloride 1 0.07% 0 0.00%
Glycerin 1 0.07% 0 0.00%
Green tea extract 1 0.07% 0 0.00%
Guar gum 1 0.07% 0 0.00%
Inulin 1 0.07% 0 0.00%
L-lysine monohydrochloride 1 0.07% 0 0.00%
Manganous oxide 1 0.07% 0 0.00%
Natural Chicken flavor 1 0.07% 0 0.00%
Natural Pork flavor 1 0.07% 0 0.00%
Nicotinic acid 0 0.00% 1 0.07%
Oatmeal 0 0.00% 1 0.07%
Oats 1 0.07% 0 0.00%
Olive ail 1 0.07% 0 0.00%
Papayas 1 0.07% 0 0.00%
Pea flour 1 0.07% 0 0.00%
Peppermint 1 0.07% 0 0.00%
Pheasant 1 0.07% 0 0.00%
Pork fat 1 0.07% 0 0.00%
Pork liver 1 0.07% 0 0.00%
Pork meal 1 0.07% 0 0.00%
Potato protein 1 0.07% 0 0.00%
Potato starch 0 0.00% 1 0.07%
Poultry by-product meal 1 0.07% 0 0.00%
Quail 1 0.07% 0 0.00%
Quinoa 1 0.07% 0 0.00%
Raspberries 1 0.07% 0 0.00%
Rosemary oil 0 0.00% 1 0.07%
Salmon Meal 1 0.07% 0 0.00%
Salmon oil 1 0.07% 0 0.00%
Soybean meal 1 0.07% 0 0.00%
Spearmint extract 1 0.07% 0 0.00%
Sulfur 1 0.07% 0 0.00%
Tapioca 1 0.07% 0 0.00%
Tomato powder 1 0.07% 0 0.00%

N
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1

All
% of Total
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
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Ingredient

Turkey

Turmeric

Vitamin D Supplement
Water for Processing
Whole Grain Corn
Whole Grain Wheat
Wild boar

Yellow squash

Zinc oxide

Zucchini

alfalfa

potatoes

unknown
L-Ascorbyl-2-Polyphosphate
All

1 row has been excluded.

Atypical

N

o [y N N BENY . BN NG o [N

1243

% of Total
0.07%
0.00%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.07%
0.00%

86.98%

Typical vs Atypical

N

=1 O [ O [E& O [& O (& O & O = O

186

Typical

% of Total
0.00%
0.07%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.00%
0.07%
13.02%

All
N % of Total
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1 0.07%
1429 100.00%
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Author: Palmer, Lee Anne
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Page count: 2

Paragraph count: 1525
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Word count: 1739
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Character count (spaces included):

6739
63956
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren
Sent: 5/8/2018 11:09:29 AM
Subject: RE: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

Thank you, Lee Annel! This is great. Here’s the list of product | sent for comparison Cystine, Taurine, and
Methionine Testing. Let me know if you want the full ingredients to do Odds Ratios, etc. As | mentioned
yesterday at OSC council, | listed in the far right column the ingredients in common between the non-GF and GF
diets if the ingredient was more frequent than 14 in the frequency chart you sent. A lot of the nonGF foods also
contained peas (which was surprising), but they were much lower on the ingredient list...

Case D Product Name Type Grains
800.216-sub 2 Grains brown rice, corn, barley
800.215-sub 5 Grains rice, rye flour, brown rice

barley
800.210-sub 1 Grains corn gluten meal, rice, bl
800.194-sub 1 Grains brewers rice, corn gluter

wheat flour
800.240-sub 1 Grains corn, sorghum
800.240-sub 2 Grains corn, sorghum
800.240-sub 3 Grains corn, sorghum, brewers
800.240-sub 4 Grains corn, sorghum,
800.250-sub 1 Grain Free-No Grain FREE

PFRs

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

uii!uuu % U FooD & DRUG
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From: Rotstein, David

Sent: Monday, May 07, 2018 2:42 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Subject: RE: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

Lee Anne,
It was all very helpfull
David Rotstein, DVM, MPVM, Dipl. ACVP

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

From: Palmer, Lee Anne

Sent: Monday, May 07, 2018 2:34 PM

To: Rotstein, David <David. Rotsteingfda. hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda hhs.qgov>; Carey,
Lauren <L auren.Carey@fda.hhs.gov>

Subject: RE: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

And | didn’t really answer the question — B5
i B5 i Sorry about that, was answering the question you didn’t ask!

From: Palmer, Lee Anne

Sent: Monday, May 7, 2018 2:32 PM

To: Rotstein, David <David. Rotstein@fda.hihs.gov>; Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>; Carey,
Lauren <[ auren.Carey@fda.hhs.gov>

Subject: RE: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

So, itis a good question. ! B5

From: Rotstein, David

Sent: Monday, May 7, 2018 2:19 PM

To: Palmer, Lee Anne <|.eeAnne.Palmer@ida.hhs.gov>: Jones, Jennifer L <Jennifer.Jones@fda.hhs. gov>;
Carey, Lauren <|.auren. Carey@fda.hhs.gov>

Subject: RE: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

Lee Anne,

B5

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

From: Palmer, Lee Anne

Sent: Monday, May 07, 2018 2:16 PM

To: Rotstein, David <David. Rotsteingfda. hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda hhs.qgov>; Carey,
Lauren <L auren.Carey@fda.hhs.gov>

Subject: RE: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

B5

From: Rotstein, David

Sent: Monday, May 7, 2018 2:10 PM

To: Palmer, Lee Anne <|eeAnne. FPalmer@fda.hihs.gov>: Jones, Jennifer L <Jernnifer.Jones@fda.hhs. gov>;
Carey, Lauren <L.auren. Carey@fda hhs.gov>

Subject: RE: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

Lee Anne,

Thank you.

| think B5 Martine emailed me for an update.

Dave

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

CVM OSC/DC/CERT

.7519 Standish Place

. B6___ i(BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.
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From: Palmer, Lee Anne

Sent: Monday, May 07, 2018 2:08 PM

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs. gov>; Rotstein, David <David. Rotstein@@fda hhs.qgov>; Carey,
Lauren <|auren.Carey@fda.hhs.gov>

Subject: Ingredient listing by Atypical vs Typical Breed for Canine DCM.docx

FDA-CVM-FOIA-2019-1704-004942



From:

To:

CcC:
Sent:
Subject:

Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>
Rotstein, David; Palmer, Lee Anne; Hartogensis, Martine

Burkholder, William; Carey, Lauren; Norris, Anne; DeLancey, Siobhan; Lovell, Randall A
5/14/2018 11:09:04 AM

RE: DCM and meetign with Cardiac Care for Pets

BS

I'll be interested to see!

B5

Based on those results, Lee Anne’s analysis, and thoughts from managament, Vet-LIRN could:

Case ID Product Name Type Grains
800.216-sub 2 Grains brown rice, corn, barley 1
800.215-sub 5 Grains rice, rye flour, brown rice

barley
800.210-sub 1 Grains corn gluten meal, rice, b
800.194-sub 1 Grains brewers rice, corn gluter

wheat flour
800.240-sub 1 Grains corn, sorghum
800.240-sub 2 Grains corn, sorghum
800.240-sub 3 Grains corn, sorghum, brewers
800.240-sub 4 Grains corn, sorghum,
800.250-sub 1 Grain Free-No Grain FREE

FFRs

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

u W5 FOOD & DRUG
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From: Rotstein, David

Sent: Friday, May 11, 2018 6:06 PM
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

FDA-CVM-FOIA-2019-1704-004943



Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne and Jen,

B6 iwhich is the day CVCA is available. | made you both alternate hosts.

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

CVM OSC/DC/CERT

4519 Standish _Place
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

This is fantastic. B5
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From: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David.Rotstein@ftda hhs.gov>, Hartogensis, Martine <Martine Hartogensis@tda.hhs.gov>,
Jones, Jennifer L <Jennifer. Jones@tda.hhs.gov>

Cc: Burkholder, William <William .Burkholder@@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Hi there —i B5

B5

I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

FDA-CVM-FOIA-2019-1704-004945



From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!

From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov>

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda. hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

B5 i | want to confirm it, then will send it along — could be Friday before | get this in shape to
$EMATT WO 16 184VE you hanging, but wanted to be more sure. Definitely, not done today as I'd thought. Thanks!

From: Hartogensis, Martine

Sent: Wednesday, May 9, 2018 2:17 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.qov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.qgov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siocbhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Davel

Martine
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From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

| spoke witk B6 Cardiac Care for Pets. He is going to look into times/dates with the cardiologists
there and we can set the meeting up from that point.

Just some basic information:

B5

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

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

CVM OSC/DC/CERT

7519 Standish Place
; B6 i
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: DCM

Thank you_ Jen and Dave! Very interesting and sounds like you all are on it! BG

B6

B6

Keep us posted!
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Thanks again!

Martine

Hi Martine,

I'm happy to share more info as needed.

Jen

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

7y it o,
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From: Rotstein, David
Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: DCM

Martine,

Looping in Jen.
Thanks for the update!

dave

David Rotstein, DVM, MPVM, Dipl. ACVP
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CVM Vet-LIRN Liaison
CVM OSC/DC/CERT
7519 Standish Place

B6

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

the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine
Sent: Tuesday, May 08, 2018 9:00 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: DCM

Martine

From: Rotstein, David

Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: Re: DCM

Martine

Lee Anne will likelv: B5
5 B5 i
Vet-LIRN is looking intof BS

B5

There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine. Hartogensis(@fda.hhs.gov>

FDA-CVM-FOIA-2019-1704-004949



Date: May 7, 2018 at 1:03:13 PM EDT
To: Rotstein, David <David.Rotstein@fda.hhs.gov>
Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

Martine
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073-

MHARTOGE>
To: Rotstein, David; Burkholder, William; Palmer, Lee Anne; Jones, Jennifer L; DeLancey, Siobhan
CcC: Carey, Lauren; Norris, Anne; Lovell, Randall A; Reimschuessel, Renate; Ceric, Olgica; Nemser,
Sarah; Conway, Charlotte; Edwards, David; Atkinson, Krisztina Z; Hodges, April
Sent: 5/21/2018 11:50:08 AM
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent, thank youl!

Martine

From: Rotstein, David

Sent: Monday, May 21, 2018 7:49 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

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

.7519 Standish Place
: B6 ngB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.
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From: Hartogensis, Martine

Sent: Monday, May 21, 2018 7:47 AM

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte

FDA-CVM-FOIA-2019-1704-004951



<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinsoh@fda.hhs.gov>
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thanks Bill and your concerns are noted!

Thank you all for your help and dedication to this fascinating issue!

Martine

From: Burkholder, William

Sent: Friday, May 18, 2018 5:04 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

B5

ns .

At this point | think
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Bill
What Socrates is really supposed to have said: *“The only true wisdom is in knowing that you know nothing.”

From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessael,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Lee Anne

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 1:54 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Any other ideas or suggestions?

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

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thank you Jen! Sounds good and looking forward to the meeting.

Martine

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 6:42 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

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

Sent: Thursday, May 17, 2018 7:52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, excellent work! One question though...do we see any issues B5

B5

Thanks in advance!

Martine
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From: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs. gov>

Date: May 17, 2018 at 2:27:35 PM EDT

To: Palmer, Lee Anne <LeeAnne Palmer@fda.hhs.gov>, Hartogensis, Martine

<Martine Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs. gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@tda hhs.gov>, Lovell, Randall A <Randall Lovell@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel@tda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B4, BS

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 17, 2018 at 2:14:48 PM EDT

To: Delancey, Siobhan <Siobhan Delancey(@fda hhs gov>, Hartogensis, Martine

<Martine. Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer. Jones(tda.hhs.gov>, Rotstein, David
<David.Rotstein(@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne Norris@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@tda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@tda hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hah! Perfect timing! We're all heading down the same path...

From: DelLancey, Siobhan

Sent: Thursday, May 17, 2018 2:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>: Lovell, Randall A <Randall.Lovell@fda.hhs.gov>: Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

As luck would have it, I'm at CE today listening to: B6 talk about nutrition and
cardiomyopathies. See attached slide.

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 17, 2018 at 2:06:04 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>,
Rotstein, David <David Rotstein@@tda.hhs gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
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Norris, Anne <Anne.Norris@ftda. hhs.gov>, DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall. Lovell@@fda. hhs.gov>, Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>,
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah Nemser(@fda hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

HI there — is the slide set for tomorrow’s meeting? Great work! ! BS

From: Hartogensis, Martine
Sent: Thursday, May 17, 2018 11:59 AM
To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
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Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent work Jen!!

Just a few questions. On slide 6 (or the spreadsheet) B5

B5

Martine

From: Jones, Jennifer L

Sent: Thursday, May 17, 2018 11:29 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

We ¢

B5

Please see the PPT for the rationale/summary

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

Sent: Monday, May 14, 2018 10:22 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5
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From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>, Jones,
Jennifer L <Jennifer Jones()fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@tda. hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

Martine

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

From what I've read, it can be a' BS

From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

This 1s fantastic. Bs

B5

B5

B5
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From: Palmer, Lee Anne <LeeAnne Palmer(tda hhs.gov>

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David.Rotstein@tda.hhs.gov>, Hartogensis, Martine <Martine. Hartogensis@tda.hhs.gov>,
Jones, Jennifer L <Jennifer Jones@ftda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Hi there - B5

B5

B5

I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!
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From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov>

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda. hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

; B5 f"'want to confirm’it, then will ' send it along — could be Friday béefore T get this in shape to
send...not to leave you hanging, but wanted to be more sure. Definitely, not done today as I'd thought. Thanks!

From: Hartogensis, Martine

Sent: Wednesday, May 9, 2018 2:17 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.qov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.qgov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siocbhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Davel

Martine

From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Joenes@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

| spoke with B6 jCardiac Care for Pets. He is going to look into times/dates with the cardiologists

there and we can set the meeting up from that point.

Just some basic information:

B5

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison
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CVM OSC/DC/CERT
7519 Standish Place
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.qgov>

Subject: RE: DCM

Thank you Jen and Dave! Very interesting and sounds like you all are on it! 86

B6

Keep us posted!
Thanks again!

Martine

Hi Martine,

T happy to share more info as needed.
Jen

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

From: Rotstein, David

Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: DCM

Martine,

Looping in Jen.
Thanks for the update!
dave

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

CVM OSC/DC/CERT

7519 Standish Place
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 9:00 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>
Subject: RE: DCM
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Martine

From: Rotstein, David

Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: Re: DCM

Martine

There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

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

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

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

DROTSTEI>
To: Carey, Lauren; Jones, Jennifer L; Palmer, Lee Anne; Hartogensis, Martine; DeLancey, Siobhan
CcC: Burkholder, William; Norris, Anne; Lovell, Randall A; Reimschuessel, Renate; Ceric, Olgica;
Nemser, Sarah
Sent: 5/21/2018 11:41:45 AM
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B4, BS

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison
CVM OSC/DC/CERT
7519 Standish Place
MWM MUETRMATECM
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.
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From: Carey, Lauren

Sent: Monday, May 21, 2018 7:39 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Paimer@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

As an FYI, this formulation type is so popular Amazon jumped on board.

https://www.petfoodindustry.com/articles/7209-amazon-wag-dog-foods-nutrient-content-analyzed-
rated?eid=418335734&bid=2101343
https://www.amazon.com/WAG-Added-Grain-Lentil-Recipe/dp/B078VV67DT

INGREDIENTS: BEEF, BEEF MEAL, LENTILS, PEA PROTEIN, PEAS, EGG PRODUCT, CHICKEN FAT
(PRESERVED WITH MIXED TOCOPHEROLS), BREWERS YEAST, WILD BOAR, POTATO PROTEIN, DRIED
PLAIN BEET PULP, FLAXSEED, NATURAL FLAVOR, SALT, CHOLINE CHLORIDE, DRIED CHICORY ROOT,
YUCCA SCHIDIGERA EXTRACT, DRIED LACTOBACILLUS PLANTARUM FERMENTATION PRODUCT,
DRIED BACILLUS SUBTILIS FERMENTATION PRODUCT, DRIED LACTOBACILLUS ACIDOPHILUS
FERMENTATION PRODUCT, DRIED ENTEROCOCCUS FAECIUM FERMENTATION PRODUCT, DRIED
BIFIDOBACTERIUM ANIMALIS FERMENTATION PRODUCT, VITAMIN E SUPPLEMENT, IRON
PROTEINATE, ZINC PROTEINATE, COPPER PROTEINATE, FERROUS SULFATE, ZINC SULFATE, COPPER
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SULFATE, POTASSIUM IODIDE, THIAMINE MONONITRATE (SOURCE OF VITAMIN B1), MANGANESE
PROTEINATE, MANGANOUS OXIDE, ASCORBIC ACID (PRESERVATIVE), VITAMIN A SUPPLEMENT,
BIOTIN, NIACIN, CALCIUM PANTOTHENATE, MANGANESE SULFATE, SODIUM SELENITE, PYRIDOXINE
HYDROCHLORIDE (SOURCE OF VITAMIN B6), VITAMIN B12 SUPPLEMENT, RIBOFLAVIN (VITAMIN B2),
VITAMIN D3 SUPPLEMENT, FOLIC ACID.

B4, BS

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 3:31 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, you're correct Lee Anne. B5
i B4 i
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Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 3:29 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessael,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets
From: Jones, Jennifer L

Sent: Friday, May 18, 2018 3:24 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

| just got a call from Dir. _Fascetti with UC Davis-She runs the amino acid laboratory and: B5

B5

B5 | B5

Jennifer Jones, DVM
Veterinary Medical Officer
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Tel: 240-402-5421
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From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 3:10 PM

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

<Jennifer. Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

In terms of # reported to us - | would look at (in terms of reports directly to FDA CVM) the top 2 primarily. Dave
could do much better with contact info.

There are a variety of others — among those reported to us, several have 1 report per brand, but all grain-free.
; B4, B5 |

From: Hartogensis, Martine

Sent: Friday, May 18, 2018 2:53 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, thank you to everyone on the call.

Anne and | are working on the advisory. In meantime, | think we BS ;
i _.B5 Dave, do you have that or any suggestions on how to find contact names/numbers?
Martie

From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.l ovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets
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Thanks, B 5 ,

suppose
: B5

| also cleaned up and did B hanks — hope we can figure
this one out! 5

Lee Anne

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 1:54 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

It

ANy otner 1daeas or suggestions ¢

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

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thank you Jen! Sounds good and looking forward to the meeting.

Martine

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 6:42 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
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Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

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

Sent: Thursday, May 17, 2018 7:52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>: Lovell, Randall A <Randall.Lovell@fda.hhs.gov>: Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, excellent work! One question though...do we see B5

B5

Thanks in advance!

Martine

From: DeLancey, Siobhan <Siobhan.Delancey(@fda hhs.gov>

Date: May 17, 2018 at 2:27:35 PM EDT

To: Palmer, Lee Anne <LeeAnne Palmer@@fda hhs.gov>, Hartogensis, Martine

<Martine Hartogensis@fda.hhs.cov>, Jones, Jennifer L <Jennifer. Jones(fda.hhs.cov>, Rotstein, David
<David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate. Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda. hhs.gov>, Nemser, Sarah
<Sarah.Nemser(@tda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

From: Palmer, Lee Anne <LeeAnne Palmer(@tda.hhs.gov>
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Date: May 17, 2018 at 2:14:48 PM EDT

To: DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Hartogensis, Martine

<Martine. Hartogensis(@@fda.hhs.gov>, Jones, Jennifer L <Jennifer. Jones(@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@tda.hhs.gov>, Lovell, Randall A <Randall Lovell@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@tda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hah! Perfect timing! VWe're all heading down the same path...

From: DelLancey, Siobhan

Sent: Thursday, May 17, 2018 2:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

As luck would have it, I'm at CE today listening to B6 talk about nutrition and
cardiomyopathies. See attached slide.

From: Palmer, Lee Anne <LeeAnne Palmer(tda hhs.gov>

Date: May 17, 2018 at 2:06:04 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda. hhs.gov>, Jones, Jennifer L <Jennifer Jones(fda. hhs.gov>,
Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@fda. hhs.gov>, Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs. gov>,
Ceric, Olgica <Olgica.Ceric(@fda.hhs.gov>, Nemser, Sarah <Sarah Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

HI there — is the slide set for tomorrow’s meeting? Great work! ! B5
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From: Hartogensis, Martine

Sent: Thursday, May 17, 2018 11:59 AM

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.qgov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent work Jen!!

Just a few questions. B 5

DCM?

One other quest B5

issue?

Martine

From: Jones, Jennifer L

Sent: Thursday, May 17, 2018 11:29 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

Wei

Please see the PPT for the rationale/summary

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

Sent: Monday, May 14, 2018 10:22 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>, Jones,
Jennifer L <Jennifer Jones(@tda.hhs gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs. gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell(@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

Martine

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
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Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

From what I've read, it can be ai B5

From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

This is fantastic B 5

BS

B5

B5

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David Rotstein(@fda.hhs.gov>, Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>,
Jones, Jennifer L <Jennifer Jones(@@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@@tda. hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Hi there = B5
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I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!

From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov>

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine Hartogensis(@fda hhs.gov>, Rotstein, David <David .Rotstein@@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gcov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda. hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

BS i | want to confirm it, then will send it along — could be Friday before | get this in shape to

send...not to leave you hanging, but wanted to be more sure. Definitely, not done today as I'd thought. Thanks!

From: Hartogensis, Martine
Sent: Wednesday, May 9, 2018 2:17 PM
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To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Dave!

Martine

From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

| spoke with BG Cardiac Care for Pets. He is going to look into times/dates with the cardiologists
there and wecan-setr-are-méeting up from that point.

Just some basic information:

B5

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

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

CVM OSC/DC/CERT

7519 Standish Place

i B5 i
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>
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Subject: RE: DCM

Thank you Jen and Dave! Very interesting and sounds like you all are on it! B6

B6

Keep us posted!
Thanks again!

Martine

Hi Martine,

I’'m happy to share more info as needed.
Jen

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

Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: DCM

Martine,
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B35

Looping in Jen.

Thanks for the update!

dave

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

CVM OSC/DC/CERT

7519 Standish Place
i B6 i
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail

the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine
Sent: Tuesday, May 08, 2018 9:00 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: DCM

Martine

From: Rotstein, David

Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: Re: DCM

Martine

Lee Anne will likely discuss at B5

B5

Vet-LIRN is looking into: B5
| B5
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There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

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

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

Martine

FDA-CVM-FOIA-2019-1704-004978



From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073-

MHARTOGE>

To: Palmer, Lee Anne; Jones, Jennifer L; DelLancey, Siobhan; Rotstein, David

CcC: Burkholder, William; Carey, Lauren; Norris, Anne; Lovell, Randall A; Reimschuessel, Renate;
Ceric, Olgica; Nemser, Sarah

Sent: 5/18/2018 7:13:53 PM

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B4, BS

Martine

From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 3:10 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov=>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

In terms of # reported to us - | would look at (in terms of reports directly to FDA CVM) the top 2 primarily. Dave
could do much better with contact info.

From: Hartogensis, Martine

Sent: Friday, May 18, 2018 2:53 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

W

Yes, thank you to everyone on the call.

B5

Martie
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From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Lee Anne

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 1:54 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>: Lovell, Randall A <Randall.Lovell@fda.hhs.gov>: Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Any other ideas or suggestions?

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

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets
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Thank you Jen! Sounds good and looking forward to the meeting.

Martine

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 6:42 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

CVCA is not a part of Vet-LIRN | B5

B5

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

Sent: Thursday, May 17, 2018 7:52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, excellent work! One question though...do we see B5 with CVCA? Are
they part of VET-LIRN?

Thanks in advance!

Martine

From: DeLancey, Siobhan <Siobhan.Delancey(@fda hhs.gov>

Date: May 17, 2018 at 2:27:35 PM EDT

To: Palmer, Lee Anne <LeeAnne Palmer@@fda hhs.gov>, Hartogensis, Martine

<Martine. Hartogensis@ftda.hhs.cov>, Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda hhs.gov> Nemser, Sarah
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<Sarah.Nemser(@tda.hhs.gov>
Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 17, 2018 at 2:14:48 PM EDT

To: Delancey, Siobhan <Siobhan Delancey(@fda hhs gov>, Hartogensis, Martine

<Martine. Hartogensis@ftda.hhs.cov>, Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>, Rotstein, David
<David.Rotstein(@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne Norris@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hah! Perfect timing! We're all heading down the same path...

From: DelLancey, Siobhan

Sent: Thursday, May 17, 2018 2:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>: Lovell, Randall A <Randall.Lovell@fda.hhs.gov>: Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

As luck would have it, I'm at CE today listening tc B6 talk about nutrition and
cardiomyopathies. See attached slide.

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 17, 2018 at 2:06:04 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>,
Rotstein, David <David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@ftda. hhs.gov>, DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell{@fda.hhs.gov>, Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs.gov>,
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah <Sarah.Nemser(@fda.hhs gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

HI there — is the slide set for tomorrow’s meeting? Great work! | B5

B5

FDA-CVM-FOIA-2019-1704-004982



From: Hartogensis, Martine

Sent: Thursday, May 17, 2018 11:59 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.qgov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent work Jen!!

Just a few questions. On slide 6 (or the spreadsheet),é B5
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DCM?

One other question — B5
issue?

Martine

From: Jones, Jennifer L

Sent: Thursday, May 17, 2018 11:29 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.L ovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Please see the PPT for the rationale/summary

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

Sent: Monday, May 14, 2018 10:22 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

I do not know B 5

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones,
Jennifer L <Jennifer.Jones(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall. Lovell@fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets
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This is very interesting. B5 Dave, do you have any idea
abou: B5

Martine

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

From what I've read, it can be! B

B5

From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

This is fantastic. B5

B5

B5

BS

From: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David.Rotstein@@tda hhs.gov>, Hartogensis, Martine <Martine Hartogensis@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall. Lovell@fda.hhs.gov>
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Subject: RE: DCM and meetign with Cardiac Care for Pets

Hi there —i B5

I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!

From: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda hhs.gov>, Rotstein, David <David. Rotstein(@fda.hhs.gov>,
Jones, Jennifer L <Jennifer. Jones@tda.hhs.gov>
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Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

B5

BS i | want to confirm it, then will send it along — could be Friday before | get this in shape to
send .not to Ieave you hanging, but wanted to be more sure. Definitely, not done today as I'd thought. Thanks!

From: Hartogensis, Martine

Sent: Wednesday, May 9, 2018 2:17 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.qgov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Davel

Martine

From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Joenes@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

| spoke withi B6 Dardiac Care for Pets He is going to look into times/dates with the cardiologists

Just some basic information:

B5

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

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

CVM OSC/DC/CERT

7519 Standish Place

B6
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: DCM

Thank_vou_.len.and Dave!l_Verv.interestina.and sounds_like vou.all are on it! BG

B6

Keep us posted!
Thanks again!

Martine

Hi Martine,

I'm happy to share more info as needed.
Jen

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

Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: DCM
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Martine,

Looping in Jen.
Thanks for the update!
dave

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

CVM OSC/DC/CERT

7519 Standish Place
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail

the sender immediately at david.rotstein@fda.hhs.gov.

From: Hartogensis, Martine
Sent: Tuesday, May 08, 2018 9:00 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: DCM

Martine

From: Rotstein, David
Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
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Subject: Re: DCM

Martine

Lee Anne will likely discuss at; B5

But it does look like there is a

relationship between the increased DCM reports and grain free diets.

Vet-LIRN is looking intd B5
i B5

There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

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

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

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

To: Burkholder, William

Sent: 6/18/2018 12:01:06 PM

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

Excellent! Thanks, Bill.

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

Sent: Sunday, June 17, 2018 8:49 PM

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

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

Hi Jen,

First, thanks for compiling my literature reading list for the next few weeks (I am being serious in my thanks).
Attached are the two documents you requested comment on with edits and comments in track changes. Keep
or reject as you see fit. As always, thank you for the opportunity to comment.

Bill

From: Jones, Jennifer L

Sent: Monday, June 11, 2018 12:06 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein,
David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Burkholder, William <William.Burkholder@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

(Good morning everyone,
Vet-LIRN created a procedure document that outlines a prospective case investigation for new complaints about
DCM and consuming graln free products. We plan to: B5 i

B5 i However, we will be; BS ito

B5

Please let me know if you have feedback or comments by COB Friday (6/15).
Thank you,
Jen

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

lﬂﬂiMJW[%TM (A1
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From: Norris, Anne

Sent: Tuesday, May 22, 2018 9:24 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> Rotstein, David <David.Rotstein@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

Thank you for explaining B5

B5

From: Palmer, Lee Anne

Sent: Tuesday, May 22, 2018 9:13 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards,
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder,
William <William.Burkholder@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

B4, BS

Sent: Tuesday, May 22, 2018 8:49 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; DelLancey,
Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
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Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

That should be fine. | apoloqiz_e if we already discussed this, B5

BS

From: Palmer, Lee Anne

Sent: Tuesday, May 22, 2018 8:39 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer
L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards,
David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder,
William <William.Burkholder@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

If we_ qo forward. B5

B5

From: Rotstein, David

Sent: Tuesday, May 22, 2018 8:37 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

Anne,

Agreed.

Part of this outreach is for us to directly contact firms.: B5 B5

B5

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

7519 Standish Place

B6 'BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

From: Norris, Anne

Sent: Tuesday, May 22, 2018 8:34 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric,
Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

B5 i We could update the advisory further as more information comes in.

From: Jones, Jennifer L

Sent: Tuesday, May 22, 2018 8:31 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

B5

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

Sent: Tuesday, May 22, 2018 8:25 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David
<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall. Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z
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<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>
Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

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

CVM OSC/DC/CERT

7519 Standish Place

B6 {BB)

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

From: Reimschuessel, Renate

Sent: Tuesday, May 22, 2018 8:18 AM

To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets

| agree with a careful approach to this investigation.

B5
B5
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B5

B5

Just some food for thought.... rr

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN
Phone 1-240-402-5404

Fax 301-210-4685
http:// www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

From: Edwards, David

Sent: Tuesday, May 22, 2018 7:54 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April
<April.Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hi everyone,

Not meaning to restart any prior conversations about these topics: B5
B5 ' '

Thanks,

Dave

From: Rotstein, David

Sent: Monday, May 21, 2018 7:49 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
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<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, if | can get the complete list of products so that | don’'t miss any, we will reach out to the Divisions and
provide a general summary of what is going on and then work with the Divisions on setting up calls.

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

CVM OSC/DC/CERT

7519 Standish Place

RUG

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

From: Hartogensis, Martine

Sent: Monday, May 21, 2018 7:47 AM

To: Burkholder, William <William.Burkholder@fda.hhs.gov>: Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thanks Bill and your concerns are noted!

Thank you all for your help and dedication to this fascinating issue!

Martine
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From: Burkholder, William

Sent: Friday, May 18, 2018 5:04 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A
<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte
<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z
<Krisztina.Atkinson@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

B5

B5

Bill

What Socrates is really supposed to have said: *The only true wisdom is in knowing that you know nothing.”

From: Palmer, Lee Anne

Sent: Friday, May 18, 2018 2:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

FDA-CVM-FOIA-2019-1704-004998



Thanks, Jen, very interesting issue! | BS

B5

B5

Lee Anne

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 1:54 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Any other ideas or suggestions?

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

Al Gt Y A o

From: Hartogensis, Martine

Sent: Friday, May 18, 2018 11:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<8Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Thank you Jen! Sounds good and looking forward to the meeting.

Martine

From: Jones, Jennifer L

Sent: Friday, May 18, 2018 6:42 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan
<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
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Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

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

Sent: Thursday, May 17, 2018 7:52 PM

To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>: Lovell, Randall A <Randall.Lovell@fda.hhs.gov>: Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Yes, excellent work! One question though. . ; BS

B5

Thanks in advance!

Martine

From: DeLancey, Siobhan <Siobhan.Delancey(@fda hhs.gov>

Date: May 17, 2018 at 2:27:35 PM EDT

To: Palmer, Lee Anne <LeeAnne Palmer@@fda hhs.gov>, Hartogensis, Martine

<Martine Hartogensis@fda.hhs.cov>, Jones, Jennifer L <Jennifer. Jones(fda.hhs.cov>, Rotstein, David
<David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@@fda.hhs.gov>, Lovell, Randall A <Randall Lovell@@fda.hhs.gov>, Reimschuessel,
Renate <Renate. Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda. hhs.gov>, Nemser, Sarah
<Sarah.Nemser(@tda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5

From: Palmer, Lee Anne <LeeAnne Palmer(@tda.hhs.gov>
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Date: May 17, 2018 at 2:14:48 PM EDT

To: DelLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Hartogensis, Martine

<Martine. Hartogensis(@@fda.hhs.gov>, Jones, Jennifer L <Jennifer. Jones(@fda.hhs.gov>, Rotstein, David
<David.Rotstein(@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@tda.hhs.gov>, Lovell, Randall A <Randall Lovell@fda.hhs.gov>, Reimschuessel,
Renate <Renate Reimschuessel(@tda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda hhs.gov> Nemser, Sarah
<Sarah.Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Hah! Perfect timing! VWe're all heading down the same path...

From: DelLancey, Siobhan

Sent: Thursday, May 17, 2018 2:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

As luck would have it, I'm at CE today listening to B6 talk about nutrition and
cardiomyopathies. See attached slide.

From: Palmer, Lee Anne <LeeAnne Palmer(tda hhs.gov>

Date: May 17, 2018 at 2:06:04 PM EDT

To: Hartogensis, Martine <Martine. Hartogensis(@fda. hhs.gov>, Jones, Jennifer L <Jennifer Jones(fda. hhs.gov>,
Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@fda. hhs.gov>, Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs. gov>,
Ceric, Olgica <Olgica.Ceric(@fda.hhs.gov>, Nemser, Sarah <Sarah Nemser(@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

B5
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From: Hartogensis, Martine

Sent: Thursday, May 17, 2018 11:59 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Excellent work Jen!!

Just a few questions. B5

BS

B5

Martine

From: Jones, Jennifer L

Sent: Thursday, May 17, 2018 11:29 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>
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Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets

Please see the PPT for the rationale/summary

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

US FOOD & ORYY d%“w
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From: Rotstein, David

Sent: Monday, May 14, 2018 10:22 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

B5 Once we get a better handle on a specific cause, we can work on that.

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>

Date: May 14, 2018 at 9:09:17 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer(@tda.hhs.gov>, Rotstein, David <David.Rotstein@tda.hhs.gov>, Jones,
Jennifer L <Jennifer Jones(@tda.hhs gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs. gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell(@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

£

This is very interesting. B5 ..Dave, do you have any idea

B5

Martine

From: Palmer, Lee Anne

Sent: Friday, May 11, 2018 4:30 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
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Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

From: Rotstein, David

Sent: Friday, May 11, 2018 4:14 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell,
Randall A <Randall.Lovell@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Lee Anne,

This 1s fantastic. B5

I think B 5
B5

From: Palmer, Lee Anne <LeeAnne Palmer(@tda hhs.gov>

Date: May 11, 2018 at 4:06:05 PM EDT

To: Rotstein, David <David Rotstein(@fda.hhs.gov>, Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>,
Jones, Jennifer L <Jennifer Jones(@@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@tda.hhs.gov>,
Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(fda.hhs.gov>, Lovell,
Randall A <Randall.Lovell@@tda. hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets
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I’ll final this up next week, have to get to other things yet today. Have a great weekend! J Lee Anne

From: Rotstein, David

Sent: Wednesday, May 9, 2018 4:13 PM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Sounds very intriguing!!!

From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov>

Date: May 9, 2018 at 4:09:18 PM EDT

To: Hartogensis, Martine <Martine Hartogensis(@fda hhs.gov>, Rotstein, David <David .Rotstein@@tda.hhs.gov>,
Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gcov>

Cc: Burkholder, William <William.Burkholder(@fda hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>,
Norris, Anne <Anne.Norris@tda. hhs.gov>, DelLancey, Siobhan <Siobhan Delancey(fda hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

_Hi—the deeper | dia through this data, the more interesting. it is becor_ning.i B5
: B6 P B3

B5

From: Hartogensis, Martine
Sent: Wednesday, May 9, 2018 2:17 PM
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To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: DCM and meetign with Cardiac Care for Pets

Awesome, thank you Dave!

Martine

From: Rotstein, David

Sent: Wednesday, May 09, 2018 2:06 PM

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

<Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>
Subject: RE: DCM and meetign with Cardiac Care for Pets

Good Afternoon,

there and we can set the meeting up from that point.

Just some basic information:

B5

As a side note, there is a facebook page dedicated to this issue:

https://www.facebook.com/groups/1952593284998859/about/

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

‘ ol i O D

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

L3

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 10:58 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>
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Subject: RE: DCM

Thank_you Jen and Dave!_Very_ interesting and_sounds like you all are on it!

B6

B6

Keep us posted!
Thanks again!

Martine

Hi_Martine

I’'m happy to share more info as needed.

Jen

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

. //,w,//
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From: Rotstein, David
Sent: Tuesday, May 08, 2018 9:45 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: DCM

Martine,

FDA-CVM-FOIA-2019-1704-005007



B5

Looping in Jen.
Thanks for the update!
dave

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

CVM OSC/DC/CERT

7519 Standish Place

! B6 ‘BB)
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This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.

DRUG

From: Hartogensis, Martine

Sent: Tuesday, May 08, 2018 9:00 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>
Subject: RE: DCM

Martine

From: Rotstein, David

Sent: Monday, May 07, 2018 1:13 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>
Subject: Re: DCM

Martine
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There's a way to go on this moving forward.

Dave

From: Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>
Date: May 7, 2018 at 1:03:13 PM EDT

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

Subject: DCM

Hi Dave!
Do you have any more details on the DCM and grain free diet issue?

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

To: 'Andrea Fascetti'

Sent: .8/17/2018 2.48.55 PM ,

Subject: B5 g

Hi Andrea, R ; _ _

| had_a.auick ayestion. I'm trying to order the;,__BS i but does it matter: B5 ? | referenced
the: B \paper you sent but couldn’t find any specifics of the chemical formula.

| hope you and your family are doing well, including your dog after the quarantine period J
Thanks again and take care,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: hitp://iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him

u« U.S. FOOD & DRUG .
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Andrea Fascetti'

Sent: 8/20/2018 10:47:59 AM

Subject: RE: BS

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

U5 FOOD & DRUG .
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From: Andrea Fascetti [mailto:ajfascetti@ucdavis.edu]
Sent: Saturday, August 18, 2018 6:43 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re:i B5

Hello Jen -

I posed this question toi B5 and here is his reply:

B5

I will try to find out why he prefers using the chemical form - it may be as simple as cost. I sent an email but
have not heard back - I have been on clinics all week and he has been pulling long hours.

I will try to track him down on Monday. We got in over 100 samples last week alone. Happy to catch up with
you if we can be of any help with regard to the taurine matter.

B5

Kind regards and I hope you are getting some time to enjoy the summer.

Andrea

On Aug 17,2018, at 7:48 AM, Jones, Jennifer L <Jennifer. Jones@@fda hhs.gov> wrote:

HI Andrea e . 3
I ha_q__@__g_g_l__c_[g__guestlon I'm trying to order the!__B®6 ! but does it matter: BS ? | referenced
thel BS | ipaper you sent but couldn’t find any specmcs of the chemical formula.
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| hope you and your family are doing well, including your dog after the quarantine period J

Thanks again and take care,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: hitp//www.fda.gov/AnimalVeterinary/SclenceResearch/ucm247334.him

<image001.png> <image004.png>

FDA-CVM-FOIA-2019-1704-005012



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6

Sent: 7/5/2019 4.34:49 PM

Subject: B E"""""-FDA-CVCA Study for Dilated Cardiomyopathy
Importance: THigh ™

Attachments: 03-Vet-LIRN-Network ProceduresOwners-12.22.2015.pdf

Good afternoon BG 5

understand Dilated Cardlomyopathy in dogs that ate pet foods labelled “grain free” and contain higher amounts
of lanuymes and/or potato products. As part of that investigation, we would like to ask you some questions about

B6 past diet and environmental exposures.

The phone interview lasts approximately 30 minutes. Please send me 3 times when you would be
available to speak between 6:30 am and 3 pm the following days:
711
712
7/15
7/16
717
e 7/18
| attached a copy of our network procedures. They describe how owners help with our case investigations.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenniferjones@fda.hhs.gov

Web: hitp://iwww.fda. qov/AmmaIVetermary/ scienceResearch/uem247334.htm

uu{iﬂi‘flﬁﬁm W5, FOOD & DRUG
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 E

Sent: 7/5/2019 4:51:54 PM

Subject: T B6 '-DA CVCA Study for Dilated Cardiomyopathy
Importance: ‘Hi'g‘h‘ """"""""""

Attachments: 03-Vet-LIRN-Network ProceduresOwners-12.22.2015.pdf

We have been worklng W|th CVCA to better understand Dilated Cardiomyopathy in dogs that ate pet foods
labelled “grain free” and contain higher amounts of legumes and/or potato products. As part of that investigation,

we would like to ask you some questions about. B6é 5 past and current diet and environmental exposures.
The phone interview lasts approximately 30 minutes. Please send me 3 times when you would be
available to speak between 6:30 am and 3 pm eastern time the following days:
711
712
7/15
7/16
717
e 7/18
| attached a copy of our network procedures. They describe how owners help with our case investigations.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)

8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334 .htm
WS, FOOD & DRUG .
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" Network Procedures for Veterinary Laboratory Investigation
o VetlRN .

i /"\‘/ - and Response Network Case Investigations

Network Procedures for Owners

The purpose of this Network Procedure is to help you, the owner, understand how the
Veterinary Laboratory Investigation and Response Network (Vet-LIRN) Program
Office conducts case investigations (follow up to consumer complaints).

The following items are explained below:
General Introduction

Billing

Step by Step Process

Types of Services and Tests

[ )
[ ]
[ )
[ ]
1. General Introduction:

1.1. What is the goal of the case investigation?

The goal of the case investigation is to determine if the product is causing your pet’s
illness. Our case investigation MAY NOT provide a definitive diagnosis for your
pet’s illness, although we may rule out several other potential reasons for your pet’s
illness.

1.2. What is the focus of a case investigation?

Most case investigations focus on diagnostic samples (such as blood, urine or tissue
from the pet), although we occasionally request and test pet food samples.

1.3. What is my veterinarian’s role during the case investigation?
Your veterinarian helps our investigation into FDA- regulated products by providing

information about your pet’s medical history and by obtaining any diagnostic
samples like blood, urine or tissue.

1.4. What will Vet-LIRN ask of me during a case investigation?

We may ask that your veterinarian perform certain tests or services or provide
diagnostic samples to FDA or a Vet-LIRN cooperating laboratory.

Network procedures for owners Version-05 Page 1 of4
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" Network Procedures for Veterinary Laboratory Investigation
o VetlRN .

i /"\‘/ - and Response Network Case Investigations

1.5. Will Vet-LIRN pay for tests or services requested?

Yes, we will pay veterinarians or laboratories for fests or services requested by Vet-
LIRN and approved through our government purchasing system. We cannot,
however, reimburse owners for tests already performed or not specifically requested
by Vet-LIRN. We recommend that you discuss with your veterinarian which tests
and services will be billed to you and which will be covered by Vet-LIRN. For
instance, Vet-LIRN may request that your veterinarian perform a urinalysis on your
pet while he or she is hospitalized. Vet-LIRN will pay for the collection and testing
of the sample, but would not cover the cost of your pet’s stay in the hospital.

1.6. Is the information received in the consumer complaint confidential?

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

2. Billing:

2.1. Will Vet-LIRN pay for bills related to the case investigation?
Vet-LIRN will cover the cost of services and testing that we specifically request.
You should understand that Vet-LIRN CANNOT reimburse owners for any

veterinary bills. Services MUST be pre-authorized and paid directly to the
veterinarian.

2.2. Will Vet-LIRN pay for testing that was not requested by Vet-LIRN?

No, we will only pay for testing that we request and authorize.

2.3. Will Vet-LIRN pay for treatments or private cremation?

No, we cannot pay for treatment or cremation.

Network procedures for owners Version-05 Page 2 of 4
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" Network Procedures for Veterinary Laboratory Investigation
o VetlIR .

-l \‘/ - and Response Network Case Investigations

2.4. If 1 allow my veterinarian to submit my pet’s body for testing, will I be
able to have back his or her remains?

Each Vet-LIRN member laboratory has its own procedures for handling remains.
Some Vet-LIRN member laboratories offer private cremation services for a fee
payable directly to the laboratory. We advise you to discuss directly with the
member laboratory the possibilities and costs for obtaining your pet’s remains after
examination are complete.

3. Step by Step Process:

Vet-LIRN will do the following during a case investigation:

3.1. Assign a case number which MUST be included in all correspondences

3.2. Discuss the case with you and your veterinarian

3.3. Request medical records from your veterinarian

3.4. Coordinate with your veterinarian and you to obtain and submit samples for
testing

3.5. Provide results to your veterinarian who will discuss the results with you.

Vet-LIRN requests that:

3.6. Any follow-up veterinary visits related to the investigation are reported to Vet-
LIRN

3.7. Additional laboratory reports are reported to Vet-LIRN by your veterinarian.

4. Types of Services and Tests:

4.1. What may a veterinary examination include once the case investigation is
started?

A veterinary examination may include:

e an office visit and physical examination to assess your animals current
health
e collection of clinical samples from your animal (blood, urine, feces).

4.2. Will your animal be tested more than once?

Network procedures for owners Version-05 Page 3 of 4
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" Network Procedures for Veterinary Laboratory Investigation
o VetlRN .
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It is possible that Vet-LIRN may request additional tests or examinations
depending on results from initial testing.

4.3. Will Vet-LIRN need to conduct a necropsy in the event of an animal
death?

Yes, if you are willing, we may request that your veterinarian or another Vet-
LIRN cooperating laboratory to conduct a necropsy to collect samples for
testing. The samples collected may be tested right away or may be held for
future testing or archiving. If the veterinarian completes the necropsy then the
remains will be handled according the veterinarians normal procedures. If a
Vet-LIRN cooperative laboratory completes the necropsy the remains are
usually disposed of by that laboratory. Vet-LIRN cannot pay for private
cremation. You are welcome to discuss normal procedures with the laboratory.

4.4. Will Vet-LIRN ask for a food sample?

Our main focus is on testing diagnostic tissue or fluid samples from the animal,
but we may need to test the food. Please hold all food samples once the
consumer complaint is submitted. If needed, we will make arrangements to
collect the food.

4.5. What are some general tests that Vet-LIRN may request?

General tests that we may request include, but are not limited to:
e Hematology
e Microbial cultures
e Urinalysis
e Fecal examination
e Necropsy/Histology/Toxicology

4.6. Will I get results from Vet-LIRN requested tests?

Results of testing on your animal’s diagnostic tissue or fluid samples will be
forwarded to your veterinarian who will be asked to share the results with you.

Network procedures for owners Version-05 Page 4 of 4
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6

Sent: 7/18/2019 11:11:54 AM

Subject: RE:! B6 FDA-CVCA Study for Dilated Cardiomyopathy
Importance: HIgh._._._._._._._._._._._._._..‘

Are you mterested in speaking with me about{ B6 i case? Please see my previous email below.
If so, please send me your availability for a 30- mlnute phone call on the following days:
e Tuesday July 23: 10 am to 12 noon eastern, or 1 to 3 pm
e \Wednesday July 24: 6:30 am to 11 am eastern
e Thursday July 25: 6:30 am to 3 pm eastern
e Friday July 26: 6:30 am to 11:30 am eastern.
If you are unwilling to perform the interview, please let me know. | can then remove you from the interview list.
Thank you,

Dr. Jones

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

wﬂm U.S. FOOD & DRUG
M B3 A EIREDSE I T T g

From: Jones, Jennifer L
Sent: Friday, July 05, 2019 12: 52 PM
To-- B6

Good afternoon | __B6 |
We have been worklng W|th CVCA to better understand Dilated Cardiomyopathy in dogs that ate pet foods
labelled “grain free” and contain higher amounts of legumes and/or potato products. As part of that investigation,

we would like to ask you some questions about{ Bé s past and current diet and environmental exposures.
The phone interview lasts approximateli"?;@"r'ﬁmutes Please send me 3 times when you would be
available to speak between 6:30 am and 3 pm eastern time the following days:
711
712
7/15
7/16
717
e 7/18
| attached a copy of our network procedures. They describe how owners help with our case investigations.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

FDA-CVM-FOIA-2019-1704-005019



new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer.jones@fda.hhs.gov

Web: hitp/www fda gov/AnimalVelerinary/SclenceResearch/ucm247334.him
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Andrea Fascetti'

Sent: 3/25/2019 6:57:47 PM

Subject: reference ranges for plasma amino acids

Hi Andrea, .

Do you have specific reference B5
B5

“TRERK YOU T @avance,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334.htm

wﬂm U.S. FOOD & DRUG
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From: B6

To: Jones, Jennifer L; Andrea Fascetti

CcC: Guag, Jake

Sent: 4/1/2019 11:34:02 PM

Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples
Hi Dr. Jones,

| will correct the mislabels and get back to you tomorrow.

Thanks,
‘ B6

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

Sent: Monday, April 1, 2019 4:30 AM

To: Andrea Fascetti;: B6

Cc: Guag, Jake

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Good morning Andreaanc____B6____

I was reviewing the results and needed some clarification of the results for 2 cases. The results you sent show plasma amino
acid values for cv-09 but not cv-14. However, 1 did not send any plasma for ¢cv-09. I did send plasma for cv-14 (attached
inventory sheet). Can you please clarify which set of plasma values belong to cv-147

Thank you in advance and have a wonderful week,

Jen

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

uﬁﬁﬁm‘m .S FOOD & DRUG
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From: Andrea Fascetti <ajfascetti‘@ucdavis.edu>

Sent: Saturday, March 23, 2019 1:30 PM

To: ! B6 ;

Cc: Guag, Jake <Jake Guagia fda hhs.gov>: Jones, Jennifer L <Jennifer.Jones/@ fda hhs gov>
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hello Jen and Jake- Please see attached file with vour results. Thanks for the heads-up on the species. We have to know in
case someone in the lab comes in contact with the blood (especially through a cut). Our occupational health and safety
folks then have us file a report and follow up on those cases to ensure vaccination status etc.

We will bill according to your comments below.

Have a nice weekend.

Andrea

On Mar 21, 2019, at 10:51 AM. B6 Lwrote:

Hi Jake.

FDA-CVM-FOIA-2019-1704-005022



May vou help to confirm the samples are for dogs or cats? I could not find the information

Thanks.

. B6

[ . -

From: Guag, Jake <Jake Guagiafda.hhs.gov>
Sent: Tuesday, March 12, 2019 8:53 AM

To:i B6
Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hi Joshua,

Hope vou are well. We shipped 800.267 samples on dry ice to you.

Box#1 has urine samples its tracking number is 1ZA4420T01945203 15 with UPS.

Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both boxes are
expected to arrive vour location tomorrow (Mar. 13th, 2019)

Please charge the urine sample analysis under AA contract.
Please provide invoice for the blood and serum analysis.

Thank vou
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guagi@ifda.hhs.gov

Tel: 240-402-0917
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: B6 i Andrea Fascetti

CcC: Guag, Jake

Sent: 4/2/2019 11:19:19 AM

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Received. Thank you,: B6

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

uu{iﬂi‘flﬁﬁm W5, FOOD & DRUG

AT EAEMNG TR AT W

From: | B6

Sent: Monday, April 01, 2019 8:06 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Andrea Fascetti <ajfascetti@ucdavis.edu>
Cc: Guag, Jake <Jake.Guag@fda.hhs.gov>

Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hi Dr. Jones,

Attached please find the corrected data file.

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

Sent: Monday, April 1 2019 4:30 AM

To: Andrea Fascetti; | B6

Cc: Guag, Jake

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Good morning Andrea and{ B6 |

| was reviewing the results and needed some clarification of the results for 2 cases. The results you sent show
plasma amino acid values for cv-09 but not cv-14. However, | did not send any plasma for cv-09. | did send
plasma for cv-14 (attached inventory sheet). Can you please clarify which set of plasma values belong to cv-14?
Thank you in advance and have a wonderful week,

Jen

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

U.S. FOOD & DRUG .
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From: Andrea Fascetti <ajfascetti@ucdavis.edu>

Sent Saturday, March 23, 2019 1:30 PM

To: B6

Cc: Guag, Jake <Jake.Guag@fda. hhs qov> Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

FDA-CVM-FOIA-2019-1704-005024



Hello Jen and Jake- Please see attached file with your results. Thanks for the heads-up on the species. We
have to know in case someone in the lab comes in contact with the blood (especially through a cut). Our
occupational health and safety folks then have us file a report and follow up on those cases to ensure
vaccination status etc.

We will bill according to your comments below.

Have a nice weekend.

Andrea

On Mar 21, 2019, at 10:51 AM, . B6 ®@ucdavis.edu> wrote:

Hi Jake,
May you help to confirm the samples are for dogs or cats? | could not find the information

Thanks,

B6

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Tuesday, March 12, 2019 8:53 AM

To:i B8 :

Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hoﬁmé_gl'b_a_are well. We shipped 800.267 samples on dry ice to you.
Box#1 has urine samples its tracking number is 1ZA4420T0194520315 with UPS.
Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both

boxes are expected to arrive your location tomorrow (Mar. 13th, 2019)

Please charge the urine sample analysis under AA contract.
Please provide invoice for the blood and serum analysis.

Thank you
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guag@fda.hhs.gov
Tel: 240-402-0917

FDA-CVM-FOIA-2019-1704-005025



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group

To: {....B8

CcC: 'Guag, Jake * (Jake.Guag@fda.hhs.gov)'

Sent: 3/22/2019 10:35:43 AM

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples
Hii B6 |

They are all dogs.

Thank you,

Jen

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

i 1.5, FOOD & DRUG
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From: Guag, Jake

Sent: Thursday, March 21, 2019 2:09 PM

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

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Jen, could you please provide me info or where | can find the info?

Thanks
Jake

From: ! B6

Sent: Thursday, March 21, 2019 1:52 PM

To: Andrea Fascetti <ajfascetti@ucdavis.edu>

Cc: Guag, Jake <Jake.Guag@fda.hhs.gov>

Subject: Fw: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hi Jake,

May you help to confirm the samples are for dogs or cats? | could not find the information

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Tuesday, March 12, 2019 8:53 AM

To:i B6 i

Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

Hope you are well. We shipped 800.267 samples on dry ice to you.
Box#1 has urine samples its tracking number is 1ZA4420T0194520315 with UPS.
Box#2 has whole blood and serum samples and its tracking number is 1ZA4420T0192121929 with UPS. Both

boxes are expected to arrive your location tomorrow (Mar. 131, 2019)

Please charge the urine sample analysis under AA contract.
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Please provide invoice for the blood and serum analysis.

Thank you
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guag@fda.hhs.gov
Tel: 240-402-0917
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-

JENNIFER.JO>

To: i B6 ;

CcC: Andrea Fascetti

Sent: 8/20/2019 11:44:03 AM
Subject: Question about results

| had two quick general questions about the plasma and urine amino acid results.

B5

TharK you m-aovance;
Jen

Jennifer L. A. Jones, DVM
Veterinary Medical Officer

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

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: hitp://iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him

it G5, FOOD & DRUG
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From: Guag, Jake </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7A7C5484C80E1D9CF9D1A15DE-

JGUAG>
To: B6
Sent: 6/27/2019 4:48:27 PM
Subject: RE: Fw: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Could you please provide me when we can expect to get results?

Thanks

From: B6 ucdavissedu>

Sent: Thursday, June 27, 2019 12:41 PM

To:i B6 Guag Jake <Jake.Guag@fda.hhs.gov>

Subject: Re: Fw: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Hello Jake-

Attached please find the completed inventory form. The only thing of note is there were 2 vials of cv-10 plasma,
otherwise everything was in order.

Kind regards-

On Thu, Jun 27 2019 at 9:26 AM B6 iucdavis.edu> wrote:

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Thursday, June 27, 2019 9:21 AM

To:! B6 ;

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Could you please provide me filled out sample inventory forms?
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Thanks
Jake

From: | B6 ucdavis.edu>

Sent: Tuesday, June 25, 2019 1:16 PM

To: Guag, Jake <Jake.Guag@fda.hhs.gov>

Cc: Andrea Fascetti <aifascetti@ucdavis.edu>;; B6 ucdavis.edu>
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

Hi Jake,
Thanks for the notice. | will Let Dr. Fasccetti know your plan. | am not in charge of the billing issues.

Kind Regards,

B6

!
o, -

From: Guag, Jake <Jake.Guag@fda.hhs.gov>

Sent: Tuesday, June 25, 2019 9:17 AM

To:! B6 i

Cc: Jones, Jennifer L

Subject: Heads up: Vet-LIRN (FDA) shipped 800.267-CV-R3 samples

| shipped 800.267 R3 samples on dry ice to your place this morning. R3 Urine samples are in Box#1, and R3
whole blood and plasma samples are in Box #2. _
Both boxes will be arrive tomorrow (Jun 26, 2019), and their tracking numbers are' B6
(Boxd#1) and B6 (Box#2) with UPS.

Inside you will find sample an inventory sheet in each box. Please fill out and provide to me (Scan or Fax).

B5

Thanks
Jake

Jake Guag, MPH, CPH

Biologist (FDA/CVM/OR/Vet-LIRN)
8401 Muirkirk Road

Laurel, Maryland 20708

Email: jake.guag@fda.hhs.gov
Tel: 240-402-0917
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From: Andrea Fascetti <ajfascetti@ucdavis.edu>

To: Jones, Jennifer L
Sent: 9/18/2018 12:16:47 PM
Subject: Re: control dog Taurine-urine

B6 E

And Josh:

jstern(@ucdavis.edu

I hope this helps.

Andrea

On Sep 18, 2018, at 1:23 PM, Jones, Jennifer L <Jennifer.Jonesi)fda hhs.gov> wrote:

Good morning Andrea,

| got your message about the collaboration with Joshua Stern and: B6

i We will need to get some

documentation first, but otherwise, we’d be happy to share the control urine taurine data. I'm checking to see

to the group for signature, and then we can share the data.

Thank you for the collaborative opportunity!

Take care,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenniferjones@fda.hhs.gov

Web: hitp://iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him

<image001.png> <image002.png>
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Peloquin, Sarah

Sent: 9/18/2018 1:54:55 PM
Subject: FW: control dog Taurine-urine
FYI

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

u' W5 FOOD & DRUG
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From: Andrea Fascetti <ajfascetti@ucdavis.edu>
Sent: Tuesday, September 18, 2018 8:17 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: control dog Taurine-urine

B6

And Josh:

jstern@ucdavis.edu

| hope this helps.

Andrea

On Sep 18, 2018, at 1:23 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:

Good morning Andrea,

what agreements we need. Can you please providei___
to the group for signature, and then we can share the data.
Thank you for the collaborative opportunity!

Take care,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: http//'www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334.htm
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Peloquin, Sarah
Sent: 9/18/2018 2:12:18 PM
Subject: RE: control dog Taurine-urine

No-this is different. We can chat tomorrow.

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

uﬂ W5 FOOD & DRUG
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From: Peloquin, Sarah

Sent: Tuesday, September 18, 2018 10:08 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: control dog Taurine-urine

Is that the urine that CVCA will be collecting?

How many dogs are in the study so far, with the original requirements?

From: Jones, Jennifer L

Sent: Tuesday, September 18, 2018 9:55 AM

To: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>
Subject: FW: control dog Taurine-urine

FYI

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

5. FOOD & DRUG
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From: Andrea Fascetti <ajfascetti@ucdavis.edu>
Sent: Tuesday, September 18, 2018 8:17 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: control dog Taurine-urine

And Josh:

istern@ucdavis.edu

| hope this helps.

Andrea

On Sep 18, 2018, at 1:23 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:
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Good morning Andrea,

| got your message about the collaboration with Joshua Stern andi

i We will need to get some

documentation first, but otherwise, we’d be happy to share the control urine taurine data. I'm checking to see

to the group for signature, and then we can share the data.

Thank you for the collaborative opportunity!

B6

Take care,
Jen

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenniferjones@fda.hhs.gov

Web: hitp://iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 10/9/2018 1:48:13 PM

Subject: house mate of EON-366516 (attached) FW: Taste of the Wild (various flavors) since Nov 2013:
Lisa Freeman - EON-367899

Attachments: 2055822-report.pdf; Taste of the Wild-Last 1-2 bags (for 2 dogs) before diagnosis were

Southwest Canyon flavor-Before that: Lisa Freeman - EON-366516; 2055822-attachments.zip

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

7519 Standish Place
i B6 (BB)

I

| U.S. FOOD & DRUG

I <ovnisTRaTiON

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

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

Sent: Tuesday, October 09, 2018 9:45 AM

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

Subject: Taste of the Wild (various flavors) since Nov 2013: Lisa Freeman - EON 367899

A PFR Report has been received and PFR Event [EON-367899] has been created in the EON System.

A "PDF" report by name "2055822-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 "2055822-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-367899

ICSR #: 2055822
EON Title: PFR Event created for Taste of the Wild (various flavors) since Nov 2013; 2055822

AE Date 10/02/2018 Number Fed/Exposed | 2

Best By Date Number Reacted 2

FDA-CVM-FOIA-2019-1704-005036



Animal Species Dog Outcome to Date Stable

Breed Doberman Pinscher

Age B0 rears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055822

Product Group: Pet Food

Product Name: Taste of the Wild (various flavors) since Nov 2013

Description: Asymptomatic but is housemate of B6 who was diagnosed with DCM recently (FDA
ICSR ID 2055229). Eating same diet until mid-September when switched to Pro Plan Weight Management dry.
Notei Bé_idoes not have clear DCM but has reduced contractility. Will recheck in 6 months. Taurine pending -
will submit when available.

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: 2

Product Name Lot Number or ID | Best By Date

Taste of the Wild (various flavors) since Nov 2013

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

Jo view this PER Event, please click the link below:
i B6

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

B6

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.
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Report Details - EON-367899

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

2055822

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-10-09 09:33:20 EDT

Reported Problem:

Product Information:

Animal Information:

Problem Description:

Date Problem Started:

Concurrent Medical
Problem

Outcome to Date

Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Informatlon

Manufacturer
[Distributor Information:

Purchase Location

Information:

DCM but has reduced contractﬂrty Wil recheck in 6 months. Taurine pendlng -
will submit when available

10/02/2018

No

Stable

Taste of the Wild (various flavors) since Nov 2013
Pet Food

BAG

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

T iy

iB6 !

Lmimememad

Dog

Doberman Pinscher

Female

Neutered
33.4 Kilogram
i B6 | Years

Excellent

2

2

Owner Yes
Information
provided:

Contact: Name:

Email:!

~ B6

United States

Address:

Practice Name:  Tufts Cummings School of Veterinary Medicine |

Contact: Name: Lisa Freeman

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: 6 ''''' medical records combined.pdf
Description:!__ "~ ~ i medical records

Type: Medical Records

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-005040



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

9/22/2018 10:40:31 PM

B6

Taste of the Wild-Last 1-2 bags (for 2 dogs) before diagnosis were Southwest

Canyon flavor-Before that: Lisa Freeman - EON-366516

2055229-report.pdf; 2055229-attachments.zip

A PFR Report has been received and PFR Event [EON-366516] has been created in the EON System.

A "PDF" report by name "2055229-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 "2055229-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-366516

ICSR #: 2055229

EON Title: PFR Event created for Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that fed 3-4 bags of Pine Forest Before that had been feeding Pacific Stream for several

years; 2055229

AE Date 09/08/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Doberman Pinscher
Age | B6 |Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055229
Product Group: Pet Food
Product Name: Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest Canyon flavor
Before that, fed 3-4 bags of Pine Forest Before that, had been feeding Pacific Stream for several years
Description: DCM and CHF Probably primary DCM in predisposed breed but given diet history, some
possibility of diet-associated DCM Taurine WNL
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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: 1

Product Name

Lot
Number or
1D

Best By
Date

Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that, fed 3-4 bags of Pine Forest Before that, had been
feeding Pacific Stream for several years

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

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

B6

To.view.the PER_Event. Renort._please click the link helow:

B6

B6

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

information pursuant to your signed Acceptance of Commission.

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-366516
ICSR; 2055229

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-09-22 18:33:37 EDT

Reported Problem: Problem Description: = DCM and CHF Probably primary DCM in predisposed breed but given diet history,

some possibility of diet-associated DCM Taurine WNL
Date Problem Started: 09/08/2018

Concurrent Medical No
Problem:

0_uthme vto Date:_ Stable

Product Information: Product Name: =~ Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that, fed 3-4 bags of Pine Forest Before that, had been
feeding Pacific Stream for several years

Product Type: Pet Food

Lot Number:;

Package Type: BAG
Product Use pescription:  Owner has given consent to have FDA contact her for any
Information: = _ additional questions L
Manufacturer

IDistributor Information:

Purchase Location
Information:

Animal Information: Name: o i B6 |
Type Of Species: Dog
Type Of Breed: Doberman Pinscher
Gender: Male
Reproductive Status: Neutered
Weight: 34.2 Kilogram
Age:i B6 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product;

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Phone: B 6

Email::

Address: |

United States

Healthcare Professional pPractice Name:  Tufts Cummings School of Veteninary Medicine

Information: _
Contact: Name: lLisa Freeman

Phone: (508) 887-4523

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

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

Lisa Freeman

200 Westboro Rd
North Grafton

Massachusetts
01536
United States
Phone: 5088874523
Email: lisa.freeman@tufts.edu
Yes
Email

discharge 9-20-18.pdf
Discharge 9-20-18
Medical Records
bnp.pdf

BNP

Laboratory Report

cardio appointment 9-20-18.pdf
Cardio appt 9-20-18
Echocardiogram

cardio consult 9-8-18.pdf
cardio consult 9-8-18
Echocardiogram
discharge 9-9-18.pdf
Discharge 9-9-18
Medical Records

FOUO- For Official Use Only
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Lab Results IDEXX CARDIOPET proBNP 9/10/18

Date: 09102018
Requisition #: 426637

Accesion#

NE
Breed: DOBEEMAN_PINSCH
Gender: MALE NEUTERED
Agec BV

CARDIOPET proBNP- CANINE

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTEORO RD
NORTH GRAFTON, Massachuzers 01336-1828
508-839-5383

Account #0735

0- 900 pmolL HIGH |

Pageloi 1
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Cummings B6

\eterinary Medical Center ot 520085

AT TUFTS UNIVERSITY ' BG: Camine
i ;
Cardiol Licé S fearsOld Male {(Nevtered) Doberman

Bt/
Cardiology Appointment Report
Date: 9202018
Attending Cardiclogist-

[ John E. Rush DVM, MS, DACVIM {Cardiology}, DACVECT

B6

B6

Precenting Complaint:
Rechedk of DCM with active CHF

Genermnl Medical Historny-
Has been his normal self, went on one 20 min walk since he was last here and had no trouble at all.
PU/PD {due to lasix}

Diet and Supplesnents:
Fromm Malure: 4 cups a day

Condicvnscular Hisiory:

Prior CHF diagnosis? Yes

Prior heart murmmanr? Yes, grade 111/

Prior ATE2, N

Prior asrhythmia? ¥, VPCs

Monitoring respiratory rabe and efort at home? N, but havent noticed any labored breathing
Cough? N

Shortness of breath or difficulty breathing? N
Syncope or collapse? N

Sudden onset lameness? N

Bercise mitolerance? N

Cunrent Medications Perliment o OF Syshem:

FDA-CVM-FOIA-2019-1704-005047



Medication: | B6

Can we call ther pharmacy with a soript for this?

Coscine Plwysicnl Exosninolion:

General PE:

MM Color and CRT:
BCS {1-9):

BW (kg): 342 Kg

Muscle condition:
¥ Normal
U wied murscles boss

Condiovasculor Physical Examn:

Murmur Grade:
Ul none
Hhian
i
i

Murmar location/desription:

Jupular vein:
| pottom 172 of the nedk
[ weddie 1732 of the nedk

Arterial pulses:
O weak
U Fair
W Good
] Strong

a
¥ None
E]Simsarhytlnia
O premahwre beats

Heartrate:
Respralory rate:

Temp {if possile):

[ moderate cacheda
L] marked cachexda

o wpv
Ll whn
Clwipn
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Gallop:
|l Yo
M no
| intesmitient

Pulmonary assessments:
M Eupneic
| wld dyspnea
D\lﬂlﬂhﬁddw
[ Normal BY sounds

Ahdommal exam:
| Normal
]
[ abdominal distension

Problems:

Differentinl Diapnoces:

Heort Fodhee Clos shicalion Scome:

ISACHC Classification:
Hia
O ib
Ol

ACVIM Classification:
O a
O 1
O g2

gluidaﬂ:ihs
L] Marked asdtes

 ia
O nib

Ec
Udp
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Cummings  B6

\eterinary Medical Center et Do

AT TUFTS UNIVERSITY iBGFmﬂuuale{uemmd]
Cardiolopy Liason: 5088879696 Dobenman Pinscher

Black/Tan BW: Weizht {ke} 32.00

Cardiology Consultation

Date- 9/8/20118
Weight Weight {kg}32.00

Requesiing Ghniclem|  BG__ | VM {Resirlent - Emergency & Gritical Care)
Attending Cardiclopict
[ John E. Rush DVM, MS, DACVIM {Cardiology), DACVECC

B6
B6

Thoaradic radiopraphs svailahle for review?
= Yes - in 55
M Yoc - in PACS
= No

Potient loeation: ER

PFresenting complaint and important concuament diseases: B y.o doberman presenting for acute onset
soft cough after exercice and at rest, worse at night. Owners report coughing episodes have been
getting more frequent over the past 3 days. Grade IV /W right sided systolic mumur ausoulved on exam.
Had scheduled appointment to be seen with cardiology 9/20/18 based on arrhythmia heard at rDVML

*STOP - remainder of form to be filled out by Cardiology®

Physical Exomination
Heart rate: 120 Repiraory rate: 2R
MM Color and CRT: pk, <2 BCS {19} 4
Mustcle condition:
M Normal 2 Moderate cachexia
= Mild musde loss Marked cachexia
Cardiovascular Physical Exom
Murmr Grade:
[ None = van
= 12w v
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= nawn
M v

Hviav

Murmur location/desription: systolic right apical

Jupular wvein:
[ Bottom 173 of the neck I Top 2/3 of the neck
[ Middle 1/3 of the nedk [ 1/2 way up the nedck
Arterial pulses:
[ weak [ Bounding
I Fair I Pulse deficits
M Good 2 Pulsus paradoxus
[ Strong 2 Other {describe):
Arrhythmia:
[ None [ Bradycardia
[ Sinus arrhythmia [ Tachycardia
M Premature beats
Gallop:
[ Yes = Pronounced
e No I other:
[ intermittent
Pulmonary assessments:
[ Fupneic [ pulmonary Crackles
i Mild dyspnea [ Wheezes
[ Marked dy=pnea I upper girway stridor
[ Normal BV sounds H other auscultatory findings:
Abdomnal exam:
M Normal I Abdominal distension
3 Hepatomegaly [ Mild ascites
MEtral inflow:
[ summeated [ peedonommal
¥ Normal [ Restrictive
[ Dedayed redertion
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B6

Assesamnent and recosmmendations: Findings consistent with DCM and active congestive heart failure.
Simpson and sphericity index revealed advanced LV dilation and enlarged LA are consistent with
advanced DCML; B6

B6

Trestment plan:

B6

Final Diapnosis:
L-CHF secondary to DCM

Acklervchamn-
9/9/18 - Patent did well overnight, rare episodes of cough and respratory rate stayed stable

B6

Heaort Faihee Classification Score:

ISACHC Classification:
Hia Hina
b H b
I )

ACVIM CHF Classification:
da M
3 B1 Hbp
[ B2
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Cummings

Foster Hospital for Small Animals

- - =5 Willard Street
Veterinary Medical Center Morth Grafton, A 01536
Telephone [S08B] 8395395
AT TUFTS UNIVERSITY Fam [508} 2397951
it/ fvetme d tufts eduf
Emerpency & Critical Care Liatson: {508) 837 - 4745
Patemt 00000 Owmer
Mamne- i _B6 | Namne-
Sipnalmnent- i B6 | Years Old Black/TanMale Address B 6
{Neutered) Doberman Pinscher
Patient Bk 503
N ___________ B 6 ___________ -
E'HE’_q ci_-:n_ S niern)

Discharge Instructions

Addenit Dates 9/8/ 2018 105253 AM
Check Oul Dater 9/3/7018

Case Summnary
Di =
1. Dilated cardinerwopathy with active congestive heart fathere.

CaseSummnary -
wars bwrighit and alert. His vital signs (heart rate, respirabory rate, and temperature) wereall within nommal limits. He
had an audible bilateral heart munmms:. Hecoupghed when his traches wars palpated lioki e

Based on his breard and clinical presentation, we opled o do radiographs and have an emengency oonsult with the
cadiclosy departmens because of concems of dilated ardiomyopathy (DOM]. This & a common condition forthis
brepd Alsp, oraindree diets may predispose animals to developing dilatad candiamyopathy ormalee a pre-existing

disease o oot wanrse

On his cardinlooy consult, ulirasound showed sionificantly deoreased condraction of the heart, condfiming dilated
cadiomyopatiy. EKG showed oocrsional alnommal heartheats anginating fom the vensiricle. Based onthe resuits of

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

hmrs. He was albso started onpimobendan, which inareases the strength of heart contradions. As grain free diet can
aflect absorption of some nutrierss, Taurne supplementation was startal. He was placed onan ENG owermight o
determine iTany arrhythmias are presenit
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Patient Care InsirucBons:

but avoid strenumss activity like hildng or dhasing sqpareds which may overesert his heart.

2. Diet- We recommend to disoori inue the gran free diet - a sheet that has supgestions for diet and low sodium reals
can be found onthe HeartSmart web site (hitps/fvet tufts echyhearismart/dielf). We recommend as dry options:

- Royal Canin Early Candiacg

- Royal Canin Boar;

- Purina ProMan Adult Weighi Managemenit

Rechedk Wsits Please comne in for your schedilled candinlogy appoinisnent on Sepiesnber 20th ot 1IPMasa
re-check appoinisnent

Please visit our HeartSmart wehsite for more indommation
hitpcffvet tults echyheartamanty

Preszription Refill D cloisen:
For the sofely ond well-being of our petients, your pel most hove o on exevminal ion by one of our ve leringvions within the
ol yeor in order Lo ohilom prescriplion medicolions.

Dwderiog Food:
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Pleose check with your primory velerimorian o purehere the ecommended dicl ). 1 you wish o perechose your food from s,
please coll 710 doys in odvonce [(508-B87-3629) o ensure the food & in ook Allermotive by velerinovy dicls con be ondered
from onlne reioik s with o presoptionprel ernory apprenel.

Clivicol Trinks:
Chnicel Trioks ore studies inwhich owr ve lerinony dochors werk with yor ond your pel 1o imvesligole o specific disemse prsaess or
2 pomisng new ied ortreaimenl. Pleose see ourwelsie : vel hofls edufownc/cliniosl siudies

Case=!_ B6 ! Owner: | B6 | Dischaspe InEnKtions
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY i

Discharge Instructions
Patient Owney
— T B6 Patient B)- 5200403
o M= B6
Black/ Tan Male {Neutered) Dobarman
Pinecher i

biood to recheck his ladney vahues sincebeingon the .86 ___iior10 days His heart seams o be oondracting a litte
stronger than it was previoushy. His el ventricle was still dilated, but his el atrom was amaller today sinee his last visit,
which means he i improving on his osment medications. He did not have any amythmias whon we perfomed his FEOG
today. Theblood wark resulis are normal and we would liee o cordirue him on his omrert medicaation doses {see st
below), and al=o cortinue exercise restriding him o only lesh walls

Mondoring at home

The doses of dnugs will be adpusted based on the breathing rabeand effort
O In general, most dogs with heart faiure that 5 well conimolled have a lreathing ate at rest of less than 35 breaths
per minuie. inaddition, the breathing effort, noied by the amount of belly wall motion usad e each breath, 5
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fairly minimal iT heart faikre i oonbnolled !

O Aninaease in breathing rate or effort will usually mean that you shold give anextra dose of B6 LIF
cifficu ity breathing i not mprowved by within 60 -90 minutes after giving exira fumsemide then we recnemmend
that a rechedk evcam be scheduled andfor that your dog be evahsited by an emersency dinic.

O Thoreae nsinections for monibaring breathine, and a form o help keep tradk of breathing rate and drog doses, on
the Tufts HeartSmart web site (htipffvet tufis ediyheartamart fat-home- monitoring /).

o Wealsowarnt you towatdh for wealness or collapse, a reduction in appetite, warsening couph, or distention of the
belly as these findings indiatethat weshould do a redheck ecmination

O HFyouhave any concerns, please call or have your dog evahsted by a weterinarfan, Our emenzency clinic is open 24

B6

Recosmnended Medirafions
wsedd to give pills often have miore sodaam than 5 desirable - a sheet that has sugsestions for low sodum treat s can be found
onthe HeartSmart web site (hitipy et tufsecdudheartamart fdiet /)

E:En:isellu:u-muhli:lﬂ

al:lslntami:sﬂealhm:l nﬂieﬁll.n?. ﬁq)dmuewmhglﬂﬂgfmg{rqﬁmhdldmngm
Tast offHeash, elc) are generally not advised at this stage of heart aire

candiowed @iults edu for scheduling iln:lll]nﬂ'rﬂgﬂitqustm O CONCETTIS.

Please visit our HeartSmart wehsite for more rdomation
tipc/fvet - tulfts echyheartamarty!

Presorplion Refill D cloie
For the sofely ond well-beimg of our palients, your pef mast ene vod on exomiinaiion by ene of our vel erinorions within the post
yeor it order in obioin presoripiion medcelons.

Onderiog Food:

Pleose oheck with your primevy velersmovion o purdvose the recommended diets). ¥ you wish o mrechose your food from s,
pleose coll 7-T deys i odvonce (S08-887-3629) o ensere the food & in stock: Alternol el velerimory diels con be ondered from
online retoders with o presoription/ve terinory opprendl.

Clivicol Trinds:
Chiniced triols ore studies inwhich ourvelerinary dociors werk with you ond your pet In invesligole o spreiie discose prooess or g
prembsig new lest orirealment. Pleose see owr welsie: vel lufls edudovmcoliniesd-siudies
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Foster Hospital for Small Animals

Eu m m | n g S 55 Willard Street
: North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client: Patient: LBG
Address: BG Breed: Doberman Pinscher Species: Canine
DOB: | BE_j Sex:  Female
(Spayed)

Home Phone:
Work Phone:

Cell Phone:

Referring Information

B6

Client: B 6

Patient:

Initial Complaint:

intestinal foreign material, vomiting

SOAP Text Mar 82015 7:14AM | B6
3/8/2015 7:33:38 AM NEW VISIT (ER)

Doctor:{ _B6___i
Presenting complaint: vomit x 10 this AM

Objective (0)

B6

Page 1/22
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Client: B 6

Patient:

B6

Diagnostics Completed:

AXR (2 view): foreign material (midabdomen on lateral, overlapping L3 on VD), no obstructive pattern, stomach is not distended

NOVA:
PCV/TS:

Assessment (A)
Al: Gl foreign object - 1/0 unobstructive v obstructive
A2 B6 i

Plan (P)

P1

P2
P3
P4
P5

Po

Communication Summary: Discussed presence of foreign object in intestines. Hopefully this can move along with hydration.. B@

B6

Additional requests submitted: none

Estimate given: $ B6

3/8/2015 8:52:32 AM

Prescribed

Instructions B 6
3/8/2015 8:52:50 AM

Prescribed -
Instructions B 6
TS (FHSA): 6.8

PCV **: 54 .........................
SOAP Text Mar 8 2015 10:01AM - B6 |

Lo
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Client: B 6

Patient:

Visit is a referral: No

Diagnostics Completed:

B6

Assessment (A)

4 B6

Plan (P)
P1

P2
P3
P4
P5

P6
P7

B6

Prescribed -

Instructions - B6 _
B6 |
Prescribed -|

Instructions i B6

BW 31 kg, AR5 - Expires: 3/8/2016 6 Refills
SOAP Text Mar 9 2015 1:13PM - B6

2 yo SF Dobberman Pinscher was presented early yesterday morning Sunday 03/08/2015 for severe acute vomiting.

Vomitted once overnight and given, B6 no vomiting since. Urinating well; no defecation yet. Still NPO.

B
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Client: B 6

Patient: b oweemmmcoeoecommomce!

. B6 !

SOAP Text Mar 102015 1:55PM|___B6 |

2 yo SF Dobberman Pinscher was presented Sunday 03/08/2015 for severe acute vomiting. Vomited once since admit. Started
refeeding last night and has been eating ravenously.

S/0Q: overall unchanged with no_sienificant findnes

Initial Complaint:
Emergency

Page 4122
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________________________________

9/21/2015 5:20:18 PM NEW VISIT (ER)

Doctor: B 6

Student:

Presenting complaint: Left carpal pad laceration

Objective (O)

Page 5/22
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Client: B 6

Patient:

Assessment (A)

A1 Carpal pad lacerations

A2: Hx of HBC

A3: Hx of fever of unknown origin
A4: Hx of intestinal FB

lan (P)

S

B6

Communication Summary:

B6

Estimate given: $ Deposit collected: $

9/21/2015 7:06:22 PM

Prescribed -
Instructions B 6

Initial Complaint:

Disposition/Recommendations

Page 6/22
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Client:
Patient:

B6

Page 7122

FDA-CVM-FOIA-2019-1704-005064



Client: B 6

Patient:

" Foster Hospital for Small Animals
u m m | n g S 55 Willard Street

North Grafton, MA 01536

eterinary Medical Center (508) 839-5395

AT TUFTS UNIVERSITY

Client: B6 Patient: i B6!

Veterinarian: Species:  [Canine

PatientID: 314074 Breed: Doberman Pinscher

Visit ID: Sex: Female (Spayed)

Lab Results Report Age. | B8 Yoars Old

Nova Full Panel-ICU 3/8/2015 8:55:00 AM Accession ID:| B6 |

|'1'est IResults IReference Range IUnits

nCA 0-0 mmol/L

Fi102 0-0 %

BEb 0-0 mmol/L

TCO2 (POC) 0-0 il

GAP 0-0 mmol/L

BEecf 0-0 mmol/L

CREAT (POC) 02-21 mg/dL

NOVA SAMPLE 0-0

MG (POC) 0.1-04 mmolL

CA/MG 0-0 mol/mol

HCT (POC) B 6 38 -48 %

LACTATE 0-2 mmol/L

BUN (POC) 12-28 mg/dI.

SO2% 94 - 100 %

nMG 0-0 mmol/L

CLPOC) 109 - 120 mmolL

GLUCOSE (POC) 80 -120 mg/dL

K (POC) 36-48 mmol/L

CA (ionized) 1.17-1.38 mmol/L

HB (POC) e il g/dL.

A 0-0 mmlIg
» 8/22 B6

stringsoft
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Client: B 6

Patient:
NA (POC) 140 - 154 mmol/L
PO2 80 - 100 mmHg
PCO2 36 - 44 mmHg
PH BG 7.337 - 7.467
PCO2 36 - 44
PO2 80 - 100
HCO3 18 - 24
Nova Full Panel-ICU 3/8/2015 9:01:30 AM Accession ID:
|Test IResults IReference Range
TS (FHSA) 0-0
PCV ** B6! 0-0
TSEHSA) b 0-0
Nova Full Panel-ICU 3/9/2015 9:50:00 AM Accession ID: 'LBG
|Test IResults IReference Range IUnits
MCH(ADVIA) 21.3-259 pg
MCHC(ADVIA) 31.9-343 g/dL
WBC (ADVIA) 44-15.1 KAl
MCV(ADVIA) 64.5-77.5 fL
MPV (ADVIA) B 829-132 fl
RDW (ADVIA) 6 11.9-152
HCT(ADVIA) 39-55 %
PLT(ADVIA) 173 - 486 KAl
RBC(ADVIA) 58-85 MAL
HGB(ADVIA) 13.3-20.5 g/dL
Nova Full Panel-ICU 3/9/2015 9:50:00 AM Accession ID: B6
|Test IResults IReference Range IUnits
CALCIUM2 94-113 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
T BILIRUBIN 0.1-03 mg/dL
NA/K 29 - 40
SODIUM 140 - 150 mEq/L
CREATININE 06-2 mg/dL
ALK PHOS B 6 12 - 127 U/L
GLOBULINS 23-42 g/dL
T. PROTEIN 55-78 g/dL
PHOSPHORUS 26-72 mg/dL
I BILIRUBIN 0-0.2 mg/dL
ALT 14 - 86 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L
CHLORIDE 106 - 116 mEqg/L
’ 9/22 B6
stringse Printed Tuesday, October 09, 2018
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Client:

B6

Patient:
AST 9-54 U/L
UREA 8-30 mg/dL
POTASSIUM 37-54 mEq/L
CHOLESTEROL B 6 82 -355 mg/dL
GLUCOSE 67 - 135 mg/dL
ALBUMIN 2 28-4 g/dL.
A/GRATIO p 0.7-1.6
Nova Full Panel-ICU 3/9/2015 9:50:00 AM Accession ID: LBG
Test IResults IReference Range IUnits
EOS% 0-16 %
RBC MORPHOLOGY 0-0
No morphologic abnormalities
SEGS% 43 - 86 %
LYMPHS (ABS)ADVIA 1-4.8 KL
MONOS (ABS)ADVIA B 6 01-15 K/l
SEGS (AB)ADVIA 28-11.5 K/l
EOS (ABS)ADVIA 0-14 K/l
LYMPHS% 7-47 %
MONOS% 1-15 %
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities
Nova Full Panel-ICU 3/9/2015 9:50:00 AM Accession ID: ..BG,
|Test Results IReference Range IUnits |
VWEF:AG BGE 0-0 %
Nova Full Panel-ICU 3/9/2015 10:22:42 AM Accession ID: B6
|Test IResults IReference Range IUnits |
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
’ 10/22 B6
stringsc Printed Tuesday, October 09, 2018
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Client:
Patient

B6

Emergency Form: PACS

A
TUFTS UNIVERSITY
Foster Hospital for Small Animals
Hospital for Large Animals
200 Westboro Road,
N. Grafton, MA 01536

EMERGENCY SERVICES

This fmm must be submitted to accounung within 21 hoursuf overtimeineurred hn weatmentiol emergeney cases 10 ensure tinely

1.

St e izl sl

Thin £

must be e

enmy on bill. Eineigency [ees

B6

Doctor or Technician naine:

DLM

d in lu]l orit it will not be accepted.

i
Chent narpes i

Animal nam P

Date of ser\'ices Mar \QO’ b Case #_é@% S0 4 L‘\" Client #;
TECHNICIAN CLINICIAN Equine Farm Small
q
S1X2 Surgery A1X2 Anesthesia SAH
M8X2 Ophthalmology M1D9 Intensive Care Surgery Anesthesia
] $1X3 Surgeon A1X3 Anesthesiologist
R1X2 Radiology S1X3 Resident A1X3 Resident
Procedure: LAH
ery Anesthesis
Overtime hours inctirred: Surgery nesthesia o
S1X5  Surgéon A1X6  Anesthesiologist<hrs
Time paged/called: S1XA Surgeon w/sx<ghrs A1X7  Anesthesiologist>4hrs
SIXB Surgeon w/sx»4hrs A1X3 Resident
Arrived: S1X3. Resident
Start surgery/procedurc: LAH & SAH
Medicine Pathology
End surgery/procedure: } M1X1 Resident PIX1 Pathologist
M1X4 Clinician <4 hrs P1X1 Resident
Left building: M1X5 Clinician > 4 hrs G1X1 Ambulatory
RADIOLOGY Equine  Farm p{Small  Ophthalmology = Equine Farm  Small
R1X5 ER Radiologist: M8X4 Ophthalmologist 1 hr: —
R1X1 ER Resident: M8X5 Ophthalmologist 2 hrs:
R1X3 Celiogram: MS8X6.  Ophthalmelogist. 3 hrs:
R1X4: Cysto/Urcthogram: M8X7 Ophthalmdlogist 4 hrs:
R1X6 Myelogram:
: . » - e
RiX7 Ultrasound: m \leﬁ 2(1(9\!(31\2?}\5‘\ (?HC > )
R1X8 Intrav/Urogram {IVU): -
DA R eh L A TJ0L E 5
gﬁpervxsn?{%ignamrc
Piint Name
Forneaas O e 12 0 12 WHITE-Ac¢otinting YELLOW-Payroll PINK-Employee
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Client: B 6

Patient:

Diet history 10-2-18

e el R R ]
ML i e

L D&

Ssrz nams B6

oW WOLLD MO 8888EE your pats anpairs™ (Mman: ihs poin: o ins linz pamow tna:
Zxampis oo~

m.
o

JwnsT = nams

Exzelten:

| = - -
~oo | Zxcelien:

— &V VOU NOUCSC 3 Srangs n vour ners appatie over ing 1257 ©-2 wesks™ (cnesi all tha: apnly

JEats Bnout Ine same amoun: 35 usua LIzars less tnan usua OZars mors than usua
O5eems 1o orefer differen: fooes tnar usua OOtne

¢ Owertns last few wesks, nas vour pet (cnack ons
Oiostweign: DGamnsc weign: EBmaves abow: inz same weigh: ODon't know

¢ Digase list petow ALL pst fooas, peopie ToOC. T8arE. sNack, Comial cnaws, rawfiges. anc any oiner 1ood item thal vour pe:
g o {1~ = LS B =
currenily eate, Pisase incluce tne pranc. spesific oroauc, and fiavor 80 we know exacily wnar vou pet s =atn:
Food linciude specific broduct and fiavor! _Form Amoun® How often” S ines
- - - : Lok
SHAMDISS 8re SNOWN [N INe [alie — DIsass Droviae enouan 0Siai tnal we couio 40 00 tne SIore and puy tne exact sams foos
Food linzluae specific proauc: and fiavor Form Amoun: How often” Fed since
Nutro Gram “ree Cnicker. Lenti L Sweet Sotato Agul; on 7 Je our 5 PRI
85% lean namouros” microwavec 305 1Xwes: Jar ?Sf;
Supparon onainal pesf fiavo" rrea ¥ "~ wae Atg 201 %
Rawnige res & inzn s 1x/was) Drez 20%F
Toate of the klﬂhld OO \ cup 2% oA VoV 0@ 3
Punog Pro Lieignt MonNaoe. acd | cour 2% Aoy Se ~ 20
VOCIOUS yegonst, (fresin™ ‘et _ danly J oV ama
K4 Gramgia~factoru trear S0 Acuily WOV JOR
Eall cnacrowy Bones +ean \ Ly v ans
AN aodinona: oe; INTOrmanon carn pe USISL Of s DAk OF t1s shee:
£ Do vou give 2nv disiary SUDDISMISNTS [0 vour pat (Tor BXBmDie: Viamn: QIuIosEmine fatv aziss o eny ome:
suppiemensi” OYes Fhwc  1fves DIS2SS I3 WNISR Ones ano ave oranas anc amoun:s )
Brand/Zonzenanoer : :
_ AMoun pe- oz,
Taurine Ovee Tl =
Camitine Tyss fc
Antioxigants Ove: e
Mutmvicamr Tve: Hhe
Hvyas Thc
Oyse e
Nature 5 Bownn 500 mg 1apie: - ¢ pe-ga
€ mow 00 you aamimster oilis © yous pel”

¢ O not Qive any medications

| DUt tnem direstiv i my pet's mouin witnous fooz
i puttnem In my pets aogizal icoc

nut inem Bill Ppokes o° simiias proaus:

IE=TR B}
DUt them In foods (iisT iooas:

] I..HEI: (MR
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Client:
Palt?:nt: B 6

Vitals Results

3/8/2015 7:00:15 AM
3/8/2015 8:04:09 AM
3/8/2015 8:04:41 AM
3/8/2015 8:04:59 AM
3/8/2015 8:05:10 AM
3/8/2015 9:01:51 AM
3/8/2015 9:02:21 AM
3/8/2015 9:05:28 AM
3/8/2015 9:08:07 AM
3/8/2015 9:08:24 AM
3/8/2015 1:14:46 PM
3/8/2015 1:14:56 PM
3/8/2015 1:15:08 PM
3/8/2015 3:03:56 PM
3/8/2015 5:10:06 PM
3/8/2015 5:10:59 PM
3/8/2015 5:16:36 PM
3/8/2015 7:53:39 PM
3/8/2015 9:14:21 PM
3/8/2015 9:26:23 PM

3/8/2015 9:28:24 PM

3/8/2015 9:34:23 PM
3/8/2015 9:34:35 PM
3/8/2015 11:25:05 PM
3/9/2015 12:41:08 AM
3/9/2015 1:21:29 AM
3/9/2015 1:21:47 AM
3/9/2015 1:22:15 AM

3/9/2015 1:24:43 AM
3/9/2015 4:31:18 AM
3/9/2015 5:42:34 AM
3/9/2015 5:51:30 AM
3/9/2015 5:51:40 AM
3/9/2015 8:26:27 AM
3/9/2015 11:56:11 AM
3/9/2015 11:56:23 AM
3/9/2015 11:56:50 AM
3/9/2015 11:57:02 AM

Nursing note
Temperature ()

Heart Rate (/min)
Respiratory Rate
Weight (kg)

Notes

Quantify IV fluids (mls)
Eliminations
Respiratory Rate

Heart Rate (/min)
Respiratory Rate
Quantify IV fluids (mls)
Eliminations

Heart Rate (/min)
Quantify IV fluids (mls)
Respiratory Rate
Eliminations
Temperature (F)
Quantify IV fluids (mls)

Eliminations
Nursing note

Respiratory Rate

Heart Rate (/min)

Cage or Walk notes
Cage or Walk notes
Quantify IV fluids (mls)
Eliminations

Cage or Walk notes

Respiratory Rate

Heart Rate (/min)
Respiratory Rate
Quantify IV fluids (mls)
Eliminations
Eliminations
Temperature (F)

Heart Rate (/min)
Quantify IV fluids (mls)
Respiratory Rate
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Client:
Palt?:nt B 6

Vitals Results

3/9/2015 1:27:57 PM
3/9/2015 3:32:11 PM
3/9/2015 3:35:18 PM
3/9/2015 3:35:30 PM
3/9/2015 3:37:40 PM
3/9/2015 5:27:01 PM

3/9/2015 7:04:35 PM
3/9/2015 7:07:59 PM
3/9/2015 7:08:08 PM
3/9/2015 7:08:44 PM
3/9/2015 7:14:28 PM
3/9/2015 7:14:36 PM
3/9/2015 9:09:44 PM

3/9/2015 11:42:29 PM
3/9/2015 11:42:36 PM
3/9/2015 11:42:45 PM
3/9/2015 11:43:13 PM
3/10/2015 3:38:41 AM
3/10/2015 3:43:03 AM
3/10/2015 3:43:09 AM
3/10/2015 3:43:19 AM
3/10/2015 5:09:16 AM
3/10/2015 7:01:03 AM
3/10/2015 7:01:09 AM
3/10/2015 7:01:19 AM
3/10/2015 7:01:25 AM
3/10/2015 7:01:36 AM
3/10/2015 7:02:01 AM
3/10/2015 11:38:03 AM
3/10/2015 11:39:59 AM
3/10/2015 11:40:05 AM
3/10/2015 11:40:13 AM
3/10/2015 1:43:47 PM
9/21/2015 5:20:19 PM
9/21/2015 5:20:20 PM
9/21/2015 5:20:21 PM
9/21/2015 5:20:22 PM
10/2/2018 3:58:13 PM

Eliminations

Quantify IV fluids (mls)
Respiratory Rate

Heart Rate (/min)
Temperature (F)

Eliminations

Eliminations

Weight (kg)
Temperature (F)
Quantify IV fluids (mls)
Heart Rate (/min)
Respiratory Rate

Amount eaten

Heart Rate (/min)
Respiratory Rate
Eliminations

Quantify IV fluids (mls)
Quantify IV fluids (mls)
Heart Rate (/min)
Respiratory Rate
Eliminations

Amount eaten

Heart Rate (/min)
Weight (kg)
Respiratory Rate
Temperature (F)
Eliminations

Quantify IV fluids (mls)
Heart Rate (/min)
Respiratory Rate
Quantify IV fluids (mls)
Eliminations

Amount eaten

Heart Rate (/min)
Temperature ()
Respiratory Rate
Weight (kg)

Weight (kg)
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Client: | B 6
Patient

Patient History

03/08/2015 06:47 AM Purchase
03/08/2015 07:00 AM Vitals
03/08/201507:51 AM UserForm
03/08/201507:54 AM Treatment
03/08/2015 07:54 AM Purchase
03/08/2015 08:03 AM UserForm
03/08/2015 08:04 AM Treatment
03/08/2015 08:04 AM Vitals
03/08/2015 08:04 AM Vitals
03/08/2015 08:04 AM Vitals
03/08/2015 08:05 AM Vitals
03/08/2015 08:08 AM UserForm
03/08/2015 08:10 AM Purchase
03/08/2015 08:55 AM Purchase
03/08/2015 08:59 AM Purchase
03/08/2015 08:59 AM Purchase
03/08/2015 09:01 AM Labwork
03/08/2015 09:01 AM Vitals
03/08/2015 09:02 AM Treatment
03/08/2015 09:02 AM Treatment
03/08/2015 09:02 AM Vitals
03/08/2015 09:05 AM Purchase
03/08/2015 09:05 AM Purchase
03/08/2015 09:05 AM Treatment
03/08/2015 09:05 AM Vitals
03/08/2015 09:07 AM Prescription
03/08/2015 09:08 AM Treatment
03/08/2015 09:08 AM Treatment
03/08/2015 09:08 AM Vitals
03/08/2015 09:08 AM Purchase
03/08/2015 09:08 AM Treatment
03/08/2015 09:08 AM Vitals
03/08/2015 09:09 AM Prescription
03/08/2015 09:18 AM Treatment
03/08/2015 09:50 AM Purchase
03/08/201509:51 AM Purchase
03/08/201501:07 PM Treatment
03/08/201501:07 PM Treatment
03/08/201501:14 PM Treatment
03/08/201501:14 PM Vitals
03/08/201501:14 PM Treatment
03/08/201501:14 PM Vitals
03/08/201501:15 PM Treatment
03/08/201501:15 PM Vitals

Page
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Client: B 6

Patient:

Patient History

03/08/2015 03:03 PM
03/08/2015 03:03 PM
03/08/2015 05:10 PM
03/08/2015 05:10 PM
03/08/2015 05:10 PM
03/08/2015 05:10 PM
03/08/201505:11 PM
03/08/2015 05:16 PM
03/08/2015 05:16 PM
03/08/2015 05:16 PM
03/08/2015 07:53 PM
03/08/2015 07:53 PM
03/08/2015 09:13 PM

03/08/2015 09:14 PM
03/08/2015 09:14 PM
03/08/2015 09:26 PM
03/08/2015 09:26 PM
03/08/2015 09:26 PM
03/08/2015 09:26 PM

03/08/2015 09:28 PM

03/08/2015 09:34 PM
03/08/2015 09:34 PM
03/08/2015 09:34 PM
03/08/2015 09:34 PM
03/08/201511:25 PM
03/09/2015 12:41 AM
03/09/201501:21 AM
03/09/201501:21 AM
03/09/201501:21 AM
03/09/201501:21 AM
03/09/201501:22 AM
03/09/201501:22 AM
03/09/201501:22 AM

03/09/201501:24 AM
03/09/201501:24 AM
03/09/201501:33 AM
03/09/201501:36 AM
03/09/201501:39 AM

03/09/2015 04:31 AM
03/09/201504:31 AM
03/09/2015 05:39 AM
03/09/2015 05:39 AM
03/09/2015 05:42 AM
03/09/2015 05:42 AM
03/09/2015 05:51 AM

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Treatment
Vitals
Treatment
Vitals
Purchase

Treatment
Vitals
Treatment
Treatment
Treatment
Vitals

Vitals

Treatment
Vitals
Treatment
Vitals
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals

Treatment
Vitals

Treatment
Treatment
Treatment

Treatment
Vitals

Treatment
Treatment
Treatment
Vitals

Treatment

Page
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Client: B 6

Patient:

Patient History

03/09/2015 05:51 AM
03/09/2015 05:51 AM
03/09/2015 05:51 AM
03/09/2015 08:26 AM
03/09/2015 09:10 AM

03/09/201509:11 AM
03/09/201509:11 AM

03/09/2015 09:42 AM
03/09/2015 09:44 AM
03/09/2015 09:49 AM
03/09/2015 09:49 AM
03/09/2015 09:49 AM

03/09/2015 10:22 AM
03/09/2015 10:22 AM

03/09/2015 10:39 AM
03/09/2015 10:39 AM

03/09/2015 10:40 AM
03/09/2015 10:49 AM
03/09/2015 11:40 AM
03/09/2015 11:55 AM
03/09/2015 11:56 AM

03/09/2015 11:56 AM

03/09/2015 11:56 AM
03/09/2015 11:56 AM
03/09/2015 11:56 AM
03/09/2015 11:56 AM
03/09/2015 11:56 AM
03/09/2015 11:56 AM
03/09/2015 11:56 AM
03/09/2015 11:57 AM
03/09/2015 11:57 AM
03/09/201501:27 PM
03/09/201501:27 PM
03/09/2015 02:06 PM

03/09/2015 03:32 PM
03/09/2015 03:32 PM
03/09/2015 03:34 PM
03/09/2015 03:35 PM
03/09/2015 03:35 PM
03/09/2015 03:35 PM
03/09/2015 03:35 PM
03/09/2015 03:37 PM

Vitals
Treatment
Vitals
Vitals
UserForm

Purchase
Purchase

Purchase
Treatment
Purchase
Purchase
Purchase

Labwork
Treatment

Prescription
Prescription

Purchase
Purchase
Treatment
Treatment
Treatment

Treatment

Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Purchase

Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Vitals

Page
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Client: B 6

Patient:
Patient History
03/09/2015 04:47 PM UserForm
03/09/2015 05:27 PM Treatment
03/09/2015 05:27 PM Vitals
03/09/2015 06:52 PM Prescription
03/09/2015 06:53 PM Prescription
03/09/2015 07:04 PM Treatment
03/09/2015 07:04 PM Vitals
03/09/2015 07:04 PM Treatment
03/09/2015 07:07 PM Treatment
03/09/2015 07:07 PM Vitals
03/09/2015 07:08 PM Treatment
03/09/2015 07:08 PM Vitals
03/09/2015 07:08 PM Treatment
03/09/2015 07:08 PM Vitals
03/09/201507:14 PM Treatment
03/09/2015 07:14 PM Vitals
03/09/201507:14 PM Treatment
03/09/201507:14 PM Vitals
03/09/2015 09:09 PM Treatment
03/09/2015 09:09 PM Vitals
03/09/2015 09:13 PM Purchase
03/09/201511:42 PM Treatment
03/09/201511:42 PM Vitals
03/09/2015 11:42 PM Treatment
03/09/2015 11:42 PM Vitals
03/09/201511:42 PM Treatment
03/09/201511:42 PM Vitals
03/09/201511:43 PM Treatment
03/09/2015 11:43 PM Vitals
03/09/2015 11:44 PM Treatment
03/10/2015 03:38 AM Treatment
03/10/2015 03:38 AM Vitals
03/10/201503:43 AM Treatment
03/10/201503:43 AM Vitals
03/10/201503:43 AM Treatment
03/10/2015 03:43 AM Vitals
03/10/2015 03:43 AM Treatment
03/10/201503:43 AM Vitals
03/10/2015 05:09 AM Treatment
03/10/2015 05:09 AM Vitals
03/10/201507:01 AM Treatment

Page
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Client: B 6

Patient:

Patient History

03/10/201507:01 AM
03/10/201507:01 AM
03/10/201507:01 AM
03/10/2015 07:01 AM
03/10/201507:01 AM
03/10/201507:01 AM
03/10/201507:01 AM
03/10/2015 07:01 AM
03/10/2015 07:01 AM
03/10/2015 07:02 AM
03/10/2015 07:02 AM
03/10/201509:11 AM

03/10/201509:11 AM
03/10/2015 11:38 AM
03/10/2015 11:38 AM
03/10/2015 11:39 AM
03/10/2015 11:39 AM
03/10/2015 11:40 AM
03/10/2015 11:40 AM
03/10/2015 11:40 AM
03/10/2015 11:40 AM
03/10/201512:12 PM
03/10/201512:12 PM
03/10/201501:33 PM
03/10/201501:43 PM

03/10/201501:43 PM
09/21/201505:17 PM

09/21/2015 05:20 PM
09/21/2015 05:20 PM
09/21/2015 05:20 PM
09/21/2015 05:20 PM
09/21/2015 05:24 PM
09/21/2015 05:24 PM
09/21/2015 05:49 PM
09/21/201507:16 PM
09/21/201507:16 PM
09/21/201507:18 PM
09/21/2015 07:28 PM
09/05/2018 08:11 AM

09/20/2018 01:47 PM

10/02/2018 03:53 PM
10/02/2018 03:54 PM
10/02/2018 03:55 PM
10/02/2018 03:55 PM

Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Purchase

Purchase
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Purchase
Treatment
UserForm
Treatment

Vitals
UserForm

Vitals
Vitals
Vitals
Vitals
Prescription
Prescription
Prescription
Purchase
Purchase
Purchase
Prescription
Appointment

Appointment

UserForm
UserForm
UserForm
Treatment

Page
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Client: B 6

Patient:

Patient History

10/02/2018 03:58 PM
10/02/2018 04:25 PM
10/02/2018 04:25 PM
10/02/2018 04:59 PM

10/02/2018 05:25 PM

Vitals
Purchase
Purchase
UserForm

Purchase

Page 20/22
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From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

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

B6

6/11/2019 6:36:57 PM

Pure Balance Salmon and Pea dry: Lisa Freeman - EON-390200

2068093-report.pdf; 2068093-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390200] has been created in the EON System.

A "PDF" report by name "2068093-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 "2068093-attachments.zip"

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-390200

ICSR #: 2068093

EON Title: Related PFR Event created for Pure Balance Salmon and Pea dry, Taste of the Wild High Prairie dry;

2068093
AE Date 10/31/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed

Retriever - Golden

Age

BG (ears

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2068093
Product Group: Pet Food
Product Name: Pure Balance Salmon and Pea dry, Taste of the Wild High Prairie dry

Description: DCM and CHF diagnosed 10/31/18. On BEG diet. Normal taurine levels
Submission Type: Followup
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

FDA-CVM-FOIA-2019-1704-005080



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

Product Name Lot Number or ID | Best By Date

Taste of the Wild High Prairie dry

Pure Balance Salmon and Pea dry

This report is linked to:
Initial EON Event Key: EON-370760
Initial ICSR: 2058697

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

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

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

B6 ?

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

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

The information 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.
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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-390200

ICSR:

Type Of Submission:

Report Version:

2068093

Followup

FPSR.FDA.PETF.V.V1

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

Reporting Type: Voluntary

Report Submission Date: 2019-06-11 14:25:21 EDT

Initial Report Date: 11/10/2018

Parent ICSR: 2058697

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  DCM and CHF diagnosed 10/31/18 On BEG diet Normal taurine levels

Dafe Probiem Startedi 10/31/2018

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Dermatitis

Outcome to Date; Stable

Product Information: Product Name: Taste of the Wild High Prairie dry
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use Description: = Fed for last 3 months until 2 weeks ago when changed to
Information: Beneful Salmon dry
Manufacturer

IDistributor Information:

Purchase Location
Information:

Product Name: Pure Balance Salmon and Pea dry
Product Type: Pet Food
Lot Number:
Package Type: BAG

Product Use | pescription: Fed for past 6 years until about 3 months ago
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Name: BGE

Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Female
Reproductive Status: Neutered
Weight: 25.5 Kilogram

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information: Owner Yes

FOUO- For Official Use Only 1
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Information

provided:
Contact:

Address:

Practice Name:

Contact:

Name:

Phone: |

Email:

B6

United States

Tufts Cummings School of Veterinary Medicine

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

Name:

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

Lisa Freeman

200 Westboro Rd
North Grafton

Massachusetts
01536
United States
Phone: 5088874523
Email: lisa.freeman@tufts.edu
Yes
Email

Follow-up med records pt 1.pdf
Med records
Medical Records

Follow-up med records pt 3.pdf
Med records
Medical Records

Follow-up med records pt 2.pdf
Med records
Medical Records

FOUO- For Official Use Only
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Client:
Patient:

B6

UCDavis Taurine Panel

pL. 2442\

W ZA41 -
Amino Acid Laboratory Sample Submission Form
Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 95616
Telephone: 530-752-5058, Fax: 530-752-4698
Email: ucd.aminoacid.lab@ucdavis.edu

www.vetmed.ucdavis.edu/labs/amino-acid-laboratory

Veterinarian Contact: | B6 ;

Clinic/Company Name: Tyfis Cummings Schaol of Vet Med - Clinical Pathology | aharatary
Address: 200 Westhoro Road, North Grafton MA 015369

Email: _Clinpath@tufts edu ' £ag g! e (@ ‘}U f,:f LY -E‘.-:*{_Ld

Telephone] ; | BG

Billing Contact:! B6 i ] Email:{ B6 _
Billing Contact Phone . B6 ' Tax 1D:
Patient Name: __ | B6 Species: '[R.J ¢ \{(i_ﬁ |
Breed: __ (it l-f'.‘ Owner's Name: __ B6 .
Current Diet : E)EM £ HLLJ(“‘ (AUS on 9lan e \aste el ad
Nu lu\é‘z
Sample type: Plasma Who!e Btood Urme Food Other duce
Test: Taurine"* Complete Amino Acids  Other:
Taurine Results (lab use only)
Plasma:! B6 . Whole Blood: B6 . Urine: Food:
Plasma (nMol/ml) Whole Blood (nMol/mil)
Normal Range | No known risk | Normal Range | No known risk
for deficiency for deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

* Please note with the recent increase in the number of dogs screened for taurine deficiency, we

are seeing dogs with values within the reference ranges (or above the “no known risk for deficiency
range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our
laboratory for assistance in evaluating your patient’s results.

Page 19/91
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Client:
Patient:

B6

Prescription: Pimobendan 15mg 12/14/18

Bé 1,2

EPage:

OK To Ship

VETERINARY PRESCRIPTION AUTHORIZATION FAX FORM

% ACCREDITED

Comuoundxng Prarmacv

Pharmacy (toll free) Fax

B6

e —— .
i i i B6 |
OWNER : ..... B@-- PET'S NAME Kiwl
First Name Last Name Customer Number - (optional)
e 4
H 1
BILLING d B6 i SHIPPING
ADDRESS pROHACT e i mmemimme ADDRESS
[ i ;
. i B6 ! (if cifferent)
City State PREFERRED SHIPPING METHOD
PHONE 5""""'@'6 """" : EMAIL [ Ground [ Second DayAr [ ovemight

SECTION B: VETERINARIAN - please print prescription info (or attach RX below) and fax 1om

***** This Area for Prescriber Use Only ****

PRESCRIBER
First Name Last Name License# DEA # (for controls)
FOSTER ANIMAL HOSPITAL
Office Name
CLINIC Bill to Ship to
Address []ofice [Joffice
[CJPatient [CJpatient
City State Zip Email
PHONE 508-839-5395 Fax  508-839-7951
peTsname___ B6 i SPECIESCaNine  WeIGHTS5 LB sex AGET

DOSAGE FORM FLEXDOSE TABLETS

STRENGTH 19 MG

a - g | ';’

s (VR N N pe—

mumzb HUND, v _f D T

qry 60 TABS

//

REFILL

= B6

L‘PI’EES’& TENTEW dﬂétﬁﬁh'&ﬁﬂﬂ'm]‘h’fﬁéf LS —

(multiple reﬁII requested)

./

B6 B6

s N s e

o The ey s deoud e e oy aegl U

A BesAanesarseans b aacalithaliess . faess adbosels s s d1al b R 164 it L IAEPILEW. AL PErE LY. S gpata Fan e

prohlblted Ifyou have recelved lhls telecopy in error, please notify the sender |rnmed|alely to arrange the return of this document

Page 20/91
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Cli
Paltei::rtlt:é B6

BNP

! B4 : C|I?El!l_.
i B6 E
Client:{ B6 1 Date: 02142018 TUFTS UNIVERSTTY
Patient,._B6__ ! 200 WES TBORO RD
Species: CANINE NORTH GRAFTON, Massachusets 01536
Breed: GOLDEN_RETRIEVE 508-839-5385
Gender:
Age: TY Account #88533

CARDIOPET proBNP- CANINE

CARDIOPET proBMNP 2= ! .
: 0- 90 1
- CANINE !L._._E_s_._._- 0 - 900 pmall HIGE B6

Coroments:

Page 21/91
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Cli
Paltei::rtlt:é B6

Gastrointestinal Laboratory
Dr. J.M Steiner
Department of Small Animal Clinical Sciences
Texas A&MUniversity
4474 TAMU
College Station, TX 77843-4474
Website User ID: Cardiovet@tufts.edu OR clinpath@@tufts.edu

Gl Lab Assigned Clinic ID: 11405

Phone:
Fax:
Al B6 i - -
200 STeEsIuTeRoEn Animal Nam e_,
North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received Mar 06, 2019
Gl Lab Accession: 13484
Test Result Reference Interval Assay Date
o =
Ultra-Sensitive Troponin | Fasting i B6 ing/mL <0.06 03/06/19
Comments:
e Gl Lab Contact Information
Phone: | B6 Email: gilab@cvm tamu.edu
Fax: (979) 862-2864 veimed tamu.edu/gilab

Page 22/91
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Client:

B6

Patient:
Diet Hx 5/16/2019
CARDIOLOGY DIET HISTORY FORM 2" E
Please answer the following questions about yourpet .
Pet's name: B 6 Owner's name : B 6 Today's date! BG '_
1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)
Example: Poor I Excellent
Poor Ii Excellent
2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
EEats about the same amount as usual OEats less than usual OEats more than usual
OSeems to prefer different foods than usual OOther
3. Over the last few weeks, has your pet {check one)
OLost weight DOGained weight Stayed about the same weight ODon't know
1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years.
Please provide enough detail that we could go to the store and buy the exact same food - examples are shown in the table
[ Food (include specific product and flavor) Form Amount | How often?_ Dates fed
Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult dry 1 % cup 2x/day Jan 2016-present |
_85% lean hamburger microwaved 3oz 1xAveek June -Aug 2016
Pupperoni ariginal beef flavor _ treat % 1x/day Sept 2016-present
Rawhide_ . treat 6 inch twist 1x/week Dec 2071&-present |
| & rina One Yvge Hond fumee., | sl Ve Zxtdoc | Dee  BPap
i T venigAt | b ) i}
ANpO o ol ek |S/dauts 0 e 2002
| ,
*Any additional diet information can be listed on the back of this sheet
2. Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any other
supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
. Brand/Concentration . Amount per day
Taurine myes ONo_ N O @ SUD o _ ’
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo
Coenzyme Q10 OYes ONeo
Other (please list):
Example: Vitamin C Nature's Bounty 500 mg tablets — 1 per day
3. How do you administer pills to your pet?

O | do not give any medications
O | put them directly in my pet's mouth without food

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

O | put them in a Pill Pocket or similar product

| put them in foods (list foods):

Page 23/91

FDA-CVM-FOIA-2019-1704-005089



Client:
Patient:

B6 |

Chem 21 5/16/19

A 2

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

Name/DOB: |

Phone numiber:

Patient ID: 14:- BG E. ...........................

B6

Collection Date: 5/16/2019 3:55 PM
Approval date: 5/16/2019 6:36 PM

Sex: U
Age: 7
Species: Canine
Breed: Golden Retreiver

Provideri.... B6 .

Order Location:

sestigation into

Research Chemistry Profile - Small Animal (Cobas)

SMACHUNSK]
Glucose

Urea

Creatinine
Phosphorus
Calcium 2
Magnesium 2+
Total Protein
Albumin
Globulins

A/G Ratio
Sodium
Chloride
Potassium
tCO2(Bicarb)
AGAP

NAK

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglveerides
Amiase
Osmolality (calculated)

Sample l]:l-:r B6 :

END OF REPOR T (Final)

B6

Page 24/91

Ref. Range/~
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-71.2 mg/dL
9.4-11.3 mg/dL
18-30mEqL
5.5-78 gidL
2840 g/dL
23-42 gidL
0.7-1.6
140-150 mEq/L
106-116 mEg/L
37-54 mEqL
1428 mEq/L
8.0-19.0

20-40
0.10-0.30 mg/dL
12-127 U/L
0-10 U/L

14-86 U/L

9-54 U/L
22422 UL
82-355 mg/dL
30-338 mg/dl
400-1250 U/L
291-315 mmol/L

Eeviewed by
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Client:
Patient:

; , e 1 i -
E B4 : clienti B6 ! Pﬂies‘_til B6i
L 1 | SRR e Mmamemd ;)

Eiia'll.{._._B.s!_____i Date: 05 16/2013 TUFTSUNIVERSITY '

PaliEnl!;_ B6 H Requisition ;14 _._._._., 200 WESTBORO RD

Species U ARTNE Accesion#y,_,_ B i NORTH GRAFTON, Massachusets 01336

Breed: GOLDEN_RETRIEVE Ordered by! ~ B6 i 508-339-5385

Gender: FEMALE 5 PAYED

Age: TY Account #88533

CARDIOPET proBNP- CANINE
CARDIOPET proBNP i_mgém_i 0 e B6 i
i i 0 - 900 pmall HIGH ! !
- CANINE iz i el . =L
Comments:

Page 25/91
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Client: B 6

Patient:
B6 ‘ script submitted
85,29,2019 11:07 From:i _ B6 1 B6
| Bé e Pharmacy Fax{ ___B6 _.
Prescription Refill Request
(This fax contains sensilive patient information. If you are not the intended party, please destroy this fax) =7 ==
Date printed / faxed 5/29/2019 @
nim
TO: i B6 ;

55 WILTARD 6T NORTH GRAFTON. MA 01536

Fhone 508-839-5385
Fax 508-887-4275

FROM: B6 ?

Fh i
= B6

Patient: B 6

Phone B6 i

___________________________

Birthdate | B6_ " Age 7
Rx# i B6 i
RuEnby s .
Current Drug B6 FLEX DOSETAB 7.5MG TABLET
Date written 12/14/2018
Last refill 5/28/2019 Prescription expiration date 12/14/2019

Directions GiVE 1 TABLET BY MOUTH EVERY 12 HOURS

_ Suoaested formuwla:. If approved, please initial:

5 B6 DOSETAB TABLET 7.5MG
#00 GIVE 1 TABLET BY MOUTH THREE TIMES DAILY

OWNER STATES DOSE FREQUENCY HAS INCREASED TO TID

Refill Response: Fax back to the pharmacy at B6
May Refil: ... OO .
___PRN,or_/| Time(s\.as Consistentuwith.State Lawor Unti B0
Authorizedby B6 DateS T T4
Comments or Questions:

Page 26/91
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Client: B 6

Patient:

Troponin 5/31/2019

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

Website User ID: lisa.freeman@tufts.edu OF B6 i@tufts.edu

Gl Lab Assigned Clinic ID: 23523

i i Phone: 508 887 4696
TiIfts TUifiRGS School of Vet Med - Cardiology/Nutrition Fax:
200 Westboro Road Animal Name:
Morth Grafton, MA 01536 ’ B6
USA Cwner Mame:
Species: Canine
Date Received: May 30, 2019
Tufts Cummings School of Vet Med - GlLab Accession:: BG
Cardiology/Nutriion Tracking Number. T d
427078
Test Result Reference Intenval Assay Date
Ultra-Sensitive Troponin | Fasting i B6 ing/mL <0.06 05/31/19
Comments:

Gl Lab Contact Information
Email: gilab@cvm tamu.edu

veimed tamu.edu/gilab

Page 27/91
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Client: B 6
Patient:

ECG from Cardio

! B6 i 2/14/2019 4:16:11 BM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 37/91
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Client:
Palt?:nt: B 6

ECG from Cardio

2/14/2019 4:16:11 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 38/91
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Client:
Palt?:nt B 6

ECG from Cardio

i B6 i 2/14/2019 4:16:12 PM

Tufts University

Tufts Cummings School of Vet Med
Cardiology

Page 39/91
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Client:
Paltei::rtlt:é BG

ECG from Cardio

.......................... -
B6 i 2/14/2019 4:16:25 PM Page 1 of 2
.......................... d Tufts University
Tufts Cummings School of Vet Med
Cardiology
Page 40/91

FDA-CVM-FOIA-2019-1704-005097



Cli
Paltei::rtlt:i B6

ECG from Cardio

2/14/2019 4:16:25 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 41/91
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Client: B 6 ;

Patient:

ECG from Cardio

i B6 ! 2/14/2019 4:19:51 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 42/91
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Client:
Palt?:nt: B 6

ECG from Cardio

i B6 i 2/14/2019 4:20:16 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 43/91
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Client:
Patient:

B6

ECG from Cardio

2/14/2019 4:21:38 EM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 44/91
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Client; :
Patient: | B6

| ——

ECG from Cardio

2/14/2019 4:22:05 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 45/91
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Client: B 6

Patient:

ECG from Cardio

2/14/2019 4:22:05 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 46/91
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY i

Discharge Instructions
Patient Owner
—-vY Mames  B6 | Patiemtm:_ B6
Bionde Female{Spayed) Golden
Reriever =
Bithdowe-. _ B6 |
Attenading Candiologist-

B6

B6

abdominal effort when breathing and had an inErmittent arhythmia when we were listening 1o IHIEILm
Eiunﬁ]gtmlumiﬂimdmmﬂwm mhhﬁmmhstmlﬂnm However, on

ﬂmhmm@mm

Mondoring at homne:
o Wewould lie you i mmnitor her breathing rabe and effort at home, ideally during sleep or at atime ol rest. The
dioses of dnups will be adpsted based onthe breathing rate and efiort
O  In general, most dogs with heart faikre that 5 well contmolled have a breathing ate at rest of less than 36 breaths

FDA-CVM-FOIA-2019-1704-005104



per minie. inaddition, the breathing effort, noted by the amount of belly wall motion usad for each breath, is
fairly minimal i heart faihre 5 ontmolied

© Aninaease in breathing rate or effort will usumlly mean that you should give an extra dose of B6 L IF
difficuity breathing & not mproved by within 30-60 minutes afier giving esdra funosemide then we recosmmend
that a rechedck eam be scheduled andor that your dog be evahsted by an emensency dinic.

0 There @e nstinuctions for monibaring breathing, and a form to halp keep track of breathing rate and drug doses, on

the Tufts HeartSmart web site {litpyfvet hufts ediyheartamar t fat-home monibaring )
O Wealo wart you tnwatdh for wealoess or collapse, a reduction in appetite, woarsening couph, or distention of the

belly as these findings indiatethat weshould do a recheck eamination
o Hyouhave any concerns, please call or have your dog evahsted by a weterinarian, Our emenzency clinic s open 24
hour/day.

& Taurine supplcsneniatione Give 1000mg {2 capsules) by mouth twice daily. (Brands we remmmend inchade Twinlab,
Swansmn, NOW and GNC brands).

Taurine & ort armino ackd thot & shown to be necessory for appropriote eort Ireolth. Supplermening Tourne, T SO0Me OSes,
I beod 1o redoction i heart enkoparnent and an exreose i heart health i dogs with DERL. Fven thoogh Kiwi s, norrnol
taxine levels, this supplernent could still help ber beart corftroct better.

Dict suppesions:

Daogs with heart failure acosmulatemore fluid intheir body iTthey eat lange amounds of sodium {salt]. Sodium can be Tound
in all fonds, but some foods are lower i sodiam than others. Many pet treals, people foods, and supplements used to ghe
pills often have more sodium than is desiable- a sheet that has supgestions for low sodium reals an be found onthe
HeartSmart web site {hittpyf et s edudhear ramant fidiety

Your dog’s usual diet may also havemore sodium than recommended - we want himydher 1o continueto eat hisfhernomal
diet for the first 7 10 14 days so we can malke sure he 5 tolerating medications well, but afterthat time we would
reammend slowly ifimoducing one of the lower sodum diets onthe HeartSmar t list {(25% of the new diet and 75% old diet
for 2-3 days, then 5050, eir-) Hopelully you can find a diet on thelist that your dog likes to eat. Allematively, fyouare
attached o the aurent diet you can reseandh theamount of sodium in the diet o ensure that the sodium condent is similar
tothose onthe list.

o The DA & amrently iwestigating an apparent association bebwesn diet and atype of heart diseace alled dilated
cadiomyopathy. The sad casse is still unclear, bt it appears i be associated with boubique diets and those
containing eatic ngedent or aregrain-ree. Therehore, we are osment iy recommending that dogs do not eat
these types of diels.
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l.hﬁrl]tmrlana'qemtl:rgtu:llﬂis suchas kangaroo, duck, lamb, venison, lentils, peas, beans, bulfalo,

O The DA ssued a statemeant reganding this isaue
{httpss/Awarar. o mowf Andmalveterinary/ NewsPvertSiOWUpdalegfuomiG] 3305.0im) and a recent: article
publshed by Dr. Lisa Freeman anthe Cummings Sdools Petioodbiogy biog can urther expliain these findings
{htipy Avetnutritionchufts.edu/201 806 a bralen-heart-ridk-of heart disease-in-houtique-or- grain-ree diets-and ex
otic- ingredieni s}

O Ournuiritionists have compiled a list of dog foods that are gnod opbions fordogs with heart disease.

i your diog has spedal nuiritional needs or requires a homeoooked diet, we recommend you schadule an appoiniment with

ﬂmﬂuswasmu long a walk and shirter walks a‘eathlsednﬂleﬁnle Repet itveor streswmss high energy ad ities
{repetitive ball dhasing, umning fast ofHeash, eic) are scenerally not advised at this stage of heart Tathare

Ilﬂ:llﬂ:t‘lﬂs

ﬂtﬁﬂ@nﬂsﬂililrﬂ:lm.llig and Nn-emerEant qUBSERNS O CONCeEms.

Pease visit our HeartSmart website for more indormation
hittpcffvet -hulfits. edhyheartsmarty

Presorplion Befill De coiose
For the safety ond well-being of our palients, your pef masd ene vod on exomiinalion by one of our vel erinarions within the post
yeor in order o obiomn presoplion medootions.

Ondering Food:

Pleose oheck with your primovy velerimovion 1o porchose the recommended diet{s). I yvou wish o mechose your food from s,
plecse mll 710 doy=s in odvonce SO8-BR7-36249)] o ensure the food & in stock. Allernalve k. velerimory dicls can be ordered from
online retoders with o presoription/ve terimory opprenal.

Clivicol Trinds:
Chmicd trioks ore studies inwhich our velerinary dectors work with you ond your pel o imvesigole o specife dseose prooess org

promisimg new esl orirealment. Pleose see oor welisite: vel hufls. cdufovme/ ool sivdies

Cas= B6_| Owner;  B6_ | Dihanpe Instincticns
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- Foster Hospital for Small Animals
| ‘ 55 Willard Street
. ‘ ; North Grafton, MA 01536
Telephone (S0R) 8395395

\eterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Pt Szl e
Mamner; B6 | Mame B6 PatEentm: B6_:
Blonde Female{Spayed) Golden
Retriever 1
Brthdate; B6
MtendingCEnicon _ B6 ___{DAM {Resident - Candiology) Shadewdl  B6 V19
Date of exam- 2/14/2019
Patient Locationr Ward/Cape: cardio room Weight {ke} 25.70
Sedation
[ inpatient [l paG
M Outpatient Time: [l oaac
] waiting [ 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanesthetize
Examanation Desired: Thoracic rads RL + DV
Presenting Comgplaint and Chnical Cheections you wisch 1o answer:
Cardiolopy Rechedk DCM. History of CHF on October 2018 Shorines of breath today. Worse DCM on
echo today.

Pertinent History:

B6

FDA-CVM-FOIA-2019-1704-005107



Ceacdusisas:

-Moderate in maked generdized cand omega y with moderale to marked left alvid enlapement are consistent
with previons diagnnsis of dilated cadiomyopathy. On this siiddy, cardiopenic edema is thonghtt 1ess likely.
Fallowup radiopraphs can be consider o monitor this possibility.

Mild non-speahic hepainmegaly.
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Cummings B6

Veterinary Medical Center .
" ;}DU;TEQNE ;T Y B6 're:smc:: Female {Spayed} Gohllen Retriever

Blomde=
Cardiology Appointment Report
ENROLLED IN DCM STUDY
Date: 2142019
num:hg Cardiologist :

'B6

B6

Recheck DCM with a history of CHF

Conousrent DEenses:
None

General Medical Histary: i
Diagnosed with DCM and CHF on:. B6 | enrolled in DCM study.

_____________________

In the past week or so she is not as energized, not as niteractive with O whidh isabnormal for her, going
10 sleep a lot earlier, slowing down significantly on her dailly wak_ Coughing/gagging again, about twice a
day whidch also started about a week apo_ Breathing sounds ke she s wheezing on occasion especial by
when sleeping, also started in the last wesk. O unsure of respralory rate during these episodes, though
she does seemn to have abdominal effort. Grest appetite still, drinks a lot but has been since starting
meds Only change in mutine s that O hasbeen home more frequently in the last week or so.

Around christmas she had an episode where she collapsed on a walk and was unconstious. She had spit

uutsu'm B6 plllsﬂ'latday Took some time to get badk on track but had been normal wp until
this last e

Dt ond Supplesnents:
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Purina true instinct turkey blend dry, 1 "scoop™ twice a day, alpo dog treatsdaily

No supplements

Cardiovascullar History:
Prior CHF diagnosis? yes
Prior heart murmur? yes
Prior ATE? no

Prior arrhythmia? no

Monitoring respiratory rate and effort at home? Yes, not super consistent about checking it, but when
they do check it is around 24 on averapge, never ahove 400

Cough? Yes
Shortness of breath or difficulty breathing? Yes
Synoope or collapse? Yes in december

Sudden onset lameness? No, limps on a back leg occasionally, gets worse throughout the day, waxes and

WEnNes
Bercise imtolerance? Yes

Muscle condition:
] Normal
M Mild muscle loss

Cordicvaceulior Phwsical Exom:
Murmur Grade:
E Nane
1An
E i

=] mMarked cachexia

= rvpn
1= v
= wipn
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1 man

Murmur locationfdesaription: left apical systolic

Jugular vein:
Bottom 1/3 of the neck
[ middle 1/3 oftheneck

Arterial pulses:

Problems:
DCM with ahx of CHF 10/31/18

E Echocandiogr=am
Ddlﬂ'ristwptﬁle
[ o

[ Renal profile
Dlilmdpp_-ﬂle

=3 Pulmonary aradkdes
[ wheesess
Dll[maimystrih

(] maild ascites
(2] marked ascites
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B6

NEtral inflow:
[ surmmated [ peasdononmal
M namal [ Restrictive
[ petayed relaxation

Racliopraphic findings:

Marked generalized cardiomegaly with severe LA enlargement. The pulmonary vessels appear to be at the
upper end of normal Suspicion for a mild interstital pattern in the caudal lung lobe consistent with mild
pulmonary edema/CHF.

Ascecoment and recommendotions:

Findings consistent with poor but stahle systolic dyfunction and cardiac size. Thoracic radiographs

suggest mild active CHF and ECG reveals frequent ventricular arrhythmias which were not present before.
Thus, medication adjustment is needed anc B6 e
recommended. B6 it i undear a this point whether patient has
primary DCM or diet-induced cardiomyopathy. However, it has been only 4 months and current diet should
be mantained and aditional ly today Tawrine 1000mg BID was started. Recommend rechedk
edhocardiogram in 3 months or sooner in case patient develops clinical sipns consistent with worsening

of the disease_

Final Dingnesis:
- DCM with marked LA enlargement rfo primary DCM v=. diet-induced;
- Suspected active CHF.

Heanst Foshere Clos sification Score:
ISACHC Classification:
™ M nia

Hib = b
En

ACVIM Classification:
[ a M
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M-Mode
Iv5d
viDd
IvVPWd

IVIDs
IVPWs
DV Teich}
BV{Teidh}
E-{Teich}
%F5

SV Teich)
An Diam
LA Diam
LASfAn
Max LA
TAPSE
EP5S

M-Mode Normalized

IVSdN
IVIDdN
IVPWdN
IVSsh
IVIDsN
IVPWsN
Ao Diam N
LA Diam N

2D

SA LA

An Diam
SA LA f Ao Diam
v5d

IviDd
IvPwd
EDVW{Teich}
| P

IVIDs
IVPWs
BV{Teidh}
E-{Teidh}
%FS
SV{Teich}
1V Major
IV Mior

b

B6

B6

B6

RR3I3

{0290 - 0.520}
{1350 - L730} !
{0330 - 0.530}
{D.430 - 0.710}
{D.790 - 1.140} !
{0530 - 0.780}
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sphericity Index
IVLd LAX

IVAd LAX

IVEDV A-L LAX
IVEDV MOD LAX
IVls LAX

IVAs LAX

IVESV A-L LAX
IVESV MOD LAX
HR

AL LAX

IVEF MOD LAX
SV AL LAX

SV MOD LAX
COALLAX
COMOD LAX

Doppler

MR Vmax

MR maxPG
MV E Vel

MV DecT

MV Dec Slope
MV A Vel

MV EfA Ratio

EfFE
ﬁ.

AV Vmax
AV maxPG
PV Vmax
MY maxPG
TR Vmax
TR maxPG

B6

B6

3 ®R

ml
I/min
Ifmm

mfs
mmHg

mfs

mfs
m{s

myjs

myfs
m/fs
m{s
mmHg
mys
mmHg
mjs

mmHg
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Cummings B6

\leterinary Medical Center

AT TUFTS UNIVERSITY B6 Female (Spayed)
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8. Date:

Phanmacy sent tn:

Ongpufrupr.-t

9. Date:

Phanmacy sent tn:

Dnyufrupr.-t

10. Date:

Phanmacy sent tn:

Dngpufrupl!t
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY i

Discharge Instructions
Palient Owner i
Mamne=__B6 | Mame  B6 | PREMN: B6 |
e = BG .................
Blonde Female{Spayed) Golden
Retriever

] johnE. RushDVM, M5, DACVIM {Cardinlogy), DACVECC

B6

B6

“B6

Student=
At Dote 5/16/2019

Diagnoses:
© Dilated cardiomyopathvy (DOMW)

fﬂﬁ!m ________

n FEIII.IIT{I‘I]UII’!E}. BG;EpnttrymiEin:l et were noreased during her edhocandiopram and we administered
an injectable dose of furosemide.

Today we drew blood o sulbmit aserum chemisiry and redheck NT-Pro-BNP and also collecied urine for a urinalysis. Wiewdll
cal | you tmormow with the results of these tests.

tbseci BG ;mdnlmcﬂﬂtﬁmpuhatﬂw BG 'Ihlsrrﬂ:lmtm-lhemﬂ:lasa'kmﬂ

and please et us lnow iTyou ever had togive her any dose. Incase younotice thal she s breathing with a respiratory ate
higher than 32bpm {at rest), wecan also tale radiographs to look for sions of congestive heant: Taihare

When we call you tomormow 'with bloodwaork results we will disouss how herbreathing has been at home

MaondDring at homne
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o Wewould lie you o monitor har breathing rate and effort at home, ideally during sleep or at atimeof rest The
doses of dnups will be adpsted based on the breathing rate and efiort.

o  In geneval, most dogs with heart fathare that is well contmolled hawve a breathing mte at rest of less than 36 breaths
per minuie. Inaddition, the breathing eflort, noted by the amount of belly wall motion usad foreach breath, s
Ry minimal it heart faihre & onimoliad

o Aninoease in breathing rate or effort will usually mean that you should giwe an exira dose of B6 iF
diffiulty breathing is not mproved by within 36-60 minutes after giving esdra funosemide then we reosmmend
that a recheck mam be scheduled andfor that your dog be evahsrted by an emergency dinic

0 There are nstnuctions for moniboring breathing, and a formto help keep track of breathing rate and drug doses, on
the Tufts HeartSmart weh site (htipffvet tufis eduyheartamartfat-home- montaring /).

O Wealso want you i watdh or wealaness ar collapse, a resdhuction in appetite, warsening cough, or distention of the
belly as these findings indiatethat weshmid do a recheck eaminal ion

O Fyouhave aw concarms, please call or have your dog evahated by a velarinarian. Our emengency dinic is open 24
hoursfday.

fast off-leash, &) ilega'ﬂallymtadmalatﬂusmgedlmt Rihre

Rechedk st

A redheck visit &5 recommended at Tuesday, faspust 196h at 1pen, when we will recheck her echocandogram and perform
some blood tests

wﬂlhﬂiﬂiﬂlﬁ :Iu:lmmﬂgmtqustm OF CINWEITIS.
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Pease visit our HeartSmart webhsite for more information
Intipe/fvet s edhyheartamartyf

Presrplion Befill D clodosre -
For the sofety ond well-be img of our palients, your pef mast e vod on exomiinalion by one of our vel erinorions within the post

yeor in order o obioin prescriplion medications.

Ondering Food:
Pieose ohveck with your primory velerinorion o purdose the recommended diet{s). 1§ you wish In prehose your food fom s,
please il 710 dey= v odvonce (SO8-BR7-9629] o ensure Hhe food & in siock. Allernal ey, velerimory dicls con be ordered from

online refoders with o presoription/ve terimory opprenal.

Clioicl Trinks:
Chmicd trioks ore studies in which our velerinary dectors work with you ond your pel o imvesigole o specife dseose prooess or g
promisimg mew iest orirealment. Pleose see our welsite: vel bufls. edu/ovnc/oliniosl sludics

Cas B6 | Owner B6 i Dix hawpe Insinxtions
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From: PFR Event <pfreventcreation@fda.hhs.gov>

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

Sent: 4/1/2019 9:48:46 PM

Subject: ACANA - Heritage Red Meat Formula Dog Food (Grain-free): Kelsey Weeks -
EON-383914

Attachments: 2065085-report.pdf; 2065085-attachments.zip

A PFR Report has been received and PFR Event [EON-383914] has been created in the EON System.

A "PDF" report by name "2065085-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 "2065085-attachments.zip"

and 1s attached to this email notification.
Below is the summary of the report:

EON Key: EON-383914
ICSR #: 2065085

EON Title: PFR Event created for ACANA - Heritage Red Meat Formula Dog Food (Grain-free); 2065085

AE Date 03/15/2019 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Shepherd Dog - German

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2065085

Product Group: Pet Food

Product Name: ACANA - Heritage Red Meat Formula Dog Food (Grain-free)
Description: 3/15/2019 - Acute onset of difficultly breathing on walk, increased resp rate, wheezing and short of

breath. Diagnosed with DCM and CHF
Submission Type: Initial

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable
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Number of Animals Treated With Product: 2
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

ACANA - Heritage Red Meat Formula Dog Food (Grain-free)

Sender information

B6

USA

Owner information

B6

USA

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

B6

To view the PFR Event Report, please click the link below:
! B6

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-383914

ICSR:

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

2065085

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2019-04-01 17:42:39 EDT

Reported Problem:

Product Information:

Animal Information;

Problem Description:

 3/15/2019 - Acute onset of difficultly breathing on walk, increased resp rate,

wheezing and short of breath. Diagnosed with DCM and CHE

Date Problem Started: 03/15/2019

Concurrent Medical No
Problem:

0_uthme vto Date:_ Stable

Product Name:
Product Type: Pet Food

 ACANA - Heritage Red Meat Formula Dog Food (Grain-free)

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:
Name:

Type Of Species: Dog

Type Of Breed: Shepherd Dog - German

Gender: Female

Reproductive Status: Neutered

Weight: 25.9 Kilogram

Assessment of Prior Excellent

Health:
Number of Animals 2
Given the Product:
Number of Animals 1
Reacted:
Owner Information: - Owner
Information
provided:
Contact:
Address:

Yes

o

United States

Healthcare Professional
Information:

Practice Name:

Contact:

Address:

FOUO- For Official Use Only 1

Tufts Cummings School of Veterinary Medicine
Lisa Freeman
Phone; (508) 887-4523

Name:

Email; lisa.freeman@tufts.edu

200 Westboro Road
North Grafton
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Sender Information:

Additional Documents:

Name:

Address:

Contact:

Permission To Contact

Massachusetts
01536
United States

Type of Referred veterinarian
Veterinarian:

Permission to Yes
Release Records
to FDA:

United States

Phone:

B6

Email:

Yes

Sender:

Preferred Method Of

Email

Contact:

Reported to Other

None

Parties:

Attachment:
Description
Type

Medical record 4-1-2019.pdf
: Medical records
: Medical Records

FOUO- For Official Use Only
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Client:
Patient:

B6

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals

North Grafton, MA 01536

55 Willard Street

(508) 839-5395

Client: B6 Patient: | B6 !
Veterinarian: Species:  [Canine
Patient ID: BG Breed: German Shepherd
Visit ID: Sex: Female (Spayed)
Lab Results Report 288 Jo BO
CBC (Research) (Advia) 3/22/2019 3:35:09 PM Accession ID:| B6
|'1'est [Results IReference Range IUnits
WBC (ADVIA) 44-15.1 K/ul
RBC(ADVIA) 58-85 M/ul,
HGB(ADVIA) 13.3-20.5 o/dL
HCT(ADVIA) 39-55 %
MCV(ADVIA) B6 64.5-71.5 fL,
MCH(ADVIA) 21.3-259 pg
MCHC(ADVIA) 31.9-343 g/dL
CHCM 0-0 g/dl
RDW (ADVIA) 11.9-152
COMMENTS (HEMATOLOGY) 0-0
Hemolysis present 0-1 platelets per High power field
CBC (Research) (Advia) 3/22/2019 3:35:10 PM Accession D B6
|Test IResults IReference Range ----- IUnits
SEGS% 43-86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
EOS% 0-16 %
NRBC B 6 0-1 /100 WBC
SEGS (AB)ADVIA 28-11.5 Kl
LYMPHS (ABS)ADVIA 1-438 KL
MONOS (ABS)ADVIA 01-15 KL
» 4/61 B6
stringsc Printed Monday, April 1, 2019
Page 4/61
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Client: B 6

Patient:
EOS (ABS)ADVIA C 0-14 K/l
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities B6
POIKILOCYTOSIS L 0-0
CBC (Research) (Advia) 3/22/2019 3:35:26 PM Accession ID:| B6 |
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL,
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN 55-7.8 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
AJGRATIO 07-16
SODIUM 140 - 150 mEq/L
CIILORIDE 106 - 116 mEq/L
POTASSIUM 3.7-5.4 mEq/L
{CO2 (BICARB) B 6 14-28 mEq/L
AGAP 8-19
NA/K 29 - 40
T BILIRUBIN 0.1-03 mg/dL
ALK PHOS 12 - 127 UL
GOT 0-10 UL
ALT 14 - 86 UL
AST 9-54 UL
CK 22-422 UL
CHOLESTEROL 82 - 355 mg/dL
TRIGLYCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 UL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L
COMMENTS (CHEMISTRY) 0-0
- 5/61 B6
Fungss Printed Monday, April 1, 2019
Page 5/61
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Client:
Patient:

B6

Medical records

Patient History Report

Cllent:; Patlent:, __B6
Phorig:! Species: CAMNINE Breed: GERMAN
 B6 e
Addrass:| Age: B6 Sex: Spayed Female
Color: BACE AT TaT"
Date Type Staft History
AN2019 Ol EMAIL
Recipients: _uidthen
Attachmants: | Be 2 ph.pdt (P atient Historg
Subject:  Patighf History from! B6 e
BG Message: Mo message enterad,
IL20149 OW EMAIL
Recipients: TOATTN Guardian (Othen
Attachments: | B6 (2739-2 ph.pdf (Patient Histary) i
Subject: Patient History from | B6 for

Message: Mo message entered;

Fe201e b 4 Dilated or Corgested Cardiomyopathy_ Tentative

182019 | 4 i Bé T WILL CAUSE INCREASED THIRST
AND DESIRE.TO URINATE. .BE SURE.YOUR PET HAS FRESH, CLEAN
DRIMKING WATER AT ALL TIMES, ALLOW YOUR-PET TO HAVE ACCESS
QUTDOORS MORE OFTEN-WHIEE ON A DIJRE TIC MEDICATION.

FHig2oe P 4

F1e2018 B 4 B 6

FHIB2018 T 4

B6

Heart: rregular thyth, extrd beats gooasionally,. EGG has VPD's,  Radiographs
revedl erlarged hieart, tall dorsal displacemant of trachea, loss of caudal waist,

congestion of veing

B6

Assesament; Utrasound revealad thin wall to ventricles, dilated vantricles

Rube Outs DOM, distary related likely

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

i B6

Page 1of 30

Page 6/61

Dater 3/80/2019 11115 AM
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Client:
Patient:

B6

Medical records

Patient History Report

Cllent: Patlent:{____BS___ i
Phonie: Specles: CANINE Breed: GERMAN
S , SHEPHERD
Beklress: Age:i____B6 : Sex: Spayed Famale
Color: black and rad
Date Type Staft History
not grain free. Call e food company and et tham know,
SHEEMe T I age: Thoray
Is2ne p BG
I1B2I5 O BG Technician Mote
Hare for coughing onand off. Stared 3days ago. s worse inthe mraming. Ng
change indiet, No medications other then a joint supplament.
EEore T Hrage:
SEENE W i Mar 18, 2019 04:24 PM Staff: 4
We dght 1 67,20 pounds
123201 L 4 Microbisleogy results frem IDEXN Referende

Laboratory Requisitilon ID: 11738842¢

Test Result

OVALFARR

WHIPWOBM
HOOKWORM
ROUNDWORM

Pogted Final

Reference Range

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6

Page 2 of 30

Page 7/61

Dater 3/80/2019 11115 AM

FDA-CVM-FOIA-2019-1704-005127



Client:
Patient:

B6

Medical records

Patient History Report

Clieni: Patlent:.___ B® |
Phorie: Specles: CANIMNE Breed: GEBMAN
P — SHEPHERD
Adclress: Age: i | B6 . Sex: Spayed Female
Color: black and red
Date Type Staft History
infectious  agents using RealPCR {canine diarrhea panel: test
code 262%; feline
diarrhes panal: test code 262T).
172220149 L 4 SHAP Asgays regults from IDEXX VetLab In-cliniec
Labératory Regquisition ID: 18361 Fosted Final
Test Besulk Reference Range
HW = ;
Lyme. = !
AP spp = E
EC-EE = i
1222018 |
1282018 | B6
1222618 |
172zzog | 4
1222019 v | B6_ |
We Lght v 8320 pounds
Vezemse 4 Adult Caning. 0 Abnormals

Vaz2me

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6

Page Zof 30 Dater 3/80/2019 11115 AM

Page /61

FDA-CVM-FOIA-2019-1704-005128




Client; 6
Patient: B

Medical records

Patient History Report

Client: | Patlent:; __B6
Phone: | Epecles: CAMINE Breedd: GERRAN
N =Y 2 T SHEPHERD
Bodrass: | Age: i B6 | Sex: Spaved Famale
Color: black and red

Date Type Staft History

10152018 © 22 Examsedical Notes
16208 P 22
1o e20e P 2z B 6

1oMe20s C

Technician Mote

B6

fwie201e v 22 et 16, 2018 03327 PM Staffs 22

We toht v R4, 00 pounds

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

: B6 i Page 4.of 30 Dater 3/80/2019 11115 AM

Page 9/61

FDA-CVM-FOIA-2019-1704-005129



Client: B 6

Patient:

Medical records

Patient History Report

Client: Patlent:; ___B€ __ |
Phone: Species: CANINE Breed: GERMAN
SHEFHERD
Address: Sex: Spayed Famale

Date Type  Staff History

9132018 D 4 | B6 {Final

9132018 C 4 . Exam/Medical Notes

9132018 | 4

9/13/2018 P 4 B 6
az0is ¢ I BE Technician Note

Q132018 v 4 sep 13, 2018 02:46 PM Staff: 4
Weight : 69,40 pounds
6/20/2018 R 22 Rabies Cerificate w/Dr Signatura 2 - CLOSED_08/21/2018

B6

B6

E:Billing, C:Med note, TB:Call back, CK:Check-in, CM:Gommunications, D:Diagnosis, DH: Declined ko hiskory, EExamination, ES:Estimaks,
I.Ceparing inslr, L:Lab mesull, M:Image cases, P:Frescription, PAPYL Accepled, PE:problems, FP.PVL Perdormmed, PR.PVL Recommended,
R:Comesponde nee, Timages, TC:Tenative med| nole, V:Vilalsigns

B6 Page 5 of 30 Date: 3/20/2019 11:15 AM

Page 10/61

FDA-CVM-FOIA-2019-1704-005130



Client:
Palt?:nt: B 6

Medical records

Patient History Report

Clignit:

o B 6
Acklross:

Patlent:  B6

Ager{_ | B6 i
Color: black and red

Breed: GERMAN
SHEPHERD
Sex: Spayed Famale

Date Type Staft

History

Rabies Certificate

Client 1D Fatient 10:
Clisnt Mame: P atiert Mamea: 86
Addrass: Specles: CANINE
Breed: GERMAN SHEPHERD
Sau Spayed Female
Colar: black and red
Phong: M arkings: B6 i
Birthdate: UBE
Weight 658
Microohips: T BG ............
Tag Mumber:

Lt M e
Vaceination Date:
Expiration Date:
FProducer:
BeANILY

B6

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

TTBe

Page 6 of 30

Page 11/61

Dater 3/80/2019 11115 AM

FDA-CVM-FOIA-2019-1704-005131



Client:
Paltei::;t:i BG

Medical records

Patient History Report ]

CHent: Patient:] i
Phorie: Species:"'CANTNE """" Breed: GEBMAN
......................... SHEPHERD
Address: Aga: I_BS Sex: Spayed Femals
Color: black and red

Date Type Staft History

620018 | e
620/2018 | 29
8202018 | 22
200018 E 20
202018 C | B6 | Technician Note

BiEtinntg v l B6 t sun 2o, 2018 05:03% P ostated  BE |

We et ¢ 65,80 pounds

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 Page 7of 30 Dater 3/80/2019 11115 AM

Page 12/61

FDA-CVM-FOIA-2019-1704-005132



Client: 6
Patient: B

Medical records

Cllent: Pattent:____B6 _ |
Phone: Specles: CANIMNE Breed: GEBMAN
SHEPHERD
Address: Age: Sex: Spayed Famale
Color: 86
Date Type Staft History
242018 P 4 B6
1i201e L 22 Hicrobiclogy results from IDENK Reference
Laberatory Becuisitieon ID: 108610170 Posted Final
Test Result Refersnce Rangs
CNALFABR
WHIPWOBM
HOOEWORM
ROUNDWORM
Asaniii B6 :
OVA & PRBAEITES
#2018 b 22 SHAFR Assays results from IDEXX VetLab In-clinie
Laberatory BReguisitien Ih: L7113 Posted Final
Tast ;Begule Refsrencs Range
HW = !
Lyme = :
AP _spp = E
EC-EE = i
11wente | 22 Your pet was vacoinated with the Boelringer Ingefhsim Duramune Lyme vaceine

onthelett side of thechestwith a Serial # 69601004 with expiration dale Awg

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

i B6 : Page gof 30 Dater 3/80/2019 11115 AM

Page 13/61

FDA-CVM-FOIA-2019-1704-005133



Client:
Patient: B 6

Medical records

Patient History Report

Clisrit: Patient:|____B6 | ;
Phone: B Species: CANINE Breed: GERMAN
SHEPHERD
Addross: Age:! i Sex: Spayed Famale
Color: black and red

Date Type Staft History

52018

1ozme | 22 Haveyou checked out your Petly page? Thisfrea sanvice allows youto dccess pat
infarmation including blosdwork and vaccine ramindars, ordet prescription refills,
recjuest appointmerts, and more! Flease be stre o provide us with yaour email

11102018 P gy CCLSRARRULINIRRS
11102018 E 22
1ozots © | Bt Teeh Histoly.Canine - Closed Jan 11201

111002018 ¥ BGE

Weiight 6020 pownds

L2007 © Tech Histary-GCanine - Closed Jul- 1272017

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 E Page @ of 30 Date: 3/20/2019 11:15 AR

Page 14/61

FDA-CVM-FOIA-2019-1704-005134



Client:
Patient:

B6

Medical records

Clignit:

o B 6
Acklross:

Patient History Report
Fatlent: |

Species

F.Te'- A
Color:

Breed: GERMAN
SHEPHERD
Sex: Spayed Famale

Date Type Staft History

I2mT E 2 small Animal; I Abnormalg
FEER Le2ok 2
20T | 2

oty |

B6

pemr P

B:Billingf, . Med note, OB:Call back, ClICheck-n, Gl Do mmunications, D Degnoss, DH:Declined © hioty, EEwaminaton, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,

FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

| B6 |

Page

Page 10'of 30

15/61

Dater 3/80/2019 11115 AM

FDA-CVM-FOIA-2019-1704-005135



Client:
Patient:

B6

Medical records

Patient History Report

Client:
Phore:

Acklross:

B6

Patlent: |
Species: CANINE

Breed: GERMAN
SHEPHERD
Sex: Spayed Famale

Date Type

Staft

History

F2mT B

242mT L

2o2ol7 L

B6

B6

2

g

Jul 971, FRTT 12i0F PM staffi B |

wWe ight  590E0 pounds

UA/Micréncopy results from IDEXN Bofarsrics

Laberatory Beguisition ID:
Tast Begult
BACTERIA
BILIRUBIN
BLOOGD
CASTS
CLARITY
COLOR
CRYSTALS
EFI CELL
GLUCOSE
FETONES
MaCus
GTHER
EH
PROTEIN
BREC
SP CGRAVITY
URCE
WEL

BEori B6 i
PR I N & S g
RE:

103441208

Posted
Befsrance Rangs

Final

900 COLIECTION METHOD FREE-CATCOH

B6

Micrekbiclegy results from IDEXK Refesrenoe

Laboratery Requisitien ID:

Tezt Result
OVREP AR
WHIPWORM
HOORWOGRM B 6

103265839

Fosted Final

Referends Range

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6

Page 11 of 30

Page 16/61

Dater 3/80/2019 11115 AM

FDA-CVM-FOIA-2019-1704-005136



Client:
Palt?:nt: B 6

Medical records

Patient History Report
Clisrit: Patlent: | B6 |
Phone: Species: CANINE Breed: GERMAN
SHEPHERD

Sex: Spayed Famale

Addrosgs: Aga: |
Color: black and red

Date Type Staft History

1202047 L 2 Hematology resulte from IDEXK Reference
Laboratery Reguisitien ID: ‘103265148 Fosted Final
Test Basult _____ - Beference Range
HCT 38.3 - 865
HGE 13.4 ~ 20.7
MIHC 2.6 ~ 38.2
WBT 4.9 - 17,86
LYMPHE
MORGS
EOS
BASC
RBC 539 ~ B:70
WMV Eg ~ T&

MIH 21.% -~ 26.1
HEUT SEG

PLATELETS 143 —~ 448
RETIC ONT

ABE BASD 0 - 100

ARS EQE TU -~ 1480
AES LYMPHS 1080 ~ 49580
ABS MOWGE 130 -~ 1150
AREZ MEUTS 25940 — 12670

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

i B6 : Page 12.0f 30 Dater 3/80/2019 11115 AM

Page 17/61

FDA-CVM-FOIA-2019-1704-005137



Client: B 6

Patient:

Medical records

Patient History Report

Client Patient:; ___B6 |
Phone; Species: CAMINE Breed: GERKMAN
SHEPHERD
Address Age:i B6 ! Sex: Spayed Female
Color: black ard red
Date Type Staft History
aBS RET L B6 ; 10 - 110
Asep:! BB i
BE: 3034 REMARES
REMARES
172002017 L Chamistry resalts from IDEXX Refersnce Laboratory RBeguisition

Ib: C1G3265148 Posted

Tast

AET
BUH/URER
Ca
Chloride
CHOL

CE

CRERA

LDRIL

GET

aLl

LIPA

PHOS
Potassium
Bodium
TBIL

TF

GLOR

ANTON GAFE
BICARE
IBIL

A/C Batio
BR/C Ratio
Ha /K Ratio
SDMA

RE: 281 HEMOLYSIS INDEX N

Index of N, 1+, 2+ exhibits no significant

chemistry wvalues.
RE: 282 LIPEMIA INDEX N

Index of W, 14; 2+ exhibits neo significant

chemistry values.

Firial

Raference Range

2.7 - 2.8
5 - 150

18 - 121
337 - 1469
16 ~ 55

9 - 31

8.4 -~ 11.8
108 -~ 11%
131 — 245
10 - 200
0.5 - 1.5
0.0 = 0.1
0~ 15

63 -~ 114
138 ~ 755
2.5 ~ 6.1
0 - 5.4
Z - 182
= 0.3
B 7.5
4 - 4.0

28 - 37
2 - 14

sffect o

effect on

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

| B6

Page

Page 13 of 30

18/61

Dater 3/80/2019 11115 AM

FDA-CVM-FOIA-2019-1704-005138



Client:
Patient:

B6

Medical records

Patient History IReport

Cliermt Patlent:{ __B6 |
Phones: Specles: CANIMNE Breed: GEBMAN
....................... SHEPHERD
Acklress Age:{ BS ... Sex: SpayedFemals
Color: black and rad
Date Type  Siaff History
120e017 L 2 Endocrinclogy results from IDEXY Refersnce
Laboratory Requisition ID: 103285148 Posted Final
Tesk _mm;_._._._.__l Referonce Range
T4 i...B6 1.0 - 4.0
P
Interpretive raniges:
<1.0 Liow
1.9-4.0° Nermal
=40 High
2.1~5.4 Therapentic
Dogs with ne clinical signs. of hypethyreidism and results
within the
normal reference range are likely suthyroid. Pogs with low
T4
concentrations may be hypothyreid or euthyreid sick .
Occasionally,
hypothyroid dogs can have T4 conSentrations that arve low
normal.. Dogs
with elinieal =zigns of hypothyroidism and lew or low nprmal
T4
concentrations may be evaluated further by submission of
froe T4 and
canine TSH. A high T4 concentration in a elinically normal
dog 1s
likely variatien of normal; however slevaticns may ooonr
secondary to
thyreoid autsantibedies er rarely thyreoid necplasia. For dogs
o
thyreid supplemsnt, acceptable 4-6 hour post pill total T4
concentrations generally fall within the higher end or
slightly above
the reference range.
17202017 L 2 Migeellaneous results from IDEXX Reference

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6

Page 14 of 30 Dater 3/80/2019 11115 AM

Page 19/61

FDA-CVM-FOIA-2019-1704-005139




Client:
Paltei::;t: B 6

Medical records

Patient History Report

Client: Patient:i ___B6__ |
Phorie: Epecles: CAMINE Breed: GERMAN
e , SHEPHERD
Addrass: age:i | BE .. E Sex: Spayed Femals
Color: black and red
Date Type Staft History
Laborpaterr.Bacodigition ID: 103285148 Posted Final
Asen:!  B6 i
RE: 950 UPC IF INDICATED
Qe IE INDICATED
12017 L 2 SHAP Assays results from IDEXX VetLak In-clinic
Laboratory Recuisitieon Ih: 15201 Posted Final
Task Besult Beference BRange

HW =

Lyme =
AP spp =
EC~EE =

12017 | 2
12017 | 2
17182017 | 2
11a2m7 P 2
1Ha2my E 2

1182017 C Teach Histary=Canine - Closed Jan 202017

B6

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 E Page 15 of 50 Date: 3/20/2019 11:15 AR

Page 20/61

FDA-CVM-FOIA-2019-1704-005140



Client: B 6

Patient:

Medical records

Patient History Report

Cllent: Patlent:! _ B6 |
Phorie: Epecles: CAMINE Breed: GEBMAN
.......................... SHEPHERD
Address: Age:i | B6 ___ i Sex: Spayed Female
Color: black and red

Date Type Staft History

a20t7 v :"B-G--E Jap 18, 2017 02:01 PM Staff:i B6 i
e loht B O pounds
B2201E © 4 Examhedical iotas

B6

S/ERE0E D 4 Sprain Final
BIOR2016 | 4 B 6
Slebaile © Technicianbote,

B6

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

5 B6 5 Page 16 of 50 Date: 3/20/2019 11:15 AM

Page 21/61

FDA-CVM-FOIA-2019-1704-005141



Client:
Patient:

B6

Medical records

Patient History Report

Client: Patlent: |  B6 |
Phorie: Specles: CANINE Breed: GERMAN
e emming SHEPHERD
Addross: Age:i....BS ____ i Sex: Spayed Female
Color: black ard red

Date Type Staft History

5252018 v | B6 May. 285,
R We Lght Lo68. 20 pends

Te32is L 2
1125205 | &
232t | 2
116232018 | 2
1232mb | 2
H2a2015 | Z
232015 P 2
nea2me B 2

101.5

Temperat dre

SHAP Assays results from IDEXX Vetlab In-clinis

Laboratory Requisition IB: 13362 Bogbed Final

Test Result Refsrence Range
HW =

Lyme =

AP _spp =

EC-EE =

Haveyou checked out your Pet Peral? This free service allows you to access pet
infermation inchuding bloodwaork and vaccineg reminders, order prescription refills,
recjuest appointmeants, and more! Please e supg 1o provide Ws with your email

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6

Page 17 of 30 Dater 3/80/2019 11115 AM

Page 22/61

FDA-CVM-FOIA-2019-1704-005142



Client:
Patient:

B6

Medical records

Patient History Report

Clert Patlent: ! B6 ;

Phones; Species: CANIMNE Breed: GERMAN
SHEPHERD
Address Age: Sex: Spayed Famale

Color: black and red

Date Type Staft History

| B6
remams v Wi 23, 2015 11:34 A
weight ¢ 60.00 pounds
H2Eele P 2
2zemes p 2 B 6
1123201k E 2

232008 © Tearh Histary-Canine - Closed Mo 242015

B6

117232015 L 2 Micrcbiclegy results from IDEXX Reference
Laboratory Reguisition ID: 100159968 Paatad Fanal
Test ‘Regult ___ Reference Range
DN AEF ARD
WHIPWORM
HOOKWOBM

Y [ FZ CANINE

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 Page 18.¢f 30 Diate: /200201911215 Al

Page 23/61

FDA-CVM-FOIA-2019-1704-005143



Client:
Palt?:nt: B 6

Medical records

Patient History Report

Client: Patient:____B6___ 1
Phone: B 6 Species: CANINE Breed: GERMAN
.......................... SHEPHERD
Address: Age:i BB ___ i Sex: Spayed Famale
Color: black and red
Date Type Staff History

572015 C

4 Exam/Medical Notes
RV right hip SG.

572015 R

4 Rabies Certificate w/Dr Sig

waure 2 - CLOSER 05/087201

B6

B6

B6

Client ID:

Client Namea:
Address:

Phone:

Rabies Certificate

Patiert 1D:

Patient Name:

Species:
Bread:
Sey:
Colaor:
Markings:

o

B6

CANINE
GERMAN SHEPHERD
Spayed Female

black and red

E:Billing, C:Med note, TB:Call back, CK:Check-in, CM:Gommunications, D:Diagnosis, DH: Declined ko hiskory, EExamination, ES:Estimaks,
I.Ceparing inslr, L:Lab mesull, M:Image cases, P:Frescription, PAPYL Accepled, PE:problems, FP.PVL Perdormmed, PR.PVL Recommended,

R:Comesponde nce, Tilmages, TG Tenlalive medl nole, V:Vilalsigns

g B6

Page 24/61

Page 19 of 30 Date: 3/20/2019 11:15 AM

FDA-CVM-FOIA-2019-1704-005144



Client:
Patient: B 6

Medical records

Patient History Report

Cllent: Patlent:!____B6
Phorie: Epecles: CAMINE Breed: GEBMAN
e ———————— SHEPHERD
Adclress: Age:i  B6 | Sex: Spaved Female
Color: black and red
Date Type Staft History
Bithciate: | _B6 |
Welght: 59R
Microchips: B6
TagNGiber e
Eot Mo et i
Vacgination Date: B 6
Explration Date: i
Producer i
KLY b
5THONE | 4 It is-required by Cornecticut state law that all domestic snimals be vaccinated for

Rables according to State statites. Corrently, dogs and cats must receive a rabies
yaccination by 6 months of age: Revaccinalion is reguired within 12 -months of the
tirst vaccination. Boostepvaccinations must then be done within 36 months af the
second vascination forthe animalto be considerad "Curert’ on its rables
vacoinations.

5725 | 4 B 6

B/R2015 W 4 May T TEUTE T RN TER Aty 4

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

i B6 i Page20.of 30 Dater 3/80/2019 11115 AM
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Client: B 6

Patient:

Medical records

Cllent: Patlent:{ __B6 |
Phorie: Species: CAMINE Breed: GERMAN
.......................... SHEPHERD
Address: Age:i | Be____.i Sex: Spayed Female
Color: black and red

Date Type Staft History

W tght 1 5080 pounds
2IAR0IE ¥ 'B6! Feb 14, 2015 12:46 PM Statfi B6 !
Weight v 59,40 pounds
282015 | 2 B 6
262015 ¥ | B6 |
We lght v 53,60 pounds
raptld o 2 Examiladical Nolas
a/g2014 P 4 B 6
ia2nd © 4 JFramiMecical Note
Qraiattd © BG Technicidn Male
QAN Y 2 Sep 43014 1132 BM Staff; 2

Weight 1 G6L el pounds

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

i B6 i Page 21 of 30 Dater 3/80/2019 11115 AM
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Client:
Paltei::;t: B 6

Medical records

Patient History Report

Client: Patlent::  B6 !
Phone: B Species: CANINE Breed: GERMAN
......................... SHEPHERD
Address: Age:! B6 | Sex: Spayed Female
Color: black and red

Date Type Staft History

Bimentd © i B6 Phabe Call Niotas
— LRGN racfocal negative
Bid2014 L 2 SHAP Assays results from IDEXX VetLab In-clinie
Laboratory Requisitisn ID: 11236 Fozsted Final
Tast Result Reference Rangse
HWy =

Lyms = E
AP _spp = i
EC~EE = i

B4z014 P 2

8402014 | 2

B4 2

srdizo14 | 2

82014 E 2

842004 P 2

Bidigod v :"B_b‘": Aug 4, 2014 03:27 PM Staifi B |
........... We lght v 68,20 pounds

Temperat pre - 1021
g4end o BG' Tech Histary-Canine - Closed Aug 052014

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

: B6 i Page 22 of 30 Dater 3/80/2019 11115 AM
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Client:
Patient: B 6

Medical records

Clienit: Patlent:{ """Be 1
Phone: B Species: CAMNINE Breed: GERMAN
SHEPHERD
Ardress: w i i Sex: Spayed Female
Color: black and red

Date Type Staft History

842014 L 2 Microkbiclogy results from IDENK Refersnce
Laberatery Requisition ID: 2739-2 Posted Final
Test Result Referesnce Rangs
CVRSFARE. ... EE NOTES
Ascni _ B6 ]
Ty F8 CANINE
e2ild | Simply snap the two disks together to puncture the safety seal. Part fur atihe base

of the tail and begin applying ina contingous maotion-up to the shoulder blades.
B 6 Allow drying before infreracting with vour pet.

hitp vasww vectrapetoomdbow-To-apply’

362014 | ALL FLEAPROGDUCTS ABE INSECTICIDES. PLEASE FOLLOW THE
DIRECTIONS ON THE LABEL. DSING TOO MUCH CAN HARM YOURPET. IF

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

i B6 E Page23.of 30 Dater 3/80/2019 11115 AM
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Client: |
Patient: B6

Medical records

Patient History Report
cClient: Patient:i___ B6___
Phone: Species: CANINE Breed: GERMAN
SHEPHERD

Sex: Spayed Famale

Acklross:

Date Type Staft History

YOU HAVE ANY GQUESTIONS, PLEASE CALL THE HOSPITAL Fleas continug
ta hateh from the envircnment for months aftar the adult population is eradicated.
Continueto treal all pets in the housahold: as well as the envitoniment, to be sure
thie flea infestation does not recur. Please call us it you-are having trouble

------------- ; administering the product. orcontinugle seefleas.
3e2014 P
Se2014 |
32014 1 BG B 6
Je2014 P
1eigd2013 © 2 Exam/Meadical Notes

B6

1ipdizma B 2 B 6

12242013 ¥ 2 Deg 24, 2013 11939 AM Statf: 2

Weiight 7140 pounds

9/92013 PB 4
92018 PB 4 B 6

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

; B6 Page 24 of 30 Diate: 3/20/2019 1115 Al
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Client:
Palt?:nt: B 6

Medical records

Patient History Report

Clisnt: Patlent: | B6
Phone: B 6 Species: CANINE Bréed: GERMAN
......................... SHEPHERD
Address: Age:! B6___ | Sex: Spayed Female
Color: black and red

Date Type Staft History

iwents ¢ 4 ExamiMeadical Notes

B6

92013 P 4 B 6

g/g2013 ¢ IB8l  TechnicianNote
990013 ¥ BGH Sep 9, #013 03105 PM Staff:|
___________ : We ight : 8400 pounds

Tewperdture

Pulse :
Respiration :
Alert/areitude H
Pain Scale H
Appetite :

Urine  Outpint
Fecal Output

872013 L 2 SHAP ‘Assays results from IDEXY: VetLak In-colinig
Laboratory Requisition ID: 8501 Fos ted Final
Test Razult Refsrance Rangs
Frbu g PR
Lyme. = E
AP _spp = E
EC-EE = !
L LT TTTr

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 Pags 25 of 30 Diater 3/20/2019 1115 AR
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Client:
Palt?:nt: B 6

Medical records

Patient History Report

Client: Patient: | ___B6 i
Phone: Specles: CANIMNE Breed: GEBMAN
......................... SHEFHERD
Address: Age:{ . B6 ___ | Sex: Spayed Female
Color: black and rad
Date Type Staft History
BH2M3 | 2 Yo pet was vaccinated with the Boehringst ingaihaim Duramune Lyme vaccing
onthelaft side of the chest with a Sanal # 5221128 with expiration date
iy 22014
BIF2NE P 2 B 6
BEME B 2

gir2ma ¢ Tech Histary-Canine - Clossd Ang 082013

®T013 W | B6

e dght ¢ E5 A0 ponnds

Body Score (1-9)
Temperature
Pulse
Respiration
Alert/Btiritude
Pain Soale
Mucius Membranes
Capillary Refill
Dental Score
Appetite

Urine Cobput
Fecal Cubpot

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 i Page 26 of 30 Date: 3/20/2018 11:15 AM
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Client:
Patient: B 6

Medical records

Patient History Report

Client: Patlent:{ ___B6 i
Phonie: Specles: CANINE Breed: GERMAN
T — SHEPHERD
Ackdress: Age:i B6 Sex: Spayed Femals
Color: black and red
Date Type Staft History
4192013 © | B6 ! Client Communication - Closed Apr 20:2013
B6
41182013 | 4
4A1B203 | 4
41182013 P 4
482013 © 4 Framdedical Motas
4182013 © { B6 | Tehnician Nole _
B6 !
4M820e v 4 Apr 18, 2013 02:47 PM-Statff: 4
e dght 62,40 pounds
L8201 b 4 Microbielegy results from IDEXY Reference
Laboratory Reguisition ID: 2739-2 Posted Final
Tast Rasult Beaference Range
OVASPARAE SEE NOTES
P %alei e !
o i B6 i

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 Page 27 of 50 Date: 3/20/2019 11:15 AM
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Client: B 6

Patient:

Medical records

Patient History Report

Clhent: Patlent:! B6 |
Phorie: Epecles: CAMINE Breedd: GERRAN
SHEPHERD
Address: age:i B6 | Sex: Spayed Female
Color: biack ad rad

Date Type Staft History

i B6 i FE CANINE

2RI Y .86 Feb 25, 2013 04:37 ©M Staff:! B6 !
We lght : 59.20 pounds
BEREUIE © i B6 ! Phone Call Notes

B6

2252013 P 4 1,00 BOX. B6 ifEE?D“l

Sf2g@a0z P

WEB20Z | BG

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

: B6 E Page 28 of 30 Dater 3/80/2019 11115 AM
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Client:
Paltei::;t: B 6

Medical records

Patient History Report
Client: Patient:._._ B6 !

Phone: Species: CANIMNE Breed: GERMAN
SHEPHERD

Sex: Spayed Famale

Addrosgs: Aga: | !
Color: black and red

Date Type Staft History

recammandead by the Anatican Heabwom Society (AHSy-dnd the Companion
Animal Parasite Coungil {CAPCY that these agents ars used year-around imall
areas of the .5,

s2z2nte b 2 SNAF Dasays results from IDEXK VetLab In-olinic
Laboratory Bequisition ID: 7589 Fosted Final
Test cResalt Refsrance Rangs
Lyme = i
E. canis. = i
B ph. = i

B2gemsz e 2

B22ME | 2

5232012 | 2

B232012 | 2

8232012 ¢ I B6 !

gati202 © BT Becords received by Fax - CLOSED 08232012 - Records receved by Fax

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6 Page 20.of 30 Date: 3/20/2019 1115 AR
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Client:
Patient:}

B6

Medical records

Patient History Report

Client: Patient:i B6
Phorie: Specles:"ifRFJTNE """"" Breed: GERMAN
......................... SHEPHERD
Acklross: Aga:i: __________ BG Sex: Spaved Female
Color: black and red
Date Type Staft History

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,

FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

i B6 i

Page 35/61
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Client:

B6

Patient:
Diet Hx 3/22/19
CARDIOLOGY DIET HISTORY FORM
Please answer the following questions about your pet
Pet's name: | B3O Owner's name : _i B;G 5 Today's date: > 1'22 LS
1. How would you assess your pet's appetite? (mark the point en the line below that best represents your pet's appetite)
Example: Poor. } Excellent
Poor ! Excellent

2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
OEats more than usual

Eats about the same amount as usual OEats less than usual
OSeems to prefer different foods than usual OOther

3. Over the last few weeks, has your pet (check one)
Olost weight OGained weight

4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet

tayed about the same weight ODon't know

currently eats. Please include the brand, specific product, and flavor so we know exactly what you pet is eating.

Examples are shown in the table — please provide enough detail that we could go to the sfore and bu y the exact same food.

Food (include specific product and flavor) ] Form | Amount | How often? | Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Polato Adult dry 1 Xcup 2x/day Jan 2018
85% lean hamburger microwaved 30z Ixtveek Jan 2015
Pupperoni original beef flavor treal % 1x/day Aug 2015
Rawhide - ] freat 6 inch twist Ix/veek Dec 2015
| ACAIA [RLig (MBY LD MadT | DAY [%lur | Dx My | 20I5
FORMD A o FRLE Ao PPty )Rl N
o C WD Liidd TATS MASe o T 75, | TRZAT Dy
| gplkw Lodies . ¥ cu?s e AME, |
frrrs s Lt P En 7,
= ” e il |
TR T PRI A |

*Any additional dief information can be listed on the back of this sheef

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

supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
Brand/Concentratian Amount per day
Taurine OYes ONo
Camitine OYes ONo
Antioxidants OYes ONo
Multivitarnin OYes ONo
Fish oil OYes OMo
Coenzyme Q10 OYes ONo
Other (please list);
Example: Vitamin C Nature's Bounty 500 mg tablefs — 1 per day
Ly (05wl in) { _mefbw

13

6. How do you administer pills to your pet?
O | do not give any medications
& | put them directly in my pet's mouth without food
H | put them in my pet's dog/cat food
O put them in a Pill Pocket or similar product
O | put them in foods (list foods):

Page 36/61
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Client:

B6

Patient:
CBC/Chem 3/22/19
Tufts Cummings School Of Veterinary Medicine
m ’ 200 Westboro Road
e North Grafton, MA 01536
DUPLICATE
Name/DOB: B6
Patient ID: Sex SF Order Location: V320559: Investigation info
Phons number: :’-'Lge:' Sample ID: 1903220112

Collection Date: 3/22/2019 3:35 PM
Approval date:  3/22/2019 5:02 PM

Species: Canine
Breed: German Shepherd

CBC (Research) (Advia)

DNOYES
WBC (ADVIA)

RBC (Advia)
Hemoglobin (ADVIA)
Hematocrit (Adwvia)
MCV (ADVIA) B6
MCH (ADVIA)

MCHC (ADVIA) H
CHCM

RDW (ADVIA)

Comments (Hematology)

Microscopic Exam of Blood Smear (Advia)

DNOYES —
Seg Neuts (%) i
Lymphocytes (%a) L i
Monocytes (%) B6;
Eosinophils (%) ;
Nucleated REC i

03/22/19

..... i
4:07 PM

Seg Neufrophils (Abs)
Adwvia

Lymphs (Abs) Advia L
Mono (Abs) Advia
Eosinophils (Abs) Advia
WBC Morphology
Poikilocytosis

Research Chemistry Profile - Small Animal (Cobas)

CSTCYR
Glucose
Urea
Creafinine
Phosphorus
Calcium 2
Magnesium 2+
Total Protein
Albumin
Globulins
A/G Ratio
Sodium
Chloride

B6

Sample [D: 19032201121
This report confirmes... {Final)

Page 37/61

Ref. Range/Females
440-1510 Kl
5.80-8.50 MuL
13.3-20.5 g/dL
30-35 %

64.5-77.5 1L
21.3259pg
319-34 3 gidL.

11.9-152

Hemolvysis present 0-1 platelets per High power field

Ref. Range/Females
43-86%

T-47 %

1-15%

0-16 %

0-1 /100 WBC

White blood cell count has been corrected for the presence of micleated
red blood cells

2.800-11.300 K ul

1.00-4.80 K/l
0.10-1.50 K/l
0.00-140 KL

Ref. Range/fFemales
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-7.2 mg/dL
9.4-11.3 mg/dL
1.8-3.0 mEq/L
55-78 gidL
28-40 g/dL
23-42 gidL
0716
140-150 mEg/L
106-116 mEq/L

Eeviewed by
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Client:
Palt?:nt: B 6

CBC/Chem 3/22/19
Tufts Cummings School Of Veterinary Medicine
m ’ 200 Westboro Road
e North Grafton, MA 01536
DUPLICATE
NameDOB BG Provider! B6 |
Patient ID: Order Location: V320559: Investigation info
Phons number: Age: Sample ID: 1903220112

Species: “Canine
Breed: German Shepherd

Collection Date: 3/22/2019 3:35 PM
Approval date:  3/22/2019 5:02 PM

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

CSTCYR Ref. Range/Females
Potassium 37-54 mEgL
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NAK 29-40
Total Bilirubin 0.1040.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 U/L
ALT 14-86 UL
AST 0-54 U/L
Creatine Kinase 22422 U/L
Cholesterol 82-355 mg/dL
Triglycerides 30-338 me/dl
Amviase 400-1250 UL
Osmplality (calculated) 291-315 mmol/L.
Comments (Chemistry)

Sample ID: 19032201122

REPRINT: Orig printing on 3/22/2019 (Final)

Page 38/61

Reviewed by:
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Client:
Patient: B 6

NT-proBNP 3/22/19

IDEXK Reference Laborstories _-: atient: B

IDEXX VetConnect 1-885-433-9987

Client: | B6 E Date: 03/ 22/2018 TUFTSUNIVERSITY

Patient] __ = = __ i Requisition #: 1A 200 WESTBORO RD

Speciess CANINE Accesion #:2303342774 NORTH GRAFTON, Massachusets (1336
Breed: GERMAN_SHEPHERD Ordered by:RUSH 508-339-5385

Gender: FEMALE 5 PAYED

Age{_ﬁ(:;:} Account #58933

CANINE i B6 : 0 - 900 pmall HIGH

Comments:
1

Page 39/61

FDA-CVM-FOIA-2019-1704-005159



Client: |

Patient:}

B6

Patient's at-home monitoring sheet 3/26/19

B6

HEART FAILURE MONITORING WOKSHEET

Appetite
e £
Respiration = '§ 2 .g
I =
Date |RateMinute| Time bl a| & & Comments

03/23119 30 22:00 v Mo coughing, rested comfortably during day, slightly restiess at night moved
from one spot to ancther for sbout an hour before falling aslesp.

032419 34 2310 v Spent some time lying cutide, seemed pretty comfortable throughout the day.
Stool softes than normal.

032519 34 07:00 W Feod: 12 cup Acana & 34 cup Royal Canin Esly Cardiac 2x day. Emi pooped
onos today at 7pm.. stoolwas normal, formed

28 22:56
03/26/10 a0 10:45 v Foc?d: 12 cup .Aca'lafﬁ 3‘4@ Royal Canin Early Cardisc2x day. Emi had
‘acddent last night. winated in dog bed.

Respiration Rate: Count the num ber of breaths for 30 seconds and multiply times 2 to get the respiratory rate per minute. In dogs, cbtain the respimtory rate when they are at rest and not panting. In cats get the
respiratory rate at rest when they are not puming. e animals with well controlied heart failure the breathing rate & often less than 35-40 breaths per minute. When the breathing rate is cimbing, or when thers
iz more efifort to the chest wall or belly muscles duriing breathing, then fluid is Bkely accumulating in the lungs and more furosemide may be indicated. Please bring this sheet with you to your next veterinary exam.

Page 40/61
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Client:
Palt?:nt: B 6

Vitals Results

3/22/2019 1:43:08 PM Weight (kg) 25.9000

Page 41/61
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Client: !
Paltfi::rtlt:é B6

ECG from Cardio

3/22/2019 2:18:38 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 Lead; Standard Placement

Page 42/61
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Client: 6
Patient: B

ECG from Cardio

i B6 i 3/22/2019 2:18:38 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 43/61
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Client: B 6

Patient:

Patient History

03/20/2019 11:52 AM

03/20/201901:33 PM

03/22/201901:11 PM
03/22/201901:13 PM
03/22/201901:43 PM
03/22/201901:43 PM
03/22/201901:56 PM
03/22/2019 02:43 PM

03/22/2019 03:57 PM
03/22/2019 04:00 PM
03/22/201904:18 PM
03/23/2019 09:47 AM
03/27/2019 12:41 PM

Appointment

Appointment

UserForm
UserForm
Vitals
Purchase
Treatment
UserForm

Prescription
Prescription
Purchase
Email
Appointment

Patient Account History  Description

Qty

price

Extended Disc Pmt

Page 44/61
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Friday, 22 March 2019 Appointment: Cardiology Study 1.000 0.000 0.0000  0.0000  0.0000
13:43
Page 45/61
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Client:
Paltei::;t: BG

Patient Account History  Description Qty price Extended Disc Pmt
Friday, 22 March 2019 | B6 i 60.000 0390 28.4000 0.0000  0.0000
15:57 '

Page 46/61
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Friday, 22 March 2019; 30.000 0.110 83000  0.0000  0.0000
16:00
Page 47/61
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Friday, 22 March 2019 Pharmacy Finished 1.000 0.000 0.0000  0.0000  0.0000
16:18
Page 48/61
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY

_______________________

STANDARD CONSENT FORM

| am the owner, or agent forthe owner, of the above desoribed animal and have the autharity 1o eenste oonsent. |
herely authwire the Cummings School of Velerinary Medicdne at Tults University (herein after Cummings Schinol) to
prearibe fortreaiment of said animal acmading o the following temmes and onditions

Currmmingrs School and iis officers, agents and employess will provide such velerinary medical care as they deem
reasanable and appropeiate under the cimosmstances.

Currmings School and iis officers, agents, and employess will use all reasonable care inthe treatment of the abowe
mertioned animal, bt will not be [iable for any loss or accident that may ooour or any disease that may develop as a
result of the care and treatment provided.

| understand that the abwwe ident ied animal may be treated by Gummings School shuderds under the-supernvision and
assistance of Cummings Sdhool siaff membars

in eecuting this fom, | herdby exqres iy adoowledoe that risks, benefits and altemative forms of treabment have
been explained 0 me. | understand said explanation, and | consenit totreatment. Should any additional treatments or
diagnostics be required during the oontinued care of my animal, | understand that | will be given the opportunity to
ditars and consent o these additional procedures. | understand that further or additional treatment may bereqpeired
withumut an opportunity for disoussion and consideration by me, inthecaceof thedesslopmeent of any lile-threatening
emergency during the oontinued creof my animal and | expressly consant to all sudh reasonahle treatme it as
required | realize and understand that results carnot be ;uaranteed

if arw equipment is kel with theanimal, it will be aocepted with the unders tanding thal Curmmings School assumes no
responsihility for any loss of eqpuaipment that may ooor.

| agreeto pidk up the animal when notified that it s ready for relase

in the evenit the animal i not picked up, and iTten {10) days have expired since aregstaad letier was sent o the
addres given above, notiying me o call for the animal, the animal may be sold or otherwise disposad of ina lumane
marmser and the procesds applied to the dvarges noumed in aring and treating the animal.  Faiiure to remove said
anamal will not and does not reliese me from ablisation for the oosts of services rendered.

| herelyy grant 1D the Cummings Sdhwool of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevocahble nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
photngraphs and images for, and in cormection with, a Grantes’s medical, soertific, educational, and publicity
puEpsEs, by anvy means, methods and media {prinit and electronic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photgraphs and imapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.
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| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &
campuizd ona manthly rate of 1.33% par maonth, which 5 an annual parcentage rate of 16% applied to the average
dhily balance oulstanding, with a mindmum fee of S50,

| do hather agee that should avwy payment, or the full amment of the sum stated above, become ovenduemone than 20
days from the abowve-agread upon time of payment ar paymanits, the endire babnee shall be onsidered indefalt and
become due and payable. 1 iurther apree to be responsibie for amy or all colledtion agency andfor attormey fees
necessary o colledt the fulll asnoant

| do hxther agree to comply with hours of visitation in confunction with: our Hospitals polioy.

| have read, understand, and agree o accept the terms and oonditions herein

B6 (c(—

i the individal adenitting the aninal & sosneone other than the lepall owner,
please comnplictr the portion belowe

The owner of the anima B6 as granted me autharity 1o obtain medical treatment and o bind this owner
o pay the velerinary medical services provided at Cummings School pursuant tothe terms and oonditions desaribed
above

Audhwized Agerd - Please Print Agerd's Spnahre
Street Address Date
Town/ Gty State 7ip
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY ity
Discharge Instructions
Pofient Owmer
Mamnes_B6 Mamnes| | Be Pt B6 |
Blark/Red Female (Spayed) German BG
Shephed =~
Bathdne:, B6
Attenading Candiclogist-
ML___JohnE. RushDVM. MS. DACYIM {(Carrdinlnm, DACVEC
Candinlopy Resident-
B6

Candinliney Techni-inc
Stuxdent- | B6
Aderit Dates 3/22/2019 10907 PM
Discharpe Dot 3/22/2019
Diagnoses: Dilated cardiomyopathy (DOM) with congestive heart faiure, veniriosar premature depolasizations
Diapnostic test resulls and findings:

o Fchoconios e fndwmes: == BA )

o E0G Endings 55 ! |

B6
o labwork findings- B6
i B6 i

{'ase m'p

o in lanse and siant breed dogs and Edn'al:ta'ma:lhrlhnmgnfﬂiemls of the heart, redired cardiacpump
unction, and enlangement of the upper chamibers of the heart. Mary dogs with DM will also have significant arwibmias
which can be life- threatening and also require medical managemerit. The heart enlarpgement has now progressed tothe
point of congest ive heart faihre, meaning that Tuid & badking up intothe ungs {pulimonaryedema). Unliorbnately this s a
progesve dsease and we cannot reverse the changes to the heart muscle, howeser we can use candiac medicat ions and
sume changes to the diet to make your dog comiortable and have har breathing easier.
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Maonioring at homne

o Wewould lie you o monitor your doe's breathing rate and effort at home, ideally during sleep or at a timeofrest.
The doses of dnugs will be adpsted based onthe breathing rate and efliort

O  In gengral, most dogs with heart faihare that is well condrolled have a lreathing rate at rest of less than 35 breaths
per minue. inaddition, the reathing eflort, noted by the amount of belly wall motion usad I eachbreath, 5
fairly minimal it heart faihre & onimolled

o Annoease n breathing rate or effort will uaslly mean that you showld siee an exira dose of uosemide {Lastd.
diffioulty breathing is not mproved by within 30-60 minutes after giving edra fuosemide then we reosmmend
giving 1 more dose and ifthat does not help then arecheck exam be schadulad andfor that your dog be evahsted
by an emergeny dinic

O There are nstnections r monitaring breathing, and a fonm to help keep tradk of breathing rate and drsg dinses, an
the Tults HeartSmart web site (hkipyfvet tufis ediyhearsmart fat-home-moniaring /).

O Wealsowari you tnwatdh for wealoess ar collapse, a reduction in appetite, warsening oouph, or distention of the
belly as these findings ndicatethat weshould do a recheck semination

o Fyouhave any concarms, please call or have your dog evahated by a welarinarian, Our emengency clinic is open 24
hoursfday.

Recosmnended Medications

arthythmia - a drnug like: B6 m.idllualyhealthl

Dict suppesions:
Daogs with heart faihre acosmiatermo e faid intheir body i they eat bepe amounts of soduom salt] Sodum canbe foond

inall loods, but some foods are lower in sodium than others. Many pet treals, people foods, and supplements used to oive
pills often have more sodium than is desiable- a sheet that has supgpstions for low sodium treals an be found onthe
HeartSmart web site (hittpy feet tufts.edufheariamant fdiet )

Your dog’s vsual diet may also havermore sodium than recommended - we want himyher to continueto eat hisfhernomal
diet for the first 7 1o 14 days o we can make sure he is tolerating medications well, but afterthat time wewould
rememmend slowly intmodecing one of the lower sodiom diets anthe HeartSmarnt [kt {25% of the new diet and 75% oid diet
for 2-2 days, then 5050, et} Hopelully you can find a diet on thelist that your dog likes to eat. Altlematively, Tyouae
attarhad o the aurent diet you can reseandh the amount of sodium in the diet to ensure that thesodium conlert is similr
tothose onthe list.
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O The DA 5 amrently vestigating an apparent association betwesn diet and atype of heart disease ailled ditated
cadiomyopathy. The sadt cause is still unclear, but it appears o be associated with boubique diets and those
coaining eatic ngedent or aregrain-ee. Therelore, we are asrerit iy recommendings that digs do not eat
these types of dists.

[hErI]tuInnna'qremtl:rgtu:lBis such as kanoaron, duck, lamb, venisan, lenlils, peas, beans, ulfalo,
tapinca, barley, and chickpeas.

o The DA Bsued a statement reganding this saue
{hitpszfwww. idhsowf AnimalVeterinaryf NewsEvenls/CiMUpdalesfuomé1.3305.0im) and a recert article
published by Dr. Lisa Freeman onthe Cummings Schools Petioodblogy blog can urther espliain these findings
(it Aty it ionctudts.edhy/2601 8/06//a- brolen-hear t-risk-of heart-disease-in-boutique-or-grain-ree diets-and-ex
obic-ingredienis/).

O Ournuiritionists have compiled a list of dog foods that are good options for dogs with heart disease

Dry Food Options:

Royal Canin Farlly Cardiarc fvclerinary diel)

Royal Canin Boar

Purina Pro Plan Adult Weisht Management

Purina Pro Plan Brighit Mind Adult Small Breed Fomula

Carmed Food Options:

Hill's Soenee Diet Adhilt 1-6 Healthy Cuisine Foasted Chideen, Camot, and Spinach Stewr
Royal Canin Mahae 3+

Berdise Recosmnendations
For the first 710 10 days after starting medications for heart ailure we recormmend very limited activity. Leash walking only
is ideal, and short wii:stustat. (hl:EﬂElmtfﬂilEistﬁthlmllﬂiﬂmslm Ionger walks are acceptable.

are generally not advised at this siage ofheart fikre

Rechek Vst

A rechedk visit s recommendad in1-2 weeks after any madication adpstments are made. At this visit we will deeck your
doe’s breathing effort and heart function, doa blood test 1o redhedck kidney values, and redheck an BOG. A recheck candiac
exam for the shurdy and an echocandiooram & recommended in 3 months

ﬂntymirﬂ'ﬁmtl'lguswiﬂi BG al‘.EI"E'. Please contact mﬁdﬂ]ﬁlmmﬂ{ﬁlﬂ]—ﬂﬂ?ﬂ ar amail us at

Please visit our HeartSmart wehsite for more rdommation
itipe/fvet s eduyheastamar

Presonpiioo Refill D closme -
For the sofely ond well-be ing of oar palients, your pef mas ene od on exeminalion by one of our velerinarions within the post
yeor in order o obioin prescription medieetions.

Ondering Food:

Pleose check with youwr primory velerinerion o mrchose the recommended diets). I you wish In prehose your food from s,
Peose ool 7-10 deys i odvence (508-887-36.29) o ensure Hthe food i in siock. Allermalive i velerimory diels can be ondered from
online refoders with o presoription/ve terimory opprenal.

Clioicl Trinks:
Chimiced trioks ore studies inwhich our velerinory dectors work with you ond your pet 1o imvesligole o specife dscose procoess ore
promesimg new lest orireolment. Pleose see oo welsite: vel hufls edu/ovnc/olinieesl shdbes

Case B6 | Dwner B6 i Dizhape nsnxtions
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' Fosier Hospital for Small Aniamals
= Willard Street
HNorth Grafion, MA 01536
Telephone {SO8) 8395395

\eterinary Medical Center i el Sy

AT TUFTS UNIVERSITY /) duf

Alvecoe/Kordin Hondourt

If you have an iPhone or Androd, you may want to explore the option of puchasing an AlveCorfKandia
ECG monitor which will allow youto record and email your pet’s heart rate and rhythm at home.

The device {Kardia} can be purchased al www_alivecor.com or www_amazonuoome The app for your
phone is free.

I you harwe s iPhomne-
O Seardh for Veterinary AlveF 05" app in the Apple Store
O You will need to sipn-up for an account
O Make qreto have your pet's name inthe information so we know whom it is from
0 |f the app asks for permission to access headphone portfspeaker portal, say "OK/allow”

i you hawe an Andinokd-

Search for Kardia® app n the Google Playstore

You will need to sipn-up for an account.

Make qure to have your pet's name in the information so we know whom it s from

If the: app asks for permission to access headphone port/speaker portal, say "OK/allow”

Once downloaded, it will require you to send a “test BCG™ for activation of the app. Just place
your fingrers on the siiver sencsors and let it record

if the test BCG s unable to recond, iry agan, with lessmovement. [ it still fails, then youwr
phone is not compatible with the device

(== = I = I -

o

Recording an BOG-

O Apply rubbing alcohol {soaked cotton ball will work} to the chest region behind your pet’s
elbow {where you can feel the heartheat}
Enough to wet the regions where both silver boxes will touch the animal
If yourr peet is fhufly, you may have to clip a small patch of fur to allow for better contact
Hold the device against your pet's dhest with the siver areas being up and down {vertical} n
contact with the animal
With the app open, hold your phone near {within a few nches} the device
There is a signal bar inthe upper left comer of the app to show whether it detects the device.
if there are no bars then move your phone aroundfeet doser to the device until they appear.
Once you see a recording, hold everything i place for at least 30 seconds if possible.
The humon Kordio opp will ottempt ta interpret the ECG: just ignore this oz it & not chewoys
e,
O The heort mote thot the opps repart is olsa not chwoays ooccuarote.

(== N = I = =

(==
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Saving an ECG:
O The app will automatically save the HOG as long as the recording is long enough {>2seconds}
@ You can click on the ID {box with pencil icon} n the Veterinary AlveE(G app to add your pet’s
name

Emniling an ECG:
@ If you are in the recording screen on the Veterinary AliveBECG app, clidk on "BOGs” to see the list

of saved E(Gs
4 [t you are inthe home screen on the Kand'ia app, clidk "History'.
O Select the EGG you wish to send. Go to "Share”_ Select "Email PFDF. SKP the Password protect
feature and select the email app you widh to send it by {Gmail, outlook, yahoo, etc). You mest
hove o working emoil on your phone for this to wark.
Select an FOG that you wish to send
Click the mail icon {either a box with amow or a letter symbol}, and select “Email™
Email to: cardiovet @tults edu {only monifored Monday-Friday SAM-5PM)

(== =
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Veterinary Medical Center Jo—
aﬁﬁ;:fﬁﬂ Y gf::;mm Female {Spayed) Genman
Black/Red
Candiology Appointment Report
ENROLLED IN DCM DIET STLIDY
Date: 3/22/2019
Attending Cardiclogist

B6

B6

Presenting Complaint: refermed for evaluation of DEM and for graindree diet shudy

Conourrent Disenses: none reported

General Medical History:

Last weekend, had difficulty breathing on a wak, desrbed as wheezing {very brief} and then seemed to
be okay. Next momng, the same thing happened. Took in to DM on Monday wherne she was diagnosed
with DCM. Usually a “lowkey dog™. Owmer noted increased bresthing effort during rest {quidk, short).
Nothing else out of the ordinary. Prior history of mfected anal gland, resolved with anthiotics by rDVML
Ourrently on heartworm preventative.

No “wheezing” spells since starting the B6 but still tachypneic.

Eating and drinking are normal.

Diet o Supplesmenis:

Acana heritage red meat formula {gran-iree} has been on for a few years {oocasionally a different}
Fals homemade [ver treats n trest balls {dhidken mixed with comfloar, eges, garlic)

Occasional raw mamow bone

Conbowncoulor History:
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Prior CHF diagnosis? ¥

Prior heart murmur? N

Prior ATE? N

Prior arrhythmia? ¥, VPCsnoted on BCG

Monitoring respirabory rate and eflort at home? ¥, has had inoreased effort during rest {not counting}

Cough? ¥
Shoriness of breath or difficulty breathing? ¥

Syncope or collapse? N
Sudden onset lameness? N

Bercise mtolerance? Hand to say, she's usually low energy - has been sometimes avoiding going upstars

when she usually would

Admmistration FlH]l.lency:; B6

Admnistration Freql.lerl:vr B6

Condine Plvysical Exosmincaticn:

B6

Mustcle condition: muscle loss mostly inthe pelvic area

L/ normal U moderate cacheia

M| mild musde loss Ll Marked cachexda
Conbownceulnr Physical Boam:
Murmur Grade: _

M None to L v

M 10 1 wpwn

] 1w O wvipn

ST

Murmur location/desaription: left apical

Jupular vein: -
M pottom 1/3 of the nedk L 172 way up the neck
[l meddie 173 of the neck [ Top 2/3 of the neck
Arterial pulses: -
Ul wreak L Boamding
W Fair L pulse deficits
[ Good [ pulsus paradoars
lj|Stm|g U other:
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[

|| None
| smus arrhythmia
¥ Premahwre beats

Gallop:53
| yes
()
[ intermitient

Pulmonary assesaments:
| Evpneic

| Mild dyspnea
Ll marked dyspnea
M Normal BY sounds

Ahdommal exam:

¥ Normal - mimimal exam

Dll-lepatumEEif

| abdominal dis tession

Prablesns:
DCM with CHF

Mildly increased eflort of breathing {lkely secondary to CHF vs less [kely pulmonary disease vs PTE vs

pulmonary hypertension}

T Eohae oo

| chemistry profile
M Eece
[ Renal profile

Dﬂhmlprm

5 Dialysis profile

o Thoradc radiopraphs +/-

W NT-proBP
¥ Troponin |
[ other tests:

FDA-CVM-FOIA-2019-1704-005178



Racliopraphis findings: None available at time of exam

Assesanent and recommendations: R
Dilsted cardiomyopathy with mild pulmonary edema today and some veniricular amhythmia:  B6
B6

presoribed], enter into DUM det shady, start Tairine pending tairine levels, and we talkied for soime time
about the pros and cons of starting an antiarhythmic. The dog did not have collapse and sustained

arhythmia was npt doasmented. Disoussed Holter or aserial alvecor ma:lngs.s B6
B6 'Get long lead 11 ECG and recheck renal values and dedirolytesin
“about ]ﬂdaﬁaldﬂmmgdulmmngt B6 i.[lmgAMamlEmgPM},i B6 xaced

on ourrent bloods {fiver enzymes} and rechedc BCG. Discussed diet change.

Heort Foihee Clos sifiention Soone:

ISACHC Classification:
Hia ™ lia
b b
1l to

ACVIM Classification:
Y. Mc
O p1 Op
B2

M-Mode

LvIDd

LvPwd
IVSs

LVIDs

LVPWs
EDV{Teich}
ESV{Teich}
EHTeich}
%FS

5V{Teich}

e B6

LA Diam

I RRI 3

Ma=x LA
TAPSE
EP5S5

M-Mode Normalized
IVSdN {0290 - D520}
LVIDdN {1.350 - 1.730} !
LVPWdN {0330 - D 530}
IvSsN {0.430 - 0710}
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LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

SALA

Ao Diam
SALAJS Ao Diam
IvSd

1viDd

LvPWd
EDV{Teich}

IV5s

LVIDs

LVPWs
ESV{Teich}
EHTeich}

%F5

5V{Teich}

LV Major

LV Minor
Sphericity Index
IVLd LAX

LVAd LAX
IVEDV A-L LAX
LVEDV MOD LAX
LVLs LAX

IVAs LAX

IVESY A-L LAX
LVESY MOD LAX
HR

EF A-L IAX

LVEF MOD LAX
SV ALLAX

5V MOD LAX
COALLAX
COMOD LAX
LA Area

R-R

HR

COALLAX

CO MOD LAX

Doppler

MR Vmax

MR maxPG
MV E Vel

MV DecT

MV Dec Slope

B6

{0790 - 1.140}!
{0530 - 0780} !
{0680 - 0890} !
{0640 - 0900} !

383*RX3IFI3859

m/s
mmHg

mfs
mfs
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MV A Vel
MYV EfA Ratio

A"
"

AV Vmax
AV maxPG
PV Vmax
PV maxPG

B6

mfs
mfs

mfs
mfs
mfs
mmHg
mfs

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

DROTSTEI>
To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David
Sent: 4/11/2019 9:16:05 PM
Subject: Tuft's cases-FW: ACANA - Heritage Red Meat Formula Dog Food (Grain-free)i B6
EON-384833 T e i
Attachments: 2065712-report.pdf; 20657 12-attachments.zip

Echo is likely, but the dog collapsed and dled BG Not sure if necropsy done.

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

CVM OSC/DC/CERT

7519 Standish Place

B6

1 U.S. FOOD & DRUG

AT AL TRATECHN

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

From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Sent: Thursday, April 11, 2019 4:53 PM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet
Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov>; usha, quIah@doveItech com
Subject: ACANA - Heritage Red Meat Formula Dog Food (Grain-free): B6 - EON-384833

A PFR Report has been received and Related PFR Event [EON-384833] has been created in the EON System.

A "PDF" report by name "2065712-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 "2065712-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-384833

ICSR #: 2065712

EON Title: Related PFR Event created for ACANA - Heritage Red Meat Formula Dog Food (Grain-free);
2065712

AE Date 03/15/2019 Number Fed/Exposed | 2

Best By Date Number Reacted 1

FDA-CVM-FOIA-2019-1704-005182



Animal Species Dog Outcome to Date Died Other

Breed Shepherd Dog - German

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2065712

Product Group: Pet Food

Product Name: ACANA - Heritage Red Meat Formula Dog Food (Grain-free)

breath. Diagnosed with DCM and CHF:! B6 i Patient suddenly collapsed, within seconds of collapse
patient died, T

Submission Type: Followup

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

Outcome of reaction/event at the time of last observation: Died Other

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

ACANA - Heritage Red Meat Formula Dog Food (Grain-free)

This report is linked to:
Initial EON Event Key: EON-383914
Initial ICSR: 2065085

Sender information

B6

USA

Owner information

B6 .

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

B6 i

To view the Related PFR Event Report, please click the link below:
! B6

B6
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This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@@fda.hhs.gov immediately.
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Report Details - EON-384833

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:

2065712

Followup

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2019-04-11 16:39:13 EDT

04/01/2019

2065085

Yes

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

¥

Date of Deathg

Patient suddenly collapsed, within seconds of collapse patient died.
03/15/2019

No

Died Other

B6

Product Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

ACANA - Heritage Red Meat Formula Dog Food (Grain-free}
Pet Food

BAG

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

Assessment of Prior
Health:

Number of Animals
Given the Product;

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

Dog

Shepherd Dog - German

Female

Neutered

25.9 Kilogram

Excellent

2

1

Owner Yes
Information

provided:

Contact: Name: :

Phonei

Address: | :

Unitsd States
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Healthcare Professional Practice Name: Tufts Cummings School of Veterinary Medicine
Infaroati; Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

Address: 200 Westboro Road
North Grafton
Massachusetts
01536
United States

Type of Referred veterinarian
Veterinarian:

Permissionto Yes
Release Records
to FDA:

Sender Information: Name:

Address:

United States

Email: BG

Contact: Phone:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:
Attachment: Troponin 4-4-19.pdf
Description: Lab results
Type: Laboratory Report

Attachment: Diet hx 4-4-19 and owners patient log.pdf
Description: Patient notes
Type: Medical Records

Attachment: Chem 4-4-19. pdf
Description: Lab results
Type: Laboratory Report

FOUO- For Official Use Only 2
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B6

. B6 i

Tutts Patient ID: 441842

HEART FAILURE MONITORING WOKSHEET

Birthdate ~ B6 |
s
. @
Respiration 2l Bl .| 5
ol =
Date |Rate/Minute| Time | AM PM AM PM AM PM AM PM G| 6 & & Comments
3/23/19 22 : 2 = 0 No coughing, rested comfortably during day, shightly restless at night- moved
Oseaiie < & SOy 80mg S g fong S 30Pmg kg from orie spot to another for about an hour before falling asleep
. Spent some time lying outside, seemed pretty comfortable throughout the day.
- . 7.5 500m 500m
03/24/19 34 23:10 | 50mg 50mg 10mg 7.5mg mg g g |v = s ey
: - = £ Food: 3/4 cup Acana & 1/2 cup Royal Canin Early Cardiac 2x day. Emi pooped
( - m,
03/25/19 34 07:00 | 50mg 50mg 10mg 7.5mg | 7.5mg | 500mg | 500mg | v once today al 7pm. . stool was normal, formed. Squints a bit when outside
" 28 22:56
a . Food: 3/4 cup Acana & 1/2 cup Royal Canin Early Cardiac 2x day. Emi had
96/ - 5 0 500m
03/26/19 30 10:45 | 50mg 50mg 10mg 7.5mg 7.5mg | 500mg 00mg | v Scthier tacl o b dob
Food: 1/2 cup Acana & 3/4 cup Royal Canin Early Cardiac 2x day. A little more
: - . B 0
03/27/19 32 08:26 | 50mg | 50mg | 10mg 7.5mg | 7.5mg | 500mg | 500mg | v’ active and engaging.
) e 3 Food: 1/2 cup Acana & 3/4 cup Ruyal Canin Early Cardiac 2x day. Slept through
¥ . - £ 5 £
03/28/19 34 2315 50mg 50mg 10mg 7.5mg 7.5mg 00mgy 00mg | v s e
- - Food: 1/4 cup Acana & 1 cup Royal Canin Early Cardiac 2x day. Urinated while
03/29/19 30 22:55 | 50mg | 50mg | 10mg fomg | #i6mg | 500mg | 500ng | f asleep last night, Acting a little more like herself, follows Pandora outside.
Feod: 1/4 cup Acana & 1 cup Royal Cariin Early Cardiac 2x day. Ate most of her
e - 7 8 5
03/30/19 30 2316 | 50mg | 50mg [ 10mg Smg | 7.5mg | 500mg | 500mg < food this evening
g _ Food: 1/4 cup Acana & 1 cup Royal Canin Early Cardiac 2x day. Left a little food
03/31/19 28 19:32 | 50mg | 50mg | 10mg 7.5mg | 7.5mg | 500mg | 500mg v in her bowl in the morning and evening. Followed Pandora around yard.
04/01/19 24 2302 | 50mg | 50mg | 10mg - 75mg | 7.5mg | 500mg | 500mg | v Food: 1-1/4 cup Royal Canin Early Cardiac 2x day
s N Food: 1-1/4 cup Royal Canin Early Cardiac 2x day. Loose stool around 7pm.
04/02/19 16 22:53 50mg 50mg 10mg 7.5mg 7.5mg 500mg 500mg v Bierit et all fer fasd g o b,
e 16 22:56
. Food: 1-1/4 cup Royal Canin Early Cardiac 2x day. Loose stool 12:30pm. Alert,
3 - . 7.8 50 50
Habeig 2 L g Ry 10mg tong e omg g v more active when outside. Didn't eat all her food am or pm.
i 32 21:41
04/04/19 50mg 10mg 7.5mg 500mg v Food: 1-1/4 cup Royal Canin Early Cardiac 2x day.

Respiration Rate: Count the number of breaths for 30 seconds and multiply times 2 to
respiratory rate at rest when they are not purring. In animals with well controlled heart
is more effort to the chest wall or belly muscles during breathing, then fluid is likely accu

get the respiratory rate per minute. In do
failure the breathing rate is often less

gs, obtain the respiratory rate when they are at rest and not panting. In cats get the
than 35-40 breaths per minute. When the breathing rate is climbing, or when there

mulating in the lungs and more furosemide may be indicated. Please bring this sheet with you to your next veterinary exam.

Page 1
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Pet’s namé

B6

Owner’'s name

CARDIOLOGY DIET HISTORY FORM

20].45

ase answer the folowadino. . canastione._ahno your pet

B6

Today's date: 4 .C\' & 19

\

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

Example:

Poor.

l Excellent

Poor _ ’1' Excellent

2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
REats about the same amount as usual OEats less than usual

OSeems to prefer different foods than usual COOther

OEats more than usual

3. Over the last few weeks, has your pet (check one)

OLost weight OGained weight  OStayed about the same weight CODon't know

4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet

currently eats. Please include the brand, specific product, and flavor so we know exactly what you pet is eating.

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

CInChn Lidl, (1S & (ol faonfl.

Food (include specific product and flavor) Form Amount How often? Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Potato Aduit dry 1% cup 2x/day Jan 2018
85% lean hamburger microwaved 3oz 1x/week Jan 2015
Pupperoni original beef flavor treat % 1x/day Aug 2015
Rawhide treat 6 inch twist 1x/week Dec 2015

Loy (oIN Y CADIAT 1% Cur Lx DY
Lo/ L TREATS - s M ADE, - TUS] Ya lur | D¢ iy

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

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

supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine HBYes ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo

Coenzyme Q10 OYes ONo

Other (please list):

Example: Vitamin C Nature’s Bounty

(P95 pynjr A

500 mg tablets — 1 per day

6. How do you administer pills to your pet?
O | do not give any medications
# | put them directly in my pet's mouth without food
O | put them in my pet's dog/cat food
| put them in a Pill Pocket or similar product
O | put them in foods (list foods):

FDA-CVM-FOIA-2019-1704-005188



Gastrointestinal Laboratory
- Dr. J.M. Steiner

o e Department of Small Animal Clinical Sciences
% sl / _;:7’ Texas A&M University
*'fi,;f% . & 4474 TAMU
VETERma A College Station, TX 77843-4474

Website User ID: clinpath@tufts.edu
Gl Lab Assigned Clinic ID: 11405

Dr. Freeman Phone: 508 887 4669

Tufts University-Clinical Pathology Lab Fax: 9 508 839 7936

Attri B6 | . .

200" W&st6616 Road Animal Name: B6

North Grafton, MA 01536 Owner Name:

USA Species: Canine
Date Received: Apr 04, 2019

Clinical Pathology Tracking Number: 441842 Gl Lab Accession] B@

Test Result Control Range Assay Date

Ultra-Sensitive Troponin | Fasting ng/mL <0.06 04/05/19

B

Comments:

FDA-CVM-FOIA-2019-1704-005189



Important Internal Medicine Conference

Notices:
orees Join us for a unique continuing education event in Phuket, Thailand Oct 7th -
11th, 2019. For details see htip://texasimconference.tamu.edu

Ongoing studies

Cobalamin Supplementation Study- Dogs and cats with cobalamin deficiency with normal PLI, and either normal or
low(consistent with EPI) TLI to compare the efficacy of oral vs parenteral cobalamin supplementation. Contact Dr.
Chang at chchang@cvm.tamu.edu for further information.

Chronic Pancreatitis with Uncontrolled Diabetes Mellitus- Seeking dogs with chronic pancreatitis and uncontrolled
diabetes mellitus for enrollment into a drug trial(medication provided at no cost). Contact Dr. Sue Yee Lim at
slim@cvm tamu.edu or Dr. Sina Marsilio at smarsilio@cvm.tamu.edu

Dogs with Primary Hyperlipidemia- Prescription diet naive dogs newly diagnosed with primary hyperlipidemia are
eligible to be enrolled in a dietary trial. Contact Dr. Lawrence at ylawrence@cvm.tamu.edu for more information.

Dogs with Chronic Pancreatitis-Dogs with chronic pancreatitis (cPLi >400ug/L) and hypertriglyceridemia (=300 mg/dl)
are eligible to be enrolled in a dietary trial. Contact Dr. Lawrence at ylawrence@cvm.tamu.edu

Chronic enteropathies in dogs-Please fill out this brief form http:/ftinyurl.com/ibd-enroll to see if your patient qualifies.

Feline Chronic Pancreatitis- Cats with chronic pancreatitis for more than 2 weeks and fPLI >10 ug/L are eligible for
enroliment into a treatment trial investigating the efficacy of prednisolone or cyclosporine. Please contact Dr. Yamkate
for further information at pyamkate@cvm.tamu.edu.

We can not accept packages that are marked "Bill Receiver”

Use our preprinted shipping labels to save on shipping. Call 979-862-2861 for assistance. The Gl Lab is not here
to accept packages on the weekend. Samples may be compromised if you ship for arrival on Saturday or
Sunday or if shipped via US Mail.

Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu
Fax: (979) 862-2864 vetmed.tamu.edu/gilab

FDA-CVM-FOIA-2019-1704-005190



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

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

Sent: 4/22/2019 5:16:54 PM

Subject: Blue I?yf[g_l_q___l__i_fg_ﬁ_r_gggction Formula Adult Chicken Recipe Grain-Free Dry Dog
Food; __B6 _ _ iEON-385697

Attachments: 2066104-report.pdf; 2066104-attachments.zip

A PFR Report has been received and PFR Event [EON-385697] has been created in the EON System.

A "PDF" report by name "2066104-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 "2066104-attachments.zip"

and 1s attached to this email notification.
Below is the summary of the report:

EON Key: EON-385697
ICSR #: 2066104

EON Title: PFR Event created for Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free Dry
Dog Food, Blue Buftalo Life Protection Adult Dog Food Natural Chicken & Brown Rice; 2066104

AE Date ...Bs Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 12 Years

District Involved | PFR-New England DO

Product information
Individual Case Safety Report Number: 2066104
Product Group: Pet Food

Product Name: Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free Dry Dog Food, Blue

Buftalo Life Protection Adult Dog Food, Natural Chicken & Brown Rice

Description: Presented to rDVM 4/15 and 4/16 for a non-productive cough x 1 month and decreased appetite. O
suspected cough was due to seasonal allergies as patient has a hx of allergies. RDVM was suspicious of

FDA-CVM-FOIA-2019-1704-005191



for further evaluation. Diet history: Blue Buffalo chicken limited ingredient x 1 year. Previously eating Blue
Buffalo chicken grain-free since 2010. Echo revealed 3+ MR, reduced contractile function, trace pericardial
effusion, ruptured chordae, no obvious heart base mass, no obvious RAA mass. Suspect CHF

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: |

Lot Number or Best By

Product Name 1D Date

Blue Buftalo Life Protection Adult Dog Food, Natural Chicken & Brown
Rice

Blue Buftalo Life Protection Formula Adult Chicken Recipe Grain-Free
Dry Dog Food

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
i B8

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

B6

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

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

FDA-CVM-FOIA-2019-1704-005192



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

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

FDA-CVM-FOIA-2019-1704-005193



Report Details - EON-385697
2066104

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2019-04-22 13:04:20 EDT

Reported Problem: Problem Description:

 Presented to rDVM 4/15 and 4/16 for a non-productive cough x 1 month and

decreased appetite O suspected cough was due to seasonal allergies as patient

 has a hx of allergies. RDVM was suspicious of pericardial effusion vs DCM.

Enlarged heart on radiograph. Patient was rxd! and referred to Tufts
for further evaluation Diet history: Blue Buffalo chicken limited ingredient x 1 year

_ Previously eating Blue Buffalo chicken grain-free since 2010 Echo revealed 5+

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

MR, reduced contractile function, trace pericardial effusion, ruptured chordae, no
obvious heatrl base mass, no obvious RAA mass. Suspect CHE

03/17/2019

No

Stable

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer
IDistributor Information:

Purchase L ocation
Information:

Blue Buffalo Life Protection Adult Dog Food. Natural Chicken & Brown Rice
Pet Food

BAG

. Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free Dry Dog

Food
Pet Food

BAG

Animal Information: Name:

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

Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

Dog

Retriever - Golden

Male

Neutered

38 Kilogram

12 Years

Excellent

Owner Yes

FDA-CVM-FOIA-2019-1704-005194



Sender Information:

Additional Documents:

Healthcare Professional

Information:

Name:

Address:

Contact:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

Information

provided:
Contact: Name:
Phone: BG
Email: B6
Address:

B6

United States

Practice Name:

Contact: Name: ]

Tufts Cummings School of Veterinary Medicine

Address: 200 Westboro Road

North Grafton
Massachusetts
01536

United States

Practice Name: Tufts University

Contact: Name: Lisa Freeman
Phone: 508-887-4523
Email: lisa.freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
Permission to Yes

Release Records
to FDA:

200 Westboro Road
North Grafton
Massachusetts
01536

United States

Phone: B6 !

Yes

Email

None

Attachment: Tufts Medical record.pdf
Description: Medical records
Type: Medical Records
FOUO- For Official Use Only 2
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I Foster Hospital for Small Animals
u m m | n g S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY
Medical Record for 4/17/2019

Client:
Address: B 6 Species: Canine
Sex: Male
(Neutered)

Referring Information

B6 :

Client: B 6

Patient:

Initial Complaint:
Cardiology New - possibly going to enroll in DCM study

SOAP Text Apr 17 2019 1:32PM - Rush, John

Disposition/Recommendations

Page 1/29
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Client:
Patient:

B6

Page 2/29
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Client: B 6

Patient:

I Foster Hospital for Small Animals
u m m | n g S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center (508)839-5395
AT TUFTS UNIVERSITY
Client: ~ {___B6 | Patient: | B6 |
Veterinarian: Species: Lamne
Patient ID: lBG Breed: Golden Retriever
Visit ID: Sex: Male (Neutered)
Age: i B6 | Years Old
Lab Results Report
CBC, Comprehensive, Sm Animal (Re ~ 4/17/2019 3:28:16 PM Accession ID:!_ B6_ |
|Test IResults IReference Range IUnits
RDW (ADVIA) 11.9-152
MPV (ADVIA) 829-13.2 fl
RETICS (ABS) ADVIA 14.7 - 113.7 KL
PDW 0-0 %
MCVR 0-0 1l
WBC (ADVIA) 44-15.1 K/l
HGB(ADVIA) 13.3-20.5 g/dL.
HCT(ADVIA) 39-55 %
CHR BG 0-0 pg
MCHC(ADVIA) 31.9-343 g/dL.
CHCM 0-0 g/dl
PLT(ADVIA) 173 - 486 K/l
MCH(ADVIA) 21.3-259 pg
RBC(ADVIA) 58-85 ML
MCV(ADVIA) 64.5-77.5 L,
RETIC(ADVIA) 02-16 %
PLTCRT 0.129 - 0.403 %
Microscopic Exam of Blood Smear (A 4/17/2019 3:28:16 PM Accession IDE_-_-_-B-S-i_-_-:
- 3/29 e 5
stringsoft

Printed Monday, April 22, 2019

Page 3/29
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Client: B 6

Patient:
|Test IResults IReference Range IUnits
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities
SEGS (AB)ADVIA 28-115 K/ul
SEGS% 43 - 86 %
RBC MORPHOLOGY 0-0
No morphologic abnormalities
LYMPHS% B 6 7-47 %
LYMPHS (ABS)ADVIA 1-438 K/l
MONOS (ABS)ADVIA 0.1-1.5 K/l
MONOS% 1-15 %
EOS% 0-16 %
EOS (ABS)ADVIA 0-14 K/l
Research Chemistry Profile - Small A 4/17/2019 3:28:16 PM Accession ID:|_B6 !
|Test Results IReference Range IUnits
SODIUM 140 - 150 mEq/L
ALT 14 - 86 U/,
UREA 8-30 mg/dL
POTASSIUM 3.7-54 mEq/L
ALK PHOS 12 - 127 U/L
AGAP 8-19
A/GRATIO 07-16
CREATININE 06-2 mg/dL
CHLORIDE 106 - 116 mEq/L
TRIGLYCERIDES 30 - 338 mg/dl
ALBUMIN B6 28-4 o/dL
MAGNESIUM 2+ 1.8-3 mEq/L
T BILIRUBIN 0.1-03 mg/dL
GLUCOSE 67 - 135 mg/dL
NA/K 29-40
PHOSPHORUS 26-72 mg/dL
AST 9-54 U/L
CK 22-422 U/L
AMYLASE 409 - 1250 U/L
GGT 0-10 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
. 4129 Bé
SHngsK Printed Monday, April 22, 2019
Page 4/29

FDA-CVM-FOIA-2019-1704-005199



Client: B 6

Patient:
CHOLESTEROL 82 - 355 mg/dL
tCO2 (BICARB) 14 -28 mEq/L
CALCIUM2 B6 94-113 mg/dL
GLOBULINS 252 g/dL
T. PROTEIN 55-78 g/dL
B6
' 5/29
stringso Printed Monday, April 22, 2019
Page 5/29
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Clifznt: B 6

Patient: |

Tufts University
Foster Hospital for Small Animals
Hospital for Large Animals
55 Willard Street  North Grafton, MA 01536 « (508) 839-5395

Patient:

Address:
X2 PARTIAL FILL UPON PATIENT REQUEST SECURITY FEATURES ON BACK
OIHI 1atlre
DEA #:
License #: Please Print

INTERCHANGE IS MANDATED UNLESS THE
PRACTITIONER INDICATES "NO SUBSTITUTION"
IN ACCORDANCE WITH THE LAW

Page 6/29
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Client: B 6

Patient: |
Diet Hxi B6 |

CARDIOLOGY DIET HISTORY FORM
Please answer the followinn. nuestions about your pet

Pet's name: B6 Owner's name : 186 _______ Today's date: ﬂ 'Iil | ‘]

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

Example: Poor I Excellent

Poor ; Excellent

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

3. Over the last few weeks, has your pet (check one)
OlLost weight DOGained weight ?S/tayed about the same weight ODon't know

1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years.

e

Please provide enough detail that we could go to the store and buy the exact same food - examples are shown in the table

Food (include specific product and flavor) ) Form Amount | How often? Dates fed |
Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult dry _1Xeup | 2xfday Jan 2016-present
85% lean hamburger | microwaved 3oz | 1x/week June -Aug 2016
Pupperoni original beef flavar treat . » | ixfday Sept 2016-present
Rawhide ] = treat & inch twist Tx/week Dec 2018-present
3 Euf - ﬁc}uac‘vl o Rl Sl il I W, Jh By At /o — 2 2

;ﬂ}fw D r ot Brev. - dfishiin, '7?1'/\/ £ sy r""(?_f ﬁﬂ?ﬁf‘ﬁfﬂ"' ‘z‘a_ﬁ?ﬁwﬁ
A AT - Limaed g ooy —mlc,{w o f}; f7L & £ (e ?/dafﬁ N e

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

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

supplements)? OYes o [Ifyes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes mno. i
Carnitine OYes DM
Antioxidants OYes I;uqa
Multivitamin OYes NG,
Fish oil OYes DNG__~

Coenzyme Q10  OYes FINS'
Other (please list):
Example: Vitamin C Nature’s Bounty 500 mg tablets — 1 per day

3. How do you administer pills to your pet?
O | do net give any medications
O | put them directly in my pet's mouth without food
O | put them in my pet's dog/cat food
O | put them in a Pill Pocket or similar product .
wfﬁut them in foods (list foods):__2i ¢ ¢ of it o
[

Page 7/29
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Client:
Patient:

B6

Research cbe/chem 4-17-2019

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A 2

DUPLICATE
Name/DOB: B 6 Provider. Dr. John Rush
Patient ID: Sex: CM Order Location: Foster Hospital for Small Animals
Phons number: Age: 12 Sample ID: 1904170138

Collection Date: 4/17/2019 3:28 PM
Approval date: 4/17/2019 6:15 PM

Species: Canine
Breed: Golden Retreiver

CBC, Comprehensive, Sm Animal (Research)

SMACHUNSHK] Ref. Range/Males
WEC (ADVIA) 440-15.10 KL
REC (Adwia) 5.80-8.50 ML
Hemoglobin (ADVIA) 133-20.5 gL
Hematocrit (Adwvia) 39-35%
MCV (ADVIA) B6 64.5-77.5 1L
MCH (ADVIA) 21.32509pg
CHCM
MCHC (ADVIA) 319-343 g/dL
RDW (ADVIA) 11.9-152
Flatelet Count (Advia) ; 173486 K/ul
H 6:15 PM i_BG iplts per 100x field (estimated count of 90,000-180,000/ul}
Mean Platelet Volume ] i 820-1320 4
(Advia) 7
04/17/19 4:15 PM Platelet clumps (if present) and sample age (greater than 4 hours) can
result in a falsely increased MPV.
Platelet Crit i B6 | 0.120-0.403 %
04/17/19 4:15 PM Platelet Crit is inwvalid when clumped plateleta are present.
Interpretation of PLiCt is unclear in species cother than canines.
PDW
Reticulocvte Count (Advia) 0.20-1.60 %
Absolute Reticulocyte BG 147-113.7 Kl
Count (Adwvia)
CHr
MCVr

Microscopic Exam of Blood Smear (Advia)

SMACHUNSK] Ref. RangeMale:
Seg Neuts (%) 43-86 %
Lymphocvtes (%o) T-47 %
Monocytes (%o) 1-15%
Eosinophils (%) 0-16 %

Seg Neufrophils (Abs)
Adwia

2.800-11.500 K/l

Lymphs (Abs) Advia 1.00-4.80 Kl
Mono (Abs) Adwvia 0.10-150 KL
Eosinophils (Abs) Advia 0.00-140 K/l

WBC Morphology
RBC Morphology

i

Research Chemistry Profile - Small Animal (Cobas)

Sample [D: 19041701381
This report confirmes... {Final)

Page &/29

Eeviewed
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Client:
Patient:

B6

Research cbe/chem 4-17-2019

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A2 S

DUPLICATE
Name/DOB B 6 Provider Dr. John Rush
Patient ID: Sex: CM Order Location: Foster Hospital for Small Animals
Phons number: Age: 12 Sample ID: 1904170138

Collection Date: 4/17/2019 3:28 PM
Approval date: 4/17/2019 6:15 PM

Species: Canine
Breed: Golden Retreiver

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

SMACHUNSK] Ref. RangeMales
Glucoze 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-71.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 18-30mEqL
Total Protein 5.5-7.8 g/dL
Albumin 28-40 gidL
Globulins 23-42 gidL
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
CHloride 106-116 mEq/L
Potassium B 6 37-54 mEqL
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NAK 20-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 U/L
ALT 14-86 U/L
AST 9-54 U/L
Creatine Kinase 22422 UL
Cholesterol §2-355 mg/dL
Triglycerides 30-338 mg/dl
Amylase 409-1250 UL
Osmolality (calculated) 291-315 mmol/L

Sample [D: 19041701382

REPRINT: Oriz printing on 4/17/2019 (Final)
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Client:
Palt?:nt: B 6

Idexx NT-proBNP 4/17/2019

g B6 :
g B6 :
Client: B6 Date: 04/ 1772013 TUFTSUNIVERSITY
Patient; Requisition #: 14 &5 200 WESTBORO RD
Speciess CANINE Accesion #5 i NORTH GRAFTON, Massachusets (1336
Breed: GOLDEN_RETRIEVE Ordered by:RUSH 5088355385
Gender: MALE NEUTERED
Age: 12V Account #88533

CARDIOPET proBNP- CANINE

CARDIOPET proBNP
- CANINE

0- 900 pmoll HIGH B6

Cnmments

Page 10/29
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Client: B 6

Patient:

Vitals Results

4/17/2019 1:37:54 PM Weight (kg) 38.0000
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Client: B 6

Patient: {____ "7 7 ___
ECG from Cardio
I B6 B 4/17/2019 2:29:36 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology
A0 _Llead.L. SE 3 1.1 k.
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S =1¢

ECG from Cardio

i B6 ; 4/17/2019 2:29:36 BM Page 2 of 2
Tufts University

Tufts Cummings School of Vet Med
Cardiology

Page 13/29
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Client:

Patient: L BG

ECG from Cardio
e .
: B6 i 4/17/2019 2:32:10 BM
b - Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 14/29
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Client:
Patient:

B6

ECG from Cardio

4/17/2019 2:34:20 PM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

1. lead. . Standaxd Rl

Page
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Client:

B6

Patient:
ECG from Cardio
4/17/2019 2:34:46 PM Page 1 of 2
b - Tufts University
Tufts Cummings School of Vet Med
Cardiology
12 lead: Standard Placement

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

Page
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Client:
Patient: B 6

ECG from Cardio

i B6 ; 4/17/2019 2:34:46 PM Page 2 of 2
B Tufts University

Tufts Cummings School of Vet Med
Cardiology

Page 17/29
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Client:
Paltei::;t: BG

4/15/19 rads
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Client: !
Paltei::;t: BG

Patient History

04/17/201901:32 PM
04/17/201901:37 PM
04/17/2019 02:00 PM
04/17/2019 02:34 PM
04/17/2019 02:34 PM
04/17/2019 02:34 PM

04/17/2019 02:45 PM
04/17/2019 02:45 PM

04/17/201903:14 PM

04/17/2019 03:15 PM
04/17/2019 03:16 PM
04/17/2019 03:20 PM
04/17/2019 03:49 PM

04/17/2019 03:51 PM

UserForm
Vitals
Treatment
Purchase
Purchase
Purchase

Purchase
Purchase

UserForm

Prescription
Prescription
Purchase

Prescription

Email

Page

19/29
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Cummings T

Telephone {508} 8395395

\eterinary Medical Center Eaeredl

AT TUFTS UNIVERSITY Iettp-/fwectme d tufts eduf
Dizcharnge Instructions

Patient Owmer I

MameB6 | M B6 Patint - B6 |

Aadenil Daltes 451 772009 11979 P
Discharpe Dater 417/ 019

Dapnoses: Chronic vahular disease with mitral regunsitation, Recuced contradtile fundion/myocandial failre, pericandial
effusion {(small wohume), congestive heart Taihare with pulmonany edema {suspected), atrial and vendrioular arhythimias

Chnical fnding=
Your dog has a leak at oneofthe heart vahees, the miitral valve, and this lealchas resutted na heart mummer and
enlargemant of the heart. This problem with theheart valve is a common one indogs, dueto aging dhanges i the valve

could be st relatad 1o and stage haart disease fnom the leaky valve, or may be inpart related o a limited ingredient diek
The heart enlarnremernt has now progressed o the point where fhad is backing up nbo the kngs causing pulmonany edema,
a condition called congestive heart laihure. We also found some imegular heart beats but do not seem o be frequent
enpuph i wamrart treatment at this time. However, they may everhally lead to collapse {(synoope). We will rie-assess the
addition of this medication at the next recheck appoiniment

Thare is a small amount of fhid anound the heart {pericandial efusion) - we susped this i due o heart faikere, and we
carmnot see a mass that might have casse the fuid, but sometimes there s a small mass we carnot find

and the treatment options cannot reverse thedamase i the valve

Diagnostic Test resalis:

FDA-CVM-FOIA-2019-1704-005215



B6

of dnugs will be adpsted based on the breathing rate and effort. Ingenaral, most dogs withheart Tathre that i well
cantrolled have a hreathing rate at rest of less than 35 breaths per minte: In addition, the breathing efiort, noted by the
amouri of belly wall motion used for each breath, & fairly minimal Theart faire s armolied. An noease nbreathing
raie or effort will usually mean that you should give an exira dose of | B6 : IF diffiuity breathing is not
improved within 30-60 minutes after giving exdra furosemide then we remmmend that arechedk esam be scheduled
alﬂ'u'ﬂﬂiBs:hemhnha:lhymmng!q dinic Theve are nstructions for monitaring breathing, and a fomto help
keep irack of breathing rate and drug doses, onthe Tults HeartSmart web site

{hittpe/ vt tults.eduheartamarnt fat-home moniboring /). We also want you to watch for weakness or collapse, arechation
in appetite, worsening cough, or distent ion of the belly as these findings indicate that we should do a recheck esaminal ion.
iF you notice an episnde of collapse, it & olay i helpthe dos et back upy; howeser, most dogs will gat up oncthelr osn in
about 20 minutes. f an episode of collapse oo, we would |ile o know about it righd asway.

Recosmnended Medicalions

Dict suppestinns-

Dogs with heart faiure acosmuiate mire fiuid intheir body Tthey eat e amounts off sodom {sait). Sodaem can be found
in all foods, but some foods are lower nsodam than others. Many treats, most people foods, and the supplemenis vsad to
give pills olten have miwesodarmthan & desirable - a sheet that has supgestions for low sodum reats anbe found on the
HeartSmart web site. in addition, your dog's vsual diet may have more sodum than remmended - we want your dog to
eat their usual diet for the first 510 10 days sowe canmake sure they are toleating medications well, but afier that time

FDA-CVM-FOIA-2019-1704-005216



we v id recommend siowly ntroducing one of the lower sodum diets on the HeartSmeat st {25% of thenew diet and
75% old dict for 2-3 days, then 5050, ete.). Hopefully you can find a diet onthe list that, B6 | lkesto eat. Alternatively,
you can reseanch the amount of sodium incyour dog’s osrent diet i ensure that the soduem condert is similarto thoseon
the list. The HeartSmart web site also has some nfomation on supplements such as Tish oil, aurine, and other

supplamens that you might have guestions about fhibdpyfvet it eduyheartamart fdiet).

o The DA 5 amrently nwest igating an apparent associabion bebween diet and atype of heart disease called dilated
cadiomyopathy. The e casse is still uncleas; but it appears o be associated with boubioe diets and those
cantaining eatic ingredient or aregran-ree. Therehore, we are asrent iy recommending that dogs do not eat
these types of diets.

dbes niot ooritain any aatic ngredients, such as kangamo, disde, lamb, venison, leritils, peas, beans, iffalo,
tapioca, barley, and chidkpeas.

o The MDA Bsupd astatement reganding this e
{(hitps=/Aanarer. i souf AndmealvVet erinanyf NewsPvernt</{CuWUpd al esfuomi] 3305 him) and a recent article
published by Dr-. Lisa Freeman anthe Cummings Sdhools Petioodnlogy blog can further exphin these findings
{hitip/ Avetbrurition tults.edu/200 3/06// - broen-heart risk-of heart-disease-in-boutique-or- grain-ree diets-and-ex
otic-ingredient<f).

O Ourmaaritiontsts have compiled a It of dog foods that are gnod options Tor dogs with heart disease:

Dry Food Oplions:

Royal Canin Earty Candiac (velerinary diet)

Royal Canin Boear

Purina Pro Plan Adult Wessht Managament

Purina Pro Plan Bright Mind Adult Small Breed Fommula

Carmed Food Oplions:

Hill's Scerwe Diet Adiit 1-6 Healthy Cusine Roasted Chideen, Camot, and Spnach Stew
Royal Canin Mahure 8+

if your dog has special miritional neads orrequires a homeeookad diet, we recommend you scharchdle an appoinime  with
our rearitionists {508-887-4696).

Exercse Recosmnendations

lagring hd-ﬂtrrmﬂistushpﬂmmlsmtm hgaﬂaﬂinlﬁmlﬁnmm Hg'lﬂﬂgyﬂ:hﬁhe;
{repetitiveball dhasing, nunning Fast off a leash) are cenerally not advised at this staoe ofheat Bire

officeto chedk for levels of NT-proBNP. This 5 a protenthat s relmsa:ll:qﬂualmtﬂmit is sireirhed . (Fthis vahee &
narmal, there is a low dhance that she has acandiac disease. However, iT this value is at least moderat ely elevated, we
might lieetotale a ook at her. Please send ws the resuit wihen you recefve it

w.ﬂilhﬂﬁiﬂlgﬂﬂlmmq.EtﬂISEm

Pease visit our HeartSmart website for more rdomation
hittpeffwet hulfts. edhyheartsmart/

Presxiplion Refill ek
For the saofely ond well-ir img of our palicnts, your pel mesl fonve hod on coomanolion by one of our vel erimorions within the post
yeor in oreer 1o obdoin presoription medieotions.

Orderniog Food:
Pleose check with your primory velerimorion In porehse the recommended dielfs] I you wish In arroese your food from s,
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please ool 7-10 doys i odvemee [SOR-BR7-620) 1o ensave the food & in stock. Allermolive by, velerinory diels con be ondered from
onlne retoiders with o presoription/ve tersmory approval.

Clioiood Friods =

Chnical Lrioks ore studies in wihich our vele ey deciors werk wilh you omd your pel o ivesligole o specific dise ose prmoeess or g
promsirg new lest orireatment Pleose see our welsie: vl ufls edufovme e lnicol shrdbies
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Cummings B6

\eterinary Medical Center pasentin FE

AT TUFTS UNIVERSITY B6 Eali:: e _
Cardiclogy Linson: SOB-BRF-9696 YearsOld Male {Heutered} Go Retriever

Gold

Candiclogy Appointment Report
ENROLLED IN DCM DIET STUDY

Date: 4/172019

Attending Cardiclopict:
¥ John E. Rush DVM, MS, DACVIM {Cardiology}, DACVECC {primary]

B6

Carchclogy Resilent:

B6
Cordiclogy Technidan

B6 |

Presenting Commplaint-
Presented to rOVM for cough for a month. Went to two uetsylﬁterdayﬁjspu:nn of pericardial efthssion vs
DCML Tnukrafugmhsarﬂ:h:wadmlargaﬂmtﬁtamﬂ{ ____________________________ Jye;herday.
Conourment DEeaces:

Pretty healthy dog. Occasional vomiting early on in [ife. Seasonal allerpies

General Medienl Hestory:
Owver last month has been sowing down Eating less. Does not want to go upstairs with family.

Diet and Supplesments:

Blue buffalo Imited mgredient for about a year. Blue buffalo for first couple years of his lile and started
vomiting then switched to grain free_ Switched to Blue Buffalo Chidcen [imited ngredient almost a year
ag0.-

Cordicowos culinr History:

Prior CHF diagnosis? NO
Prior heart muarms? YES
Prior ATE? NO
Prior aarhythmia? NO
Monitoring respiratory rate and eflort NO
at home?

Cough? YES

FDA-CVM-FOIA-2019-1704-005219



Shoriness of breath or difficulty
breathing?

Syncope or collapse?

Sudden onset lameness?
Beercise imtolerance?

Cunrent Medications Pertinent o OF System:

Maybe {panting has increased}

NO
NO
NO

Heartgard dew
Flea and tidk s seasonal
Pimobendan 10mg PO BID
Cosdine Plwysicnl Exosnination:
Muscle condition:
Noma [ moderate cachexia
| miid mursdie loss U marked cachexia
Cordiowas s Physical Exam:
Murmur Grade:
Cl none M 1wy
Elipn O wpn
El H wipwn
M

Murmur locat ion fdesription: Left apical musmmar

Jupular vein:
M| Botiom 1/3 of the nedk
L weddie 1/3 of the nedk

Arterial pulses:
Weak
El Fair
Ll Good
Ll strong

[

| None
| Sinars anhrythmia
M| premature beats

Gallop:
M v

Clne
Cl intermitient

Pulmonary assessments:
M Eupneic to
| vaid dyspnea sightly biue hoe 1o the

FDA-CVM-FOIA-2019-1704-005220



tongue
thuld'namﬂ Hllppeni-afstlilnr
] normal BY sounds

Abdominal exam: -
| Normal L il ascites
Ll Hepatomegdy [ marked ascites
[ Abdominal distension
Problems:
Cardiar murmur, armhythmia, cough, possihle DCM vs pericandial diseace

2 Chemistry profile [0 Thoracic radiographs
Clece L] NT-proBMe

Ll Renal profile L Troponin |

L] Blood pressure L] other tests:

NEiral inflow: -
H summated Eﬂﬂﬂmmﬂ
C Noma M Restrictive

[ Defayed refaxation

FDA-CVM-FOIA-2019-1704-005221



Interpretation: predominant sinus rhythm with frequent and short episodes of SVT. Occasional
monomorphic veniricular bigeminy and occasional isolated LV origin VPCs

Rachiopragphic findings:

None are available for review at the time of the cardiology exam_ S0me recent films were taken and had
been requested.

Subsequently available lateral radiograph shows marked candiomegaly with some pulmonary vein
distension and likely mild |5 pattern that could be mild pulmonary edema.

Assecanent and recommendations:
Advanced DVMD with myocardial faikre_ Large breed dogs are more predisposed to have worsening
[:]'Itra:tileﬁluzﬁmwlmd:ﬁa:ta:lhyDMUD. Huweuer ﬂﬂ'emafalmheammrﬂitufe'rﬂler DCM or

sysl:ul'[: dysﬁmt:tnn. We lErEHE that B6 isin mild CHF, thusremrrrneml B6 overy

12-24h - depending on clinical 5|gns5u[h as cough, respiratory rate amd thlt} a B6

B6 ! {BID.

“Recommend switdh diet 1o one oif the divet s listed inthe discharge instrudion; chedk with Dr- Treeman if
the dog will not eat any of these. As some Golden Retrievers with diet-induced candiomyopathy ane
taurine deficient and may respond to Taurne supplementation, {750 to 1000mg B D} Taxrne should be
started wntil have the levels results bade. Recommend redheck blood work and EGG n 2 weeks. The
arhythmia might not be severe enough to require specific antiarhythmic treatment today, but it sl close,
and the dog may be at risk of sudden death. If the arrhythmia is worse then we might sta‘ B6 5

Final Dingnosis:

- DMVD with severe LA enlarpement;

- Dexreased contractile function - rfo secondary to advanced DMVD v=. concomitant DCM vs. component
of diet-induced DCML

Heot Faihere COasshication Score

ISACHC Classification: B
Hia ¥ 11a
Hib b
Eln

ACVIM Classification:
Cla M
Elp1 Up
ez

M-Mode
Ivsd
LvIDd
LvPwd
IVSs
LVIDs

LVPWs B6
EDV{Teich}
ESV{Teich}
EF{Teich}
%FS

3335353

® R 3
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SV{Teich}
Max LA
TAPSE
EP5S

M-Mode Nomalized

IVSdN
LVIDdN
LVPWdN
IWSsh
LVID=N
LVPMWsh

20
SA LA

Ao Diam

SA LA f Ao Diam
Ivsd

LvIDd

LvPwWd
EV{Teich}

IV5Ss

LVIDs

LVPWs

ESW{ Teich}

EH{ Teidh}

%FS

SV Teich}

LV Major

LV Minor
Sphericity Index
LVid AdAC

LVEDV MOD A4C
LVis AdC

LVESYV MOD AAC
LVEF MDD AAC
SV MOD AdC
RR

HR

Doppler

MR Vmax
MRm=xPG
MV E Vel

MY DecT

MV Dec Slope
MV A Vel

MV EfA Ratin
E

E/F

B6

B6

{0.430- D.710} I
{0,790 - 1.140} I

33

393®R3I 338535373

BPM

mjs
mmHg
mjs

mjs
mjfs

mJfs
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A‘

AV Vmax
AV maxPG
MV VYmax
PV maxPG
PRend Vma:
PRend PG
TR Vmax
TRmaxlG

B6

mjs
mjs
mjs
mmHg
mjfs
mmHg
mjs
mmHg
mjs
mmHg
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From: Related PFR Event <pfrsignificantactivitycreat

ion@fda.hhs.gov>

To: Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification;
i B6 §

Sent: 6/11/2019 6:20:55 PM

Subject: Blue Buffalo Life_Protection Formula Adult Chicken Recipe Grain-Free Dry Dog
Food; B i-EON-390198

Attachments: 2068091-report.pdf; 2068091-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390198] has been created in the EON System.

A "PDF" report by name "206809 1-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
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-390198
ICSR #: 2068091

by name "2068091-attachments.zip"

EON Title: Related PFR Event created for Blue Buftalo Life Protection Formula Adult Chicken Recipe
Grain-Free Dry Dog Food, Blue Buffalo Life Protection Adult Dog Food Natural Chicken & Brown Rice;

2068091
AE Date 03/17/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Golden
Age 12 Years
District Involved | PFR-New England DO

Product information
Individual Case Safety Report Number: 2068091
Product Group: Pet Food

Product Name: Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free Dry Dog Food, Blue

Buffalo Life Protection Adult Dog Food, Natural Chicken & Brown Rice
Description: Presented to rDVM 4/15 and 4/16 for a non-productive cough

x 1 month and decreased appetite. O
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suspected cough was due to seasonal allergies as patient has a hx of allergies. RDVM was suspicious of
pericardial effusion vs DCM. Enlarged heart on radiograph. Patient was rx'd B6 and referred to Tufts
for further evaluation. Diet history: Blue Buffalo chicken limited ingredient x 1 year. Previously eating Blue
Buftalo chicken grain-free since 2010. Echo revealed 3+ MR, reduced contractile function, trace pericardial
effusion, ruptured chordae, no obvious heart base mass, no obvious RAA mass. Suspect CHF Normal plasma and
whole blood taurine levels

Submission Type: Followup

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

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Lot Number or Best By

Product Name 1D Date

Blue Buftalo Life Protection Adult Dog Food, Natural Chicken & Brown
Rice

Blue Buffalo Life Protection Formula Adult Chicken Recipe Grain-Free
Dry Dog Food

This report is linked to:
Initial EON Event Key: EON-385697
Initial ICSR: 2066104

Sender information

B6

USA

Owner information

B6

USA

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

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390198

reaction or disease associated with the product)

ICSR: 2068091

Type Of Submission: Followup

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

Report Submission Date: 2019-06-11 14:13:53 EDT
Initial Report Date: 04/22/2019

Parent ICSR: 2066104

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Presented to rDVM 4/15 and 4/16 for a non-productive cough x 1 month and
decreased appetite. O suspected colgh was due 1o seasonal allergies as patient

_has a hx of allergies. RDVM was suspicious of pericardial effusion vs DCM.

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

Enlarged heart on radiograph. Patient was rx'd
for further evaluation. Diet history: Blue Buffalo chicken limited ingredient x 1 year.

 Previously eating Blue Buifalo chicken grain-free since 2010 Echo revealed 3+

Date Problem Started:

Concurrent Medical
Problem:

Qutcome to Date:

MR, reduced contractile function, trace pericardial effusion, ruptured chordae no
obvious heatt base mass, no obvious RAA mass. Suspect CHE Normal plasma
and whole blood taurine levels

03/17/2019

No

Better/Improved/Recovering

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase L ocation
Information:

Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location

Information:

Animal Information: Némé: .
Type Of Species:

Type Of Breed:

Gender;

Reproductive Status:
Weight:
Age:

Assessment of Prior
Health:

FOUO- For Official Use Only

Blue Buffalo L ife Protection Adult Dog Food, Natural Chicken & Brown Rice
Pet Food

BAG

_ Biue Buffalo Life Protection Formula Adult Cnicken Recipe Grain-Free Dy Dog

Food
Pet Food

BAG

Dog

Retriever - Golden

Male

Neutered

38 Kilogram

12 Years

Excellent
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Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Additional Documents:
Attachment:
Description:

Type:

Owner Yes
Information
provided:
Contact: Name: BG
Phone:
Email: | B6

Address: B 6

United States

Practice Name:

Contact: Name:

Phone: !

Tufts Cummings Schoal of Veterinary Medicine

Email: :

Address: 200 Westboro Road
North Grafton
Massachusetts
01536

United States

Practice Name: Tufts University

Contact: Lisa Freeman

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

Name:

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Permission to Yes
Release Records
to FDA:

200 Westboro Road
North Grafton
Massachusetts
01536

United States

Phone:

Yes
Email

None

At home ECG readings.pdf
ECGs
Medical Records

FOUO- For Official Use Only
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Attachment:

Attachment:

Attachment:

Description:
Type:

Description:
Type:

Description:
Type:

Recheck ECG 4-30-2019 pdf
Hospital ECG
Medical Records

Follow-up med records pt 1.pdf
Med records
Medical Records

Follow-up med records pt 2.pdf
Med records
Medical Records

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

Alivecor ECG
Patient: i'B6 | : )
Breed/Species  Goiden/ Canine AliveCor
Recorded: Wednesday, May 8, 2019 at 9:07:06 PM
Heart Rate: iBsjbpm Duration: 29 s
Muins. filtee . 80K, Sralec 2Hmnais. . 0roviond
{c Copyright 2012, AliveCor Inc, AlveECG Yetv2 1.4.17, Report v2.0.0, UUID: 88180820-FCCC-4368-ABE2:A24F TOCOFEBA Page 1of1
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Client:
Patient: B 6

Alivecor ECG
Patient: P B6 | ) _
Breed/Species Golden/ Canine AliveCor
Recorded: Jhursday, May 9 2019 at 0343 PM
Heart Rate: LB6.bpm Duration: 39s
MMainefilter. S Srale: 2 5momils . UMomd ol
(3 Copmght 2012 Alivetor ne. AveEns Vv 1307 Report v 0.0, U5 ReE S0 B D e e T 7 St Fage Tof2

Page 16/34
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Client: B 6

Patient:
Alivecor ECG

Patient: E"B-G--: . .
Breed/Species  (oiden/ Canine AliveCor
Recorded: ~Lhursday, May 9 2019 at 90343 PM

Heart Rate: !B6ibpm Duration: 39s

Msins filter- 804

{d Copyright 2012, AliveCor Inc. AlveECE Vet v2 1.4.17. Report v20.0, UUID; DBE4ED04-84F 4-4CDE-B8C2-74FF 24584006 Page 2of2

Page 17/34
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Client:
Patient: B 6

Alivecor ECG
Patient: i .
Breed/Species  Golden/ Canine AliveCor
Recorded: [Eriday, May 10, 2019 at 10:00:45 PM
Heart Rate: iB6iopm Duration: 28 s
Mains fithar. _TH. Soala. 2 Brormi 1 0oondogt
{d Copyright 2012 AliveCor Inc. AlveECG Vet v2 1.4.17. Report v20.0, UUID; 88B08C41-EFGA-4682-600F-BO24DT2408EE Page 1of 1

Page 18/34
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Client:
Palt?:nt: B 6

Alivecor ECG
Patient: i'B6 | : )
Breed/Species  Goiden/ Canine AliveCor
Recorded: Sunday, May 12, 2019 at 8:06:48 PM
Heart Rate: ] [ Duration: 40s
(& Copyright 20512 Alvelor Inc, AReESE VBt v 1377 Heporh v iy, UUTE: 138 D08 BC st I B R EF A SR a0F 23 5l Page 17at2

Page 19/34
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Alivecor ECG

Patient: | B6 ; i
Breed/Species (G3oiden/ Canine AliveCor
Recorded: Inclag-', May 12, 2019 at 8:06:48 PM

Heart Rate: ibpm Duration: 40s

Mains Filhar, _0H, Soalr. 25moms. ) Donoadegh £

{& Copyright 2012, AliveCor Inc, AliveECG Vet v2 1.4.17, Report v2.0.0, UUID: 14A73D06-8C80-4BFE-AADF-A400280F22E8 Page2of2

Page 20/34
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Client:
Palt?:nt: B 6

Alivecor ECG
Patient: i B6 i :
Breed/Species Golden/ Canine AliveCor
Recorded: _Monday, May 13, 2019 at 343:21PM
Heart Rate: .B6. bpm Duration: 43s
Mains fiter- 80Hz _ Scale: 25mms.1 Omaymy!
(& Copyright 2012, AliveCor Inc, AlveECG Vetv2 1.4.17, Reportv2.0.0, UUID: OFF8FCAZ-BAT4-4533-A153-DDEFE4B68C08 Page 10f2

Page 21/34
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Client:
Patient: B 6

Alivecor ECG
Patient "B6
atient: i i . )
Breed/Spedies (5olden/ Canine AliveCor
Recorded: onday, May 13, 2019 at 8:43:21 PM
Heart Rate: iB6ibpm Duration: 43s
(& Copyright 2012, AliveCor Inc, AlveECG Vet v2 1.4.17, Report v2.0.0, UUID: OFFBFCAZ-BAT4-4532-4153-DDEFBABSECIS Page 2of2

Page 22/34
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Client: B 6

Patient:
Alivecor ECG
Patient
atient: d ! . i
Breed/Species “Eoiden/ Canine AliveCor
Recorded: Nednesday, May 15, 2019 at 9:34.29 PM
Heart Rate: E_Bsgbpm Duration: 3%9s
13 Copyright 2012, AliveCer inc, AVeECE Vetva 1.4.17, Report va.00, UUID: 20455000 E0IC-447 E-0064- 3F3 TOCE006T Fage 1cof2
Page 23/34
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Client: B 6

Patient:

Alivecor ECG

AliveCor

Patient: - o
Breed/Species Golden/ Canine
Recorded: -Wednesday, May 15, 2019 at 9:34.29 PM

Heart Rate: !B6; bpm Duration: 39 s
Mains fithar . ATH. Soale. 2 Boms, I Noondrob £

Page2of2

{& Copyright 2012, AliveCor Inc, AliveECG Vet v2 1.4.17, Report v20.0, UUID: 20455800- ED2C-4ATE-B064-3FATBCE2B0ET

Page 24/34
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Client: B 6

Patient:
Alivecor ECG
Patient: :____B__G___' i .
Breed/Species  Golden/ Canine AliveCor
Recorded: Sunday, May 19, 2018 at 83518 PM
Heart Rate: ilBsibpm Duration: 32 s
Moips fiter- B0 Srole 2 Romoals . 1 mmadob
(3 Copyright 2072 Alveler ng, AIVEEC G Vetva 1.4.17, Report v20.0, UUID; BEDATI X E4&C 4F AT 8087 7287 0514 Fage Tafi

Page 25/34
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Client:
Palt?:nt: B 6

Alivecor ECG
Patient: :___B__é__j . "
Breed/Species Golden/ Canine AliveCor
Recorded: JMonday, May 27, 2019 at 9 41:45PM
Heart Rate: iB6ibpm Duration: 36s
(& Copyright 2012, AliveCor inc. AlveECE Vet v2 1.4.17. Report v20.0. UUID; TC1FEC16-4884-4567-A528-4ATDFB01 8808 Page1of2

Page 26/34
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Alivecor ECG

Patient: ] i . .
Breed/Species  Goiden/ Canine AliveCor
Recorded: Monday, May 27, 2019 at 941:45PM
Heart Rate: iB6!bpm Duration: 36 s

Mains filher _80H, Scale. 25mom's. ] Dmod ol
{c Copyright 2012, RliveCor inc, Aive ECG Vet v 1477, ReportvZ 00, UUID: FCIFEC 164584 4557 A538 A TDFE01 6808 Page Zof2

Page 27/34
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Client: B 6

Patient:{____ T2 % . b
Alivecor ECG

Patient: [ B6 i '

atient [ B6 | NliveCor

Breed/Species “Goiden/ Canine
Recorded: Sunday, June 9, 2019 at S45:27 PM

Heart Rate: {Bsibpm Duration: 32 s
1ot

Bsios Fiter- B7 Srale 1 homoad

Page1of2

{6 Copyright 2012, AliveCor Inc, AlveECG Vetv2 1.4.17, Report v2.0.0, UUID: 214180082-98AF-4E3E-8233-804551 BEAIFS

Page 28/34
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Client:
Palt?:nt: B 6

Alivecor ECG
S
Patient: i B6 i . i
Breed/Species Golden/ Canine AliveCor
Recorded:
Heart Rate:
MMainefilter. S Srale: 2 Emomi: Ao o
{& Copyright 2012, AliveCor Inc, AliveECG Vetv2 1.4.17, Report v20.0, UUID: 2141 8BE2-48AF-4E2E-8223-30A551 BEA2FD Page 2cof 2

Page 29/34
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Client: B 6

Patient:
Recheck chemi-_ __________________ |
Tufts Cummings School Of Veterinary Medicine
m ’ 200 Westboro Road
e North Grafton, MA (1536
Name/DOB: B 6 Provider Dr. John Rush
Patient ID: Sex: CM Order Location: V320559: Investigation info
Phons number: Age: 12 Sample ID: 1904300091

Collection Date: 4/30/2019 12:52 PM
Approval date: 4/30/2019 1:33 PM

Species: Canine
Breed: Golden Retreiver

Research Chemistry Profile - Small Animal (Cobas)

CSTCYR Ref. RangeMales
Glucoze 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-71.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 18-30mEqL
Total Protein 5.5-7.8 g/dL
Albumin 28-40 gidL
Globulins 23-42 gidL
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
CHloride 106-116 mEq/L
Potassium B 6 37-54mEgL
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NAK 20-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 U/L
ALT 14-86 U/L
AST 9-54 U/L
Creatine Kinase 22422 UL
Cholesterol §2-355 mg/dL
Triglycerides 30-338 mg/dl
Amyiase 400-1250 U/L
Osmolality (calculated) 291-315 mmol/L

Sample [D: 19043000911
END OF REPOR.T (Final)

Page 4/34

Eeviewed by
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Client: B 6

Patient:

DietHx. B6 |

CARDIOLOGY DIET HISTORY FORM
Please answer the followina. auvestions about your pet

Pet's name: BG Owner's name : L BG Today's date BG

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

Poor Excellent

]
l
2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)

OEats about the same amount as usual DEats less than usual | [Eats more than usual ’ = i bﬁ e
OSeems to prefer different foods than usual §0ther € Auppedte N S ,mpmw—d &rl oL e

Mol 5
3. Owver the last few weeks, has your pet (ch one)
DOLost weight DOGained weight yed about the same weight BDon't know

1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years. - Compladed histing fast  WSLE o0 WG
B Jﬂ%(_d‘-ﬂ_el A el rrend ﬁ;cg ) JUAE .
Please provide enough detail that we could go to the store and buy the exact same food - examples are shown in the table

[ Food (include specific product and flavor) Form Amount | How often? | Dates fed

| Nutro Grain Free Chicken, Lentil, & Sweet Potafo Adult dry 1% cup 2x/day Jan 2016-present _
85% lean hamburger microwaved doz Txfweek June -Aug 2016 |
Pupperoni otiginal beef flavor treat “% 1x/day Sept 2016-present
Rawhide ) o treat 6 inch bwist 1xAveek Dec 2018-present

| Arinim P Plin Werdnt thanapmene- | oy [¥2 ¢ 2 X day | Slrrted ¥/3a- preseal™

| e Blesize PO Chisdean bonkld [Sowoc., | axdelon| 7_ Josco.l

' ; ( L AU S Gt I a‘jﬁ_ﬂ‘fc o o . 19 g ’,a.zm/:—r_;zj"‘

“An ¥ additional diet information can be listed on the back of this sheat

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

supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
i Brand/Concentration Amount per day
Taurine mﬁ ONo__S¢r £ lo
Carnitine OYes ONo :
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo

Coenzyme Q10 OYes ONo
Other (please list):
Example; Vitamin C Nafure's Bounty 500 mg tablets — 1 per day

3, How do you administer pills to your pet?
O | do not give any medications
O | put them directly in my pet's mouth without food
O | put them in my pet's dog/cat food
O | put them in a Pill Pocket or similar product ‘ i
M‘dt them in foods (list foods):__ Shradl pice 2 _oFf hi

Page 5/34
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Client: B 6 1

Patient:

Amino Acid Lab taurine panel 4/17/19

iy

Amino Acid Laboratory Sampie Submission Form B6

Amino Acid Laboratory, 1089 Veterinary Medicine Drive. Davis, Ca 95616

Telephone: 530-752-5058, Fax: 530-752-4698 R
Email: “SHIP U TCE PACKS . TAURINE
: PANEL
¢ Lithium Heparin
e : L
Veterinarian Contact: | B6 :

Clinic/Company Name: Tufts Cummings School of Vet. Med. - Clinical Pathology Laboratary

Address: 200 Westhoro Road. North Grafton MA 015369

Email: _ Clinpath@tuftsequ  cardiovet@tufts.edu

Telephone: _508.387-46R9 Fax: _508-839-7936

Billing Contact:i ............. B6 -: Email:f B6 :
Billing Contact Phone: |___ B6_ 5 Tax ID:

Patient Name: B6 Species: C/(/Uu NA—

i1 zf;
Breed: | Z(ﬂg d R ZZ&; Owner’s Name: BG

<t e ¥ e - } H
Current Diet : ri\ul/\.(; Mﬁl Lo Micen, L/}I b
P : RS

.2
= -

Sample type: /i’iasmaﬂ\)\‘Whole Blood ,Urine Food Other _a

Test: ( Taurine jComplete Amino Acids ~ Other:

Taurine Results (lab use only)

Plasma: L B6 | whole Blood: | B6 rine: Food:

' B6 |

Plasma (nMol/ml)

7 Whole Blood (nMoi/mD

' Normal Range | No known risk ' Normal Range | No known risk

I - for deficiency | for deficiency
Cat 80-120 >40 300-600 >200
o “(509 60-120 __\,—‘ © >40 200350 jfm;ﬁi >150

* Please note with the recent increase in the number of dogs screened for taurine deficiency, we

are seeing dogs with values within the reference ranges (or above the “no known risk for deficiency
range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our

laboratory for assistance in evaluating your patient’s results.

Page 6/34
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Client: B 6

Patient:

Troponin 5/31/2019

Gastrointestinal Laboratory
Dr. J.M Steiner
Department of Small Animal Clinical Sciences
Texas A&M University
4474 TAMU
College Station. TX 77843-4474
Website User ID: lisa.freeman@tufts.eduof  B6 @tufts.edu

Gl Lab Assigned Clinic ID: 23523

Dr Rush Phone: 508 887 4606
Tufts Cummings School of Vet Med - Cardiology/Mutrition Fax:
200 Westboro Road Animal Name:
MNorth Grafton, MA 01536 ’ B6
USA Owner Name:
Species: Canine
Date Received: May 30, 2018

Gl Lab Accession:; B6

Tufts Cummings School of Vet Med -
Cardiology/Nutrition Tracking Number:

444016
Test Result Reference Intenval Assay Date
Ultra-Sensitive Troponin | Fasting ' B6 ‘ng/mL <0.06 05/31/19
Comments:

Gl Lab Contact Information
Email: gilab@cvm tamu.edu

Phone: (979) 862-2861
veimed tamu.edu/gilab

Fax: (979) 862-2864

Page 7/34
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Cummings -

- = North Grafton, MA 01536
\eterinary Medical Center bl
AT TUFTS UNIVERSITY httpffvctmned tufts eduf

Discharpe Instructions
Cardiology Tedhnidan Appointment - ENROLLED IN DOM DIET STUDY

Attending Cardiningist-
M 1obhn E. Rush DVM, MS, DACVIM {Cardiolosy), DACVEQC

LITEI:'[:ItIIE well The EOG still showed arrhythmia {VPGs) Wedsnurssed a few oplions of the next sieps-1) Cordireto
monitar ) Do a 24 hour holter monitor 3) Purdhase the Kardia BCG and send us at home BOG readings4) start an

ardiarrhythmic.

At this time, it was decided to punchase the Alivecor/iGanka device. We wenit over the device and how towse it intheroom
There are also diredtions attached o the discharpges. | will send the readings to Dr Rush for review when he 5 back net
week and iThe feels an additional medication is needed, then | will call oremail you with what hereosrmmends.

Mondoring athame:

We wanuld lie you 1o rrmihrBGiI:l'Eﬂﬂlrg rate and effort at home, ideally during sleepor at a time of rest. The doses
of drnugs will beadpsted based on the breathing rate and effort. Inseneral, most dogs with heart aihare that s well
contnolled have a breathing rate at rest of less than 35 breaths per minute. Inaddition, the breathing effort, noted by the
ammar of belly wall motion used for each beeath, & fairly minimal iTheart filure 5 ortrolled. An inoreese inbreathing

mha[relhtwﬂllmnllymﬂmﬂﬂtmlsluidgmmﬂdmdmdf B6  Ifdifculty breathing is not

hﬂ]tr:::kuﬂ:lmﬂmgmhaaﬂm.g[h;a o the Tults HeartSmart weh site
{hitip:/fvet-tufts ediyheartamantat-home moniboring /).

We also warid you 1o wakdh for wealoness ar collapse, a reduction in appelite, worsening cough, or distention of thebelly as
these findings ndicate that we should do a recheck ecamination

FDA-CVM-FOIA-2019-1704-005250



if you notice an episode of collapse, it & olay 1o help the dos pet badk up; however, most dogs will et up onthelr own in
about 20 mindes fanepisodeof collapse ocoxs, we would lice to kanow abouut it righil awey.

Medicatinns:

B6

Redhedk Weals:
A recheck has been schaduled for
Thasrsdiay, Sully 18%h a1 100 pmn wilth Dr. Jolhn Rush

PMease visit our HeartSmart webhsite for more omation
vttpef et tulfts. ey heartamar

Presariplioo Befill Des closowr:
For the safely ond well-beimg of our polients, your pel mast hove bod on exominalion by onme of eur velerimorions within the post

yveor it order o obioin preseription medicotions.

Ondeniog Food:
Pleose oive ok with youwr primovy velerinmonian o porohose the recommended dict{s). i youwish o meechose your food from o,
please el 7-10 doys in odvance [B08-887-0029) o ensare the food s in siock. Allermalive . veterimary dicls con be ondered from

onkne reloders with o presoriplion/ve ierimory opprovel.

Clhovicod Toaods:
Chini trioks ore studies i which ourvelerinory doctors work with you ond your pet Io investigode o specife dseose prooess org
promsing new iest orirealment. Pleose see our welsie: vel hufls edu/ovmc/cliniosl shudies

Cae B6 | Owmner; B6 Discharge Indnurtions

FDA-CVM-FOIA-2019-1704-005251



Client:
Patient:

B6

ECG from cardio

4/30/2019 11:53:50 M

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 9/34
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Client:
Patient:

B6

ECG from cardio

4/30/2019 11:54:19 M

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

10/34
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Client: B 6 1.

Patient:

ECG from cardio

i B6 ! 4/30/2019 11:54:41 aM
Tufts University
Tufts Cummings School of Vet Med
Cardiclogy

12 lead.. Standard. Placement.

Page 11/34
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Client:

B6

Patient:
ECG from cardio
4/30/2019 11:55:39 AM
Tufts University
Tufts Cummings School of Vet Med
Cardiology
1. laeand + 1_R1

Page

12/34
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Client:
Patient:

B6

ECG from cardio

4/30/2019 11:58:37 M

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

13/34

FDA-CVM-FOIA-2019-1704-005256



Client:
Paltei::rtlt: BG

ECG from cardio

i B6 i 4/30/2019 12:00:51 BM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 14/34
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;g B6
4/29/2019 8:12:57 PM
PureVita Venison & Red Lentils Grain-Free Dry Dog FoodBG: -

EON-386301

20664 04-report.pdf; 2066404-attachments.zip

A PFR Report has been received and PFR Event [EON-386301] has been created in the EON System.

A "PDF" report by name "2066404-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 "2066404-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-386301

ICSR #: 2066404

EON Title: PFR Event created for PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource
Adult Chicken and Rice formula; 2066404

AE Date 03/01/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed American Pit Bull Terrier
Age B6 ears
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2066404
Product Group: Pet Food
Product Name: PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource Adult Chicken and

Rice formula

Description: Patient presented to rDVM in March of 2019 for acute onset of a non-productive cough, exercise
intolerance and decreased appetite. Patient was diagnosed in CHF secondary to DCM - suspect diet-related.

Patient was placed on

B6

; Taurine levels prior to supplementation was WNL.

FDA-CVM-FOIA-2019-1704-005258



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

Product Name Lot Number or ID | Best By Date

NutriSource Adult Chicken and Rice formula

PureVita Venison & Red Lentils Grain-Free Dry Dog Food

Sender information

B6

USA

Owner information

B6

USA

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

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

B6

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

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

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

FDA-CVM-FOIA-2019-1704-005259



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-386301
ICSR; 2066404

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2019-04-29 16:02:28 EDT
Reported Problem: Problem Description:  Patient presented to rDVM in March of 2019 for acute onset of a non-productive
cough, exercise intolerance and decreased appetite Patient was diagnosed In
- CHE secondary to DCM - suspect diet-related. Patient was placed on Be |
... A B Taurine levels prior to stpplementation was WNL.
Date Problem Started: 03/01/2019 w
Concurrent Medical No
Problem:
Outcome to Date: Stable
Product Information: Product Name: NutriSource Adult Chicken and Rice formula
Product Type: Pet Food
Lot Number:

UPC: 9B15P 18581
Package Type: BAG

Package Size: 30 Pound

Possess Opened Yes
Product:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Product Name: PureVita Venison & Red | entils Grain-Free Dry Dog Food
Product Type: Pet Food

Lot Number:
 Package Type: BAG

Product Use
Information:

Manufacturer
IDistributor lnformation;

Purchase Location
Information:

Animal Information: Name: ... .. ' B@ |

Type Of Species: Dog

Type Of Breed: American Pit Bull Terrier

Gender: Male

Reproductive Status: Neutered
Weight: 32 Kilogram
Age:% B6 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted;

Owner Information; Owner Yes

FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Healthcare Professional
Information:

Name:
Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Information

provided:
Contact: Name: B 6
Phone:
Email:i B6
Address:

B6

United States

Practice Name:

Contact: Name:

Phone:!

Address:

Tufts Cummings School of Veterinary Medicine

Email:i

200 Westboro Road

North Grafton
Massachusetts

01536

United States

Practice Name:

Contact: Name:

Tufts University

Lisa Freeman
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Client:

Research cbe/chem 4/26/2019

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A 2

Name/DOB: B 6 Provider. Dr. Lisa Freeman
Patient ID: Sex: CM Order Location: Foster Hospital for Small Animals
Phons number: Age: 2 Sample ID: 1904260135

Collection Date: 4/26/2019 4:57 PM
Approval date: 4/26/2019 5:57 PM

Species: Canine
Breed: Pit Bull

CBC, Comprehensive, Sm Animal (Research)

SMACHUNSHK] T Ref. Range/Males
WEC (ADVIA) 440-15.10 KL
REC (Adwia) 5.80-8 50 MulL
Hemoglobin (ADVIA) 133-20.5 gL
Hematocrit (Adwvia) 39-35%
MCV (ADVIA) B 6 64.5-77.51L
MCH (ADVIA) 21.32509pg
CHCM
MCHC (ADVIA) 310-343 g/idL
RDW (ADVIA) 119-152
Flatelet Count (Advia) 173486 K/ul

04/26/1%9 5:54 PM latelets per 100x field (estimated cowumt of 200,000-500,000/ul)
Mean Platelet Volume 820-1320 4
(Advia)

04/26/19 5:30 PM Platelet clumps (if present) and sample age (greater than 4 hours) can

result in a falsely increased MPV.

Platelet Crit i B6 | 0.120-0.403 %

04/26/19 5:30 PM Platelet Crit is inwvalid when clumped plateleta are present.

Interpretation of PLiCt is unclear in species cother than canines.

PDW
Reticulocvte Count (Advia) E 0.20-1.60 %
Absolute Reticulocyte : BG 147-113.7 Kl
Count (Adwvia) H
CHr
MCVr

Microscopic Exam of Blood Smear (Advia)

SMACHUNSK]

Ref. RangeMale:

Seg Neuts (%) 43-86 %
Lymphocytes (%) T-47 %
Monocytes (%o) 1-15%
Eosinophils (%) 0-16 %

Seg Neufrophils (Abs)
Adwia

2.800-11.500 K/l

Lymphs (Abs) Advia 1.00-4.80 Kl
Mono (Abs) Adwvia 0.10-150 KL
Eosinophils (Abs) Advia 0.00-140 K/l

WBC Morphology
RBC Morphology

Research Chemistry Profile - Small Animal (Cobas)

Sample [D: 19042601531
This report confirmes... {Final)

Page /42

Eeviewed by
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Client:
Patient:

B6

Research cbe/chem 4/26/2019

A 2

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

Name/DOB:
Patient I

B6

Sex: CM

Phone numiber:

Collection Date: 4/26/2019 4:57 PM
Approval date: 4/26/2019 5:57 PM

Age: 2
Species: Canine
Bread: Pit Bull

Provider. Dr. Lisa Freeman

Order Location:
Sample TD:

Foster Hospital for Small Animals
1904260155

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

SMACHUNSK]
Glucose

Urea

Creatinine
Phosphorus
Calcium 2
Magnesium 2+
Total Protein
Albumin
Globulins

A/G Ratio
Sodium
Chloride
Potassium
tCO2(Bicarb)
AGAP

NAK

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglycerides
Amviase
Osmolality (calculated)

Sample [D: 19042601532
END OF REPOR.T (Final)

B6

Page 9/42

Ref. RangeMales
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-71.2 mg/dL
9.4-11.3 mg/dL
18-30mEqL
5.5-78 gidL
2840 g/dL
23-42 gidL
0.7-1.6

140-150 mEq/L
106-116 mEg/L
37-54 mEqL
1428 mEq/L
8.0-19.0

20-40

0.10-40.30 mg/dL
12-127 U/L

0-10 U/L

14-86 U/L

9-54 U/L
22422 UL
82-355 mg/dL
30-338 mg/dl
400-1250 U/L
291-315 mmol/L

Eeviewed by
Page 2
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Client:
Patient:

B6

Idexx NT-proBNP 4/26/2019

IDEXK Reference Laborstories

Clent! B} Fetioni B6 |

Clientd i Datei._. B8 __}
Palienﬂ______B_@____.i Requisition # 14 ___._. -
Species CANINE Accession # B6 i
Breed: AMERICAN_PIT_BU Ordered by _
Gender: MALE NEUTERED

Age: 2V

CARDIOPET proBNP- CANINE

CARDIOPET proBNPy =200 ' :
: i 0- 900 pmall HIGH
_ CANINE : B6 sx= 2

I, !

Comments:

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTBORO RD
NORTH GRAFTON, Massachusetts (1536
508-339-5385

Account #58033

B6

Page 10/42
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Client:
Patient: B 6

Diet Hx 4/26/2019

CARDIOLOGY DIET HISTORY FORM
Please answer the follmwinmsuarstiang about your pet

Pet's name; BG Owner's name : B 6 _ Today's date; 4‘ LUe i

How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)

Example: Poor ]I Excellent

1
@J Poor | Excellent

{

2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
OEats about the same amount as usual  DEats less than usual OEats more than usual 2 unTehr
OSesms to prefer different foods than usual [Other_L 1y ve Fedoeed Wi 4 wtq e Wecawe oFaw” 4

J Yo (~rui F20d§

3. Over the last few weeks, has your pet (check ong)
ClLost weight ‘F’t\"fained weight  [CStayed about the same weight DDon't know

1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years.

Please pravide enough detail that we could go fo the store and buy the exact same food - examples are shown in the table

Food (include specific product and flavor) | Form Amount | How often? | Dates fed _

Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult | dry 1 Kcup __2x/Mday | Jan 2016-present

85% lean hamburger microwaved 3oz Ixfweek | June -Aug 2016
Pupperoni original beef flavor freat b 1x/day Sept 2016-present
Rawhide . = freat 6 inch twist | 1x/week Dec 2018-present |
N JTron SOl Pure VT \Jeadibesr # Redfavthil) | ey Loyl [T AR Y [Roy svig-Aurduid

Slvral Poalgvee v v + ST fuTGTe @]C-”r”} Iphes Y53 du ¥ HU{J 2ol ¥ —Mirdurd

QTP Dal WAl Ve bon + Si,00f fTup [Treo T L Tresksfbaf| b AdeY (AL seir~ MecZoly
putwet Bolusee Sweel forats & F) 3L ey WSame | 4 A JeY Iﬁuiﬁ dotf= Mar doliy
JUTren Souree ¢l pige +fice Formoti NP Legcwid |2 Jo¥ [Muf 2004~ Fresel
T - I Co~ Lithes [2% duy [Mur2ei§ -presdi—
W mromT d,y TreTs yresT I e duy |mur doid =prasdo
nxu!ﬁ.ﬁauf Sadull PAU L TR Trmr il L'-L_ ) | rJ{,,‘y' MU~ 9giU ~Presa
Yy eus Heu? | | 1 Y wetes My 2004 - oo al™
Femur & kiuv'l-lrf-\\f_ Bone 5 i 1 1 14 Mol Ipus Loy ~,'“’7*\".f-f4f‘

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

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

supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:

Brand/Concentration Amount per day
Taurine Yes ONo Copods Quve Mg
Camitine Yes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo

Coenzyme Q10 OYes ONo
Other (please list):
Example: Vitamin C Nature’s Bounty 500 mg tablets — 1 per day

3. How do you administer pills to your pet?
O | do not give any medications
O | put them directly in my pet’s mouth without food
| put them In my pet's dog/cat food
O | put them in a Pill Pocket or similar product
O | put them in foods (list foods):

Page 11/42
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Client:
Patient: B 6

rDVM Cardiology report 3/14/2019

Dear Doctors,

Please see the accompanyin
vour continued support of!
this patient. As I am only ati
commumi cation for me.

6

g cardiology repart for our mutual patient. Thank you for the refemral and

En e

Consulting Cardiologi st:f

B6

Page

12/42
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Client: B 6

Patient:

rDVM Cardiology report 3/14/2019

Client:
Patient B6 250 MN pit bull)

Examination Date- 3/14/19

CARDIOLOGY EXAMINATION ,
HISTORY: Cough x 2 weeks, decreased appetite. Admitted vesterday for moritoring'echo. Started of

DCM rDVM rads inrecord.
MEDICATIONS:

DIET: grain free pork and pea
WEIGHT: 27 kg

PHYSICAL EXAMINATION:

Sedate. BCS 4/9. Adequate hydration

Mm color: pmk, CRT: 1.5 sec

Chest confonmation: nonmal

Heart rate: 100/minute. Bhythn regular. PMI: Left apex.

Mummrs: Grade III'VI 1eft apical systolic mummr

Pulmoenary auscultation: clear

Femaral pulse quality: moderate, synchronous e :

Other Comments: Moderate diffiise nmiscle atrophy: Sedated“iﬁ:_ B6 E_Imgkg IV with great effect.

..................... =1

ECHOCARDIOGRAM

Two-dumensicnal descnption:

The left atrivm is moderately to severely enlarged. The nuitral valve leaflets are nommal thiclmess. The left
ventricular chamber 15 severely dilated with normal to thin walls and sigmficantly reduced wall motion. The aortic
valve leaflets and aortic root are normal. The nght atrium and right ventricle are moderately enlarged. Remainder
of the right heart appears normal . No masses or e flisions noted.

Cardiac thythm during study appeared regular.

2-D measurements:

LA (cm) Ao (cm) LA/Ac
B6
M-mode measurements:
[VEd (cm) LVIDd {cim) LVFWd {cn) F5 (%) LA (cm) Ao {cm) LA Ao
B6
IV 8s (cm) IVIDs (cm) INFWs (cm)
i B6 i

Doppler findings:

Consulting Ca.rdiologist:i B6 :

Page 13/42
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Client:
Palt?:nt: B 6

rDVM Cardiology report 3/14/2019

ECHOCAFRDIOGERAPHIC DIAGNOSIS:

1. Dilated cardionayopathy (severe left atrial and left ventricular enlargemernt; moderate right atrial and right
ventricular enlargement; severely re duced left ventricular wall motion)

2. Mild nitral and trace tricuspid regurgitations — likely from anmilar stretch secondary to £1

RADIOGRAPHIC FINDINGS: 2 view thorax, rDVM: The cardiac silhouette is severely and globally enlarged
The pulmenary vasculature is moderately dilated. There is a moderate to severe bilateral caudodorsal interstitial
pattem consistent with congestive heart failure.

*xEk P]:\'__xL REPORT #kd ik

FINAL DIAGNOSIS:

1. Dilated cardionayopathy (severe left atrial and left ventricular enlargement; moderate right atrial and right
ventricular enlargement; severely re duced left ventricular wall motion) — B/O mitritional (taurine deficiency ar
secondary to grain free/pork based diet) vs familial ws hypothyreoidism

2. Mild nitral and trace tricuspid regurgitations — likely from anmilar stretch secondary to 21

3. Congestive heart failure (pulmonary ederma), 3/13/19

B6

THERAPEUTIC RECOMMENDATIONS:

FOLLOW UP SCHEDULE:

10-14 days for recheck exam renal panel, CXR.

DIAGNOSTIC RECOMMENDATIONS:

3 monthe for echocardiogram

cause. However, even some patients with diet-induced DCM can have irreversible cardiac changes. Thus,
prognosis is variable and will be determined based on followup testing.

Consulting C:a.rdiolugist:g B6 E
Consulting Ca.rdiologist:i B6 :
Page 14/42
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Client: B 6

Patient:

rDVM Cardiology report 3/14/2019

Consulting Ca.rdiologist:g B6 :

Page 15/42
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Client:

B6

Patient:
: B6 ithyroid panel 3/14/2019
0371672019 4:39:12 AM -0700 PAGE 1 OF 1
-
i§
AccessionNo.[____B6 ___
: B 6 Received 03/14/2019
: Reported-03/16/2019-04:32 AM
Owner _.Pet Name Species Breed Sex Pet Age Chart#
! B6 f ! B6 i Canine Other CM 3Y 53241
Test Requested Results Reference Range Units
T4 e
T4 | 0835 pgldL
FREE T4 BY EQUILIBRIUM DIALYSIS i
Free T4 (Dialysis) i B6 8-40 prmol/L
TSH i
TSH R 0-0.60 ngfmL
While many dogs with primary hypathyroidism have elevated ¢TSH concentrations; Up-to one third of affected dogs have
normal or lew ¢T SH concentrations, for reasons that-are unclear. In those cases-where TSH cancentrations are normal and
hypothyroidism is still strongly suspected, consider performing a free T4 and/or thyroglobulin autoantibodies.
Page 1 FINAL For online lab results please visit-online B6 i

Page

16/42
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Client: B 6

Patient:

Vitals Results

4/26/2019 2:52:48 PM Weight (kg) 32.0000

Page 17/42
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B6

Client
Patient:

Medical Record Image

18/42

Page
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Client:
Palt?:nt: B 6

Medical Record Image

Page 19/42
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Client:
Patient: l B6

Medical Record Image

Page 20/42
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Client:
Patient:

B6

ECG from Cardio

4/26/2019 4:27:10 BM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 Lead; Standard Placement

Page 21/42
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Client:
Patient:

B6

ECG from Cardio

4/26/2019 4:27:45 EM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 Lead: . Standard. Placement.

Page 22/42
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Client:

B6

Patient:
ECG from Cardio
4/26/2019 4:28:13 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology
12 lead: Standard Placement

Page 23/42
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY hitp: /fwetmed tult= edu/
Discharge Instructions

Patient = Owmer

Mame; B6 Mame;  B6 Patietm:|  B6

o e Be | o

Mahogany Male (Nevtered) Pit Bull

BrthdAe: B6

Attenading Candiclopist-

.......... Jokw . Bush DV, 5. DACVIM (Candhnine. DABCVEC

B6

" 'B6

Student:! B6 V19

B6

Adenit Dol 47296/2009 21755 P
Disdharpe Date 4/26/2019

Diapnoses Dilabed candiomyopathy (DOM) with history of congest ive heart: ailure

sovaral cardiac medications at that ime ac well as a dhangein diet since he had been ona granJdee diet. Sincethen, he
has shown improvernenit inhis appetite and weight; however, he 5 still coughing and esperiendng some erdse
intolerance. On physical samination tnday, he is very bright and alert. We oould hear a small Grade 1A heart mumar
that was noted previoushy.

of his murmmr:. His mitral valve i slighit iy thicdened as well sohe oould alen have a component of a congenital mitral valee
disease. The medications he s ourent y on are the same medicat ions we would be using to treat anymitral vale disease:
An BECG was perfomed 1o evahsate his heart rhytisamn which showed normal rhythwm inday. Wealsoinok chest xrays in
detemmine iThestill has evidenoe of Taed nhis ungs that could beconiriuding to hs onsgh His x-rays are mproved
compared o those taken previous iy by his primany care weterinarian bt his ngs still have residual Thid,. Because of this,
we made adjustmerits tohis medications as detalledbelow. Anally, wealso collectzd biood o ensaure his kidneys ae
tolerating his cardiac medications and for candiac biomarkers usehil formoniioring his dsease progression and for the
reseanch shurly. We will Gl you with the results off this binodwaork.

FDA-CVM-FOIA-2019-1704-005279



Maonioring at homne

o Wewould lie you o monitor your doe's breathing rate and effort at home, ideally during sleep or at a timeofrest.
The doses of dnugs will be adjusted based onthe breathing rateand effort

o  In general, most dogs with heart falhure that is well condrolled have a breathing rate at rest of less than 3510 40
breaths per minuie. iInaddition, the breathing eflort, noted by the amount of belly wall motion used for each
breath, i Rarly minimal Fheart faikre & cortrolled, :

o anheﬂ:lmgmhawdhrtmﬂmllynmﬂntpmimﬂgmmmdmtﬂ B6 HIF
diffiulty breathing & not improved by within 30-60 minutes after giving esdra fumsemide theriwe rennen ey
that a rechedk examn be scheduled andor that your dog be evahsied by an emengency dinic.

© There are nstnuctions for moniboring breathing, and a formto help keep track of breathing rate and drug doses, on
the Tults HeartSmart web site fhitipyfvel iufs eduydheartamart fal-home- mondboring ).

O Wealso want you inwatdh or wealness ar collapse, a redhuction in appetite, waorsening cough, or distention of the
belly as these findings indiatethat weshould do a recheck ecminat ion

o Fyouhave any concerns, please call or have your dog evahsted by a welerinarfan, Our emengency clinic s open 24
hoursfday.

Recosmnended Medications

Dict suppesiions:

Dogs with heart faire acosmulatemore fiuid intheir body iTthey eat lange amounts of sodum {sait]. Sodum canbe found
in all fonds, but some foods are lower i sodim than others. Many pet treals, people foods, and supplements used o give
pills often have more sndaam than & desiable- a sheet that has suppestions for low sodium treals canbe foond onthe
HeartSmart web site (hitipcffvet iufts echyheartemantdictf). Uniforbunately, the pies eors and pupperoni reats are hishin
sodium so should be avoided.

Your dog’s vl diet may also havema—re sodium than recommended - we want himyher to continueto eat hisfhernommal
diet for the first 7 1o 14 days so we can make sure he is tolerating medications well, but afterthat time weswould
reammend slowly imducing one of the lower sodium diets onthe HeartSmart Iist {(25% of the new diet and 75% old diet
for 2-3 days, then 5050, i) Hopelhully you can find a diet on thelist that your dog likees to eat. Aliematively, iTyouae
attached tn the ourent diet you can reseandh the amount of sodium incthe diet to ensurethat the sodiaem contient s simiiar
tothose onthe list.

O The DA 5 asrently wvestigating an apparent association betwesn diet and atype of heart disease qilled dilated
cadiomyopathy. The sad cause is still unclear, but it appears to be associabed with boubique diets and those

FDA-CVM-FOIA-2019-1704-005280



containing eatic ngedent or aregrain-ree. Therehore, we are osrent iy recommending that dogs do not eat
these types of diets.

ﬂmmmnmmcmmmm chek, lamb, venismn, lentils, peas, beans, nlfalo,
0 The DA ssupd astatement regarding this e
{httpss/Awewrar i mowf Andmalvetarinary/ NewsEvent <OV Updat egfuomiG] 3306 im) and a recent: article
published by Dr. Lisa Freerman anthe Cummings Sdhools Petioodnlogy blog can urther explhinthese findings
{hitp/ veinirition tufts.edu/201 3/06/a brolen-heart-ridk-of heart disease-in-boutique-or-grain-ree diets-and-ex
otic-ingredbenis/}
O Ournuiritionists have compiled a list of dog foods that are gnod opbions for dogs with het disease.

Dry Food Options:

Royal Canin Early Candiac (veterinary diet)

Royal Canin Boer

Purina Pro Plan Adult Welsh Management

Purina Pro Plan Bright Mind Adult Small Breed Fommuda

Carmed Food Options:

Hill's Scerwe Diet Adhiit 1-6 Healthy Culsine Fnasted Chideen, Camot, and Spinach Stew
Roval Canin Mahue 8+

‘We think Royal Canin Boxer or the Royal Canin Farly Candiac dicts would be pood dhoices for Desdier. Wie have senlt
you homne with a saanple ofthe Royal Caniin Boscer diet. 1 your doe has special nuiritonal neads or requires a
homecookad diet, we recsmmend you schedule an appoiniment with our nulritionist< {508-887-4696).

Berdse Recosmnendations
For the first 71o 10 days afier start ng merkcations for heart failure we rememmend very limited activity. Leash walling ondy
is ideal, and short \mi:stustat. (hmEﬂElmtfﬂ‘hlEEhﬁthrﬁnllﬂlﬂmslw longer walks are accepiahble.

mlu;aeanhsa:l nﬂIEIqu'E. Rqﬁitmeu’strmnshghmﬂmr actvities {repetitive ball dhasing, namning fast ofHeash,
atc) ae generally not advised at this staage of heart falre.

Rechedk Wsi<

Arechedk visit &5 scheduled for Fraday, May 3nd at 1100 AM o recheck his bioodwork to see iFhe is inlerating the dhanges
1o his medicainins. Additionally, recheck visits at 3 momths and 6 months are nesded formoniboring and would be oowvered
by the DOM sty

Mymhﬂ'ﬁmtllglﬁwiﬂ{ ________________ icare; he is a very swest boy! Plerse contact our Candiology [iatson at
{508} 8874696 or enai mat:aﬁ:ﬂﬂhﬂxﬂhhrﬂ:lﬂhllg and non-emerpgent questions or concems.

Pease visit our HeartSmart website for more information
hittpcffvet -tulfits. edh yheartsmarty

Presorplioo Befill D choiee s
For the sofely ond well-be img of our palicnts, your pel mes ene hod on cocosninadion by one of our vel erinorions within the post
yeor in order o obioin prescriplion medestions.

Onderiog Food:

Pleose ohveck with your primovy velerimonan o pordow the recommended diels). I you wish In perechose your food from s,
please ] 710 doys i odvonce (SO8-BR7-36249] o ensure the food & in ook Allernolive ¥, velermimory dicls con be ordered from
onlane reloders with o presoriplion/ve lerimory opprensl.

Clivicad Trids:
Chnicx] Irils ore shudies inwiich our velerinary dociors work with you ond your pel o imvesligole o specifie dseose prooess or g
promisimg new sl orirealment. Pleose see oor welisite: vel hufts. cdufovmne/obnicl shvdes

Caz B6 | Owners B6 i Diedape nEnxtions

FDA-CVM-FOIA-2019-1704-005281



Cummings e

Te lephone (SO} 8395395

\eterinary Medical Center e

hittpe/fwetmed tufts edu/
AT TUFTS UNIVERSITY
Nutritional Tips for Pets with Heart Disease

Low sodium, high quality pet treats

Motes:

1. Most other dog treats are high in sodium.

2. If your pet has other medical conditions, these treats may not be appropriate. Talk to your veterinarian if
you have guestions or make an appointment with the Nutrition Service.

Product | Calories per treat
Dogs

Hill's Science Diet Baked Light Biscusts with Rieal Chicken Small Dog Treat B

Hill's Science Diet Baked Light Biscuits with Real Chicken Medium Dog Treat 34

Hill's Science Diet Soft Savories Peanut Butter & Banana, Beef & Cheddar, or Chicken &

25-27, depending on flavor

Yogurt Dog Treat

Hill's Ideal Balance Sofi-Baked Naturaks with Chicken & Carrots, Duck & Pumpkin, or :

Beef & Sweet Potato Dog Treat 12-13, dependung on avor
FPunna Beyond Natural Salmon Dog Biscuit Treat with Oats or Chicken & Barley 27-29, depending on flavor
Purina Alpo Vanety Snaps Little Bites {beef, chicken, liver, lamb or beef, bacon, cheese, 186

peanut butter)

Purina Alpo Vanety Snaps Big Bites (beef, chicken, liver, lamb) 58

Royal Canin Original Canine treat 2

Cars

Royal Canin Orginal Feline treat 2

Fancy Feast Duos Matural Rotissene Chicken Cat treat 2

Fancy Feast Duos Tuna with Accents of Parsley Cal treat 2

Taste enhancers to can make your pet's food tastier to increase food intake
Safe and effective appetite stimulants are now available for dogs and cats. Please talk to your veterinarian if
your pet is not eating well, not eating ideal foods, or is losing weight.

Notes:

1. All foods in this list should be prepared without salt

2. These taste enhancers should be added in small amounts. If your pet eats too much of them, they will
unbalance the diet and increase your pet's risk for nutritional deficiencies

Dogs

v Honey or maple syrup

v Homemade chicken, beef, or fish broth (made without salt; avoid all deli
meats and rotisserie chicken). Avoid store bought broths because even the
low sodium brands are too high in sodium.

¥ Sugar (brown or white) — Domino pourable light brown sugar is a good option

v Vanilla or fruit yogurt — One option that dogs seem to like is Yoplait Custard

Yogurt (caramel or vanilla flavors). If you try other brands, just be sure the

sodium is less than 100 mg per 100 calories (the Yoplait is 95 mg per 170

calories which comes out to 56 mg sodium per 100 calories). Also avoid yogurts with artificial sweeteners.

Maple syrup. Low salt brands include Log Cabin All Natural, Maple Grove Farm 100% pure maple syrup, or

Stop and Shop Original Syrup

Applesauce (be sure they have less than 50 mag sodium per serving)

Ketchup (no salt added). Examples include Hunts or Heinz no salt added

Pasta sauce (no salt added). Examples: Francesco Rinaldi no salt added or Enrico’s no salt added)

Frosted Mini Wheats Original — these can be crumbled on his food

Lean meats, cooked (chicken, turkey, beef, or fish) — not deli/sandwich meats/cold cuts, rotisserie chicken,

and any canned fish or meat

Eggs, cooked

4 4 4 € < <
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Dogs (continued)

v Homemade chicken, beef, or fish broth (even low sodium store-bought broths are too high in sodium),
Avoid all canned soups unless labeled as no sall added

v Low-salt breakfast cereal - the label should read, "very low sodium food” or contain less than 20 mg
sodium per serving. A good option is Frosted Mini Wheats Oniginal or Little Bites Original

» Fresh vegetables/fruit. Examples include carrots, green beans, apple, orange, banana (avoid grapes,
raisins, onions, garlic)

v Low sodium canned dog foods

Cats

v Lean meats, cooked (chicken, turkey, beef, or fish) — not sandwich meats/cold cuts,
canned tuna, or rotisserie chicken

v Eggs, cooked

v Homemade chicken, beef, or fish broth (even low sodium store-bought
broths are too high in sodium)

v Low sodium canned cat foods

Eoods to avoid

v Fatty foods (meat trimmings, cream, ice cream)

v Baby food

v Pickled foods

v Bread

v Pizza

v Condiments (ketchup, soy sauce, barbecue sauce, etc — unless they are unsalted or no salt added)
v Sandwich meats/cold cuts (ham, comed beef, salami, sausages, bacon, hot dogs)
» Rotisserie chicken

v Most cheeses, including "squirtable” cheeses

» Processed foods (such as, potato mixes, rice mixes, macaroni and cheese)

v Canned vegetables (unless "no salt added”)

v Potato chips, packaged popcom, crackers, and other snack foods

v Soups (unless homemade without salt)

v NMost commercial pet treats

Tips for administering medications
Foods commonly used to administer your pet's pills can provide a large amount of additional salt to your pet's

diet. Preferable ways to give medications include:
» Have one of our staff show you how to give medications without using food
v Insert medications into one of the following foods:
Dogs or cats
Low-sodium canned pet food
Home-cooked meat such as chicken or hamburger (made without salt); not lunch meats
Whipped cream (Reddi Wip)
Marshmallows
Greenies Pill Pockets
=  Dog chicken, hickory smoke, or peanut butter flavors; cat chicken or salmon flavor
* Avoid grain-free duck and pea which is high in sodium
= Try to use the smallest size possible (ideally, the cat sized Pill Pockets, even for dogs) and
as few as possible to avoid excessive salt.
* Caution: Mot all similar products from other companies are low in sodium .

0000

Dogs
o Soft fruit, such as banana, orange, melon, or strawberries (avoid grapes)
o Peanut butter (only if labeled as "no salt added”) — examples include Smucker's Natural Creamy
Peanut Butter with No Salt Added or Teddie All Natural Smooth Unsalted Butter
o Frosting (should be less than 75 mg/serving and contain no artificial sweeteners or xylital).
Examples include Duncan Hines whipped vanilla frosting, Betty Crocker whipped vanilla frosting)

You may find our Petfoodology post called, “Pill-popping pets™ helpful for additional ideas:
http:/fvetnutrition tufts eduw2018/09foods for giving pills/
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Cardiology Liason: SOB-BE7-4696

Cardiology Appointment Report
DCM STUDY
Date: 4262019

Attending Cardiclopict
[ John E. Rush DVM, MS, DACVIM {Cardiology}, DACVECC

B6

B6

General Medienl History:
Diagnosed with DCM in March

where they did cardiac workup whidch showed DCM. He waﬁlmmel:l':ielfsl:alta:l on cardiac medications
and diet change_ Since starting meds and dhanging diet, still coughing but gaining weight. Coughing n
the middle of the night, after exercise/eaitement; ml.lghl';!r ].[ItmE;pH day. Owner trying to lmit

catching his breath. Owner has not been mmtlng RR at home. Appetite hasbeen decreased prior to DCM
diagnosis but has improved since starting meds.

Dt amxd SupgEdemnents:
Previous diet: Venison and red lentils {Pure Vida), canned food- natural balance venice and sweet
potatoe; ireats- natural balance venison and fish
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Curmrent Diet: Nutri Source Chidken and Rice {dry and canned], treats, cooked chicken.

Cardiovasoulor History:

Prior CHF diagnosis? Yes

Prior heart murmme? ¥ Grade |1/ left sided
Prior ATE? N

Prior asrhythmia?

Monitoring respiraory rate and eflort & home? Effort noeased during exercise, not montoring rate

Cough? Yes
Shoriness of breath or difficulty breathing? After exercise
Syncope or collapse? No

Sudden onset lameness? No
Exercise intolerance? Tires easier because of cough

Cunrent Medicabions Pertinent 1o CF System:

B6

Cordine Physicnl Exomnanalon-

B6

Mustle condition:

gl\lurml Dmh'aham:luia

T mid muscle loss | marked cachenda
Cardiovascular Physical Exam:
Murmur Grade:

H none = A

E ian L wpn

M v

RTY.Y

Murmur locationfdesoription: focal left apical systolic

Jupular wein:
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b Botton 1/3 of the neck
[ middle 1/3 of theneck

Arterial pulses:
[ wweak
i Fair
M Good
¥ Strong

Arrh#’mia:
| None

ESiu.Emhfth'n
[ premature beats

Gallop:
W ves
M nNo
[ mtemmittent

Pulmonary assessmernts:
M Eupneic
DHﬂddﬁ;mEﬂ
] Marked dyspnea
& Normal BY sounds

Abdominal eszm:
M Nomal

Dl-lqlatlmly
[ ahdominal distension

Problemns and Differential Dinpnoses

L 1/2 way up thenak
Ll Top2/3 ofthenak

L pounding
[ pulse deficts

Dnlsmpmﬂnus
L other:

] maild ascites
] marked ascites

History of DCM: Rf0O- diet-associated v taurine vs. primary
Cough: RfO- secondary to DCM vs. less [kely infectious

D[ﬁahshptﬁle

M chemistry profie M +/ Thoracicradiooraphs

M roG NT-proBNP

Dlhuipmﬁle Tropmnin |

L1 Blood pressure Other tests: DOM Study- tuxine
Echocardiopram Fxdings:
Miiral inflow:

[ surmmated | pepyiononmal

i Narmal L] Restrictive
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I pelayed relaxation

ECG findings:
sinus arthythmia

Rochopraphic Tandings -

Enlarged cardiac silhoutte. The amount of interstitial pattern consistent with pulmonary edema is mudh
improved from rDVM rads. However, there is still residual perthilar interstitial patitern.

Assesamnent and recomemendations:

; B6 Recheck renal values n 1-2 weeks. If renal values ame
normal at that time, wewillincrease  B6 0 BID. Redheck echocardiogram in 3 months. Patient

envrolled in the DCM diet study. We recommend switcdhing the patient to the RC Boxer diet.

IFnal Dispnensis
DCM with LCHF. RO diet-induced, primary, toxin
+/- mitral valve dysplasia

Heaort Faihee Oassihication Score:

ISACHC Clawification:
™ M lla
b b
En

ACVIM Classification:
O a M c
Hm Cp
7]

Ivsd

LviDd
LvPWd
VS5

LVIDs
LVPWs
EDV{Teich}
ESV{Teidch}
EHTeich}

SV{Teich}
Ao Diam
LA Diam

Max LA
TAPSE
EPSS

B6

338958313

RR3I I

5§93

388
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M-Mode Nomalized

IV5dN
LVIDdN
LVPWdN
IVSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

SA LA

An Diam

SA LA f Ap Diam
1vsd

LvVIDd

LvPWwd
EDW{Teich}

IVSs

LVIDs

LVPWs
ESV{Teidh}
EHTeidh}

%5

SV{Teich}

LVLd AdC
LVEDV MOD A4C
LVis AdC

LVESY MOD AdC
LVEF MOD A4C
SV MOD AAC

Doppler

MR Vmax

MR maxPG
MV E Vel

MV DecT

MV Dec Slope
MV A Vel

MV E/A Ratio

A
g

AV VYmax
AV maxPG
PV Vmax
PV maxPG

B6

B6

B6

{0290 - 0,520}
{1350 - L.730} I
{0330 - 0,530}
{0430 - 0.710}
{0790 - 1.140} ¢
{0530 - 0.780}
{0680 - 0890} !
{0640 - 0900} !

33

33®*3353331383¢%

g

mfs
mmHg
mjs

mfs
mfs

mjs
mjs
mfs
mmHg
mfs
mmHg
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Cummings B6

\leterinary Medical Center

AT TUFTS UNIVERSITY B6 Male {Nestererd)

_______________

B6

Dngpufmp&t

5. Date:

Phanmacy sent tn:
Dngpufmpr.-t

6. Date:

Phanmacy sent to:
Onl_pldrupr.-t

7. Date:
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Phanmacy sent to:

Dngpufmpr.-t

8. Date:

Phanmacy sent tn:

Onl_pldrupr.-t

9. Date:

Phamnacy sent in:

Ongpufmpr.-t

10. Date:

Phanmacy sent n:

Ongpufm'n!l:
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Veterinary Medical Center g il e i
AT TUFTS UNIVERSITY hitp ffvetmed tufts eduf
BG Male (Nevtered)
B 6 I‘.-:lélg.*_l’tmll Mahogany
429{2019
P e [—

H you have any questions, or moncems, please contad: us at 508-887-4088.

Thank you,

B6
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From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

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

B6

6/10/2019 2:56:47 PM

PureVita Venison & Red Lentils Grain-Free Dry Dog Food:i B6

EON-390031

2067992-report.pdf; 2067992-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390031] has been created in the EON System.

A "PDF" report by name "2067992-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 "2067992-attachments.zip"

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-390031

ICSR #: 2067992

EON Title: Related PFR Event created for PureVita Venison & Red Lentils Grain-Free Dry Dog Food,
NutriSource Adult Chicken and Rice formula; 2067992

AE Date 03/01/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed American Pit Bull Terrier
Age B6 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067992
Product Group: Pet Food
Product Name: PureVita Venison & Red Lentils Grain-Free Dry Dog Food, NutriSource Adult Chicken and

Rice formula

Description: Patient presented to rDVM in March of 2019 for acute onset of a non-productive cough, exercise
intolerance and decreased appetite. Patient was diagnosed in CHF secondary to DCM - suspect diet-related.
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Patient was placed on B6 Taurine levels prior to supplementation was WNL.

Submission Type: Followup

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

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

Product Name

Lot Number or ID

Best By Date

NutriSource Adult Chicken and Rice formula

PureVita Venison & Red Lentils Grain-Free Dry Dog Food

This report is linked to:
Initial EON Event Key: EON-386301
Initial ICSR: 2066404

Sender information

B6

"USA

Owner information

B6

USA

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

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

B6

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

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

The information 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

FDA-CVM-FOIA-2019-1704-005294



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-390031

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

ICSR: 2067992

Type Of Submission: Followup

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

Reporting Type: Voluntary

Report Submission Date: 2019-06-10 10:48:40 EDT
Initial Report Date: 04/29/2019

Parent ICSR: 2066404

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Date Problem Started;

Concurrent Medical

Problem:
Outcome to Date;

Patient presented to rDVM in March of 2019 for acute onset of a non-productive
cough exercise intolerance and decreased appetite Patient was diagnosed in

03/01/2019
No

Better/Improved/Recovering

Product Information: Product Name:

Product Type

Lot Number:
UPC:

Package Type:
Package Size:

Possess Opened

Product:

Product Use

Information:

Manufacturer
/Distributor Information:

Purchase Location

Information:
 PureVita Venison & Red | entils Grain-Free Dry Dog Food

Product Name:

Product Type:
Lot Number:
Package Type:

Product Use

Information:

Manufacturer
/Distributor Information:

Purchase Location

Information:

. Nutrisource Adult Chicken and Rice formula
Pet Food

9B15P 18581
BAG

30 Pound
Yes

Pet Food

BAG

Animal Information: Name:

Type Of Species:

Type Of Breed:
Gender:
Reprdduetive Status:
Weight'

Assessment of Prior

Health:

FOUO- For Official Use Only

Dog

American Pit Bull Terrier
Male
Neutered

32 Kilogram

Excellent
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Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

Sender Information: Name: i

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Additional Documents:
Attachment:
Description:
Type:
Attachment:
Description:
Type:

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

B6

United States

Practice Name:
Contact:

Tufts Cummings School of Veterinary Medicine

Address:

200 Westboro Road
North Grafton
Massachusetts
01536

United States

Practice Name: Tufts University

Contact: Name:

Type of Referred veterinarian

Veterinarian:

Yes

Permission to
Release Records
to FDA:

200 Westboro Road
North Grafton
Massachusetts
01536

United States

Phone:

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

Yes
Email

None

Diet Hx 5-3-2019.pdf
Med records
Medical Records

Recheck chem 21 5-3-2019.pdf
Lab work
Laboratory Report

FOUO- For Official Use Only

2
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Attachment:

B6

roponin 5-30-2019.pdf

Description: Lab work

Type: Laboratory Report

FOUO- For Official Use Only
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Gastrointestinal Laboratory
Dr. J.M. Steiner
Department of Small Animal Clinical Sciences
Texas A&M University
4474 TAMU

College Station, TX 77843-4474
Website User ID: B6 :

Gl Lab Assigned Clinic ID: 23523

Be Phone: 508 887 4696
Tufts Cummings School of Vet Med - Cardiology/Nutrition Fax:
200 Westboro Road i . I
Animal Name: i
North Grafton, MA 01536 ' B0
USA Owner Name: A
Species: Canine
Date Received: May 30, 2019
Tufts Cummings School of Vet Med - Gl Lab Accession:i B6 1
Cardiology/Nutrition Tracking Number: B
444116
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting | B6_ing/mL <0.06 05/31/19
Comments:

Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu

Fax: (979) 862-2864 vetmed.tamu.edu/gilab

FDA-CVM-FOIA-2019-1704-005299



CARDIOLOGY DIET HISTORY FORM

B6

B6

Please answer the followina ausetiong about your pet

Pet’s nam Owner’s name: Today’s date:
1. How wuurryuu-assessyour pet's appetite? (mark the
Example: Poor Excellent
Poor Excellent

Jd

2. JHave you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
OEats more than usual

ats about the same amount as usual
OSeems to prefer different foods than usual OOther

OEats less than usual

B6

3. Over the last few weeks, has your pet (check one)
OLost weight OGained weight

1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet

currently eats and that you have fed in the last 2 years.

Stayed about the same weight ODon't know

19

low that best represents your pet's appetite)

Please provide enough detail that we could go to the store and buy the exact same food - examples are shown in the table

Food (include specific product and flavor) Form Amount How often? Dates fed

Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult dry 1 %cup 2x/day Jan 2016-present

85% lean hamburger microwaved 3oz 1x/week June -Aug 2016
Pupperoni original beef flavor treat % 1x/day Sept 2016-present
Rawhide treat 6 inch twist 1x/week Dec 2018-present
PRotul Cumiy oy e doy 3y Ly ]Iy (APl 2009 AVeselr™
Se 2vu@ AT Ot Berk FBurley Y 2 TBLS 2 ]Cl y Y A.ﬂn/LZow ~Yre fea 7
Hills §Ctovie QueT CofTSaveries PlanvT +Btveva [HreaT & 1/a (N da Y [Alei sciq ~ frdsny
ALPO ooty Sraps 51@‘. Bires Y6 T 174 CY duy | Apfnit dol9~ pPresas

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

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

supplements)? OYes ONo If yes, please list which ones and give brands and amounts:
- Brand/Concentration Amount per day

Taurine Yes ONo__ {1/ 2000 M9
Carnitine Yes ONo____ 7
Antioxidants OYes ONo

Multivitamin OYes ONo

Fish oil OYes ONo

Coenzyme Q10 OYes ONo

Other (please list).
Example: Vitamin C

Nature’s Bounty

500 mg tablets — 1 per day

3. How do you administer pills to your pet?
O | do not give any medications
| put them directly in my pet's mouth without food
]| put them in my pet's dog/cat food
O | put them in a Pill Pocket or similar product
O | put them in foods (list foods):
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Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01536

Name/DOB:
Patient ID:

B6

Phone number:

Collection Date: 5/3/2019 11:51 AM
Approval date: 5/3/2019 12:55 PM

Sex: CM
Age: 2

Species: Canine

Breed: Pit Bull

TS o RO |

Sample ID: 1905030068

Order Location: Foster Hospital for Small Animals

Research Chemistry Profile - Small Animal (Cobas)

DNOYES

Glucose

Urea

Creatinine
Phosphorus

Calcium 2
Magnesium 2+

Total Protein
Albumin

Globulins

A/G Ratio

Sodium

Chloride

Potassium
tCO2(Bicarb)

AGAP

NA/K

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglycerides
Amylase

Osmolality (calculated)
Comments (Chemistry)

Sample ID: 1905030068/1
END OF REPORT (Final)

Ref. Range/Males
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-7.2 mg/dL
9.4-11.3 mg/dL
1.8-3.0 mEq/L
5.5-7.8 g/dL
2.8-4.0 g/dL.
2.3-4.2 g/dL.
0.7-1.6

140-150 mEq/L
106-116 mEq/L.
3.7-5.4 mEq/L
14-28 mEq/L
8.0-19.0

29-40

0.10-0.30 mg/dL
12-127 U/L

0-10 U/L

14-86 U/L

9-54 U/L
22-422 U/LL
82-355 mg/dL
30-338 mg/dl
409-1250 U/L
291-315 mmol/L

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

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

Sent: 5/28/2019 7:41:41 PM

Subject: Bil Jac Picky No More--Small Breed-Persnickety Recipe w/ chicken liver:
|.....B6____i-EON-385060

Attachments: 2067506-report.pdf; 2067506-attachments.zip

A PFR Report has been received and PFR Event [EON-388960] has been created in the EON System.

A "PDF" report by name "20675006-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 "2067506-attachments.zip'
and 1s attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-388960

ICSR #: 20675006

EON Title: PFR Event created for Bil Jac Picky No More® Small Breed Persnickety Recipe w/ chicken liver;
2067500

AE Date 05/17/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Spaniel - Cocker American

Age BG Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067506

Product Group: Pet Food

Product Name: Bil Jac Picky No More® Small Breed Persnickety Recipe w/ chicken liver

Description: Patient presented to rDVM 5/17/2019 for evaluation of a cough x 1 month, extreme lethargy and
decreased appetite. rDVM suspected CHF based on radiographs and worsening murmur - now a 4/6. A new
arrhythmia was also discovered on ECG. Intermmitent sinus rhythm with frequent APCs, occasional paroxysmal
SVTs (short duration), isolated and couplet VPCs (LV and RV in origin). Confirmed patient was in left sided
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heart failure w/ advanced DMVD and decreased contractile function which is very uncommon with valvular
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: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Lot Number or Best By

Product Name D Date

Bil Jac Picky No More® Small Breed Persnickety Recipe w/ chicken
liver

Sender information

B6

USA

Owner information

B6

USA

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

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

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-388960
ICSR; 2067506

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-05-28 15:31:05 EDT

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

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

Date Problem Started: 05/17/2019

Concurrent Medical Yes
Problem:

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

Outcome to Date: Stable

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

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Name:

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

Gender: Female

Reproductive Status: Neutered
Weight: 14 Kilogram

Age: i B6 iYears

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product;

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact Name: :"-B"é'-'
Phone: | o
Address. t 6 ......
Uiited States

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine

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

Permission To Contact
Preferred Method Of

Reported to Other

Additional Documents:
Attachment:
Description
Type
Attachment:
Description
Type

Information:

Address:

Contact:

Contact: Name:

Phone:

B6

Email:

B6

Address: 200 Westboro Road
North Grafton
Massachusetts
01536

United States

Practice Name:

Contact: Name:

Type of Referred veterinarian

Veterinarian:

Permission to Yes

Release Records

Tufts University Cummings School of Veterinary Medicine

Lisa Freeman
Phone: 508 887 4696

Sender:

Contact:

to FDA:

...B6 |

200 Westboro Road

North Grafton

Massachusetts

01536

United States

Phone: . ___B6

Email: i B6

Yes

Email

None

Parties:

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

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

FOUO- For Official Use Only
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" Foster Hospital for Small Animals
u m m | n g S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client:
Address: B 6 panicl Species: Canine
E DOB: | B6 Sex: Female
(Spayed)

Referring Information

B6

Client: B 6

Patient:

Initial Complaint:

Emergency

SOAP Text May 182019 12:21PM -: B6 i
Subjective

NEW VISIT (ER)

Doctor:! B6

Student:} | B6 20

Presenting complaint; B6 i CHF

Referral visit? Y

Diagnostics completed prior to visit:

Chem/SDMA - all WNL

Radiograph - Severe cardiomegaly with dorsal displacement of the trachea and left mainstem bronchi compression.
Pulmonary vessels are increased in diameter and lung lobar veins are bigger than the arteries. There is patchy
interstitial pattern in the perihilar area. Caudal liver lobes look enlarged.

HISTORY:

Signalment: 10 yo SF Cocker Spaniel

until August. O noted that P is on a medication for anxiety but could not remember which medication. O noted that the
last 3 months, the cough has gotten a lot worse. It is a constant cough that happens every 1.5 hours and throughout

Page 1/70
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Client; 6
Patient; B

the night. O has also noted that P has become exercise intolerant and cannot walk very far without becoming short of
breath. O brought P ta the rDVM.vesterdav, 05/17/19 and the vet noted that P is in CHF and has a very enlarged heart.

RDVM started P or: B6 and referrred P here for an echocardiogram. No S/V/D/PU/PD.
Prior medical history: none
Current medications B6

Diet: Bill Jack Persnicikety Dy BID

EXAM:

B6

C/V: Grade IV/VI heart murmur ausculated. Arrhythmia appreciated. Fair femoral pulses.

ASSESSMENT:

Al: Grade IV/VI heart murmur with arrhythmia and increased respiratory effort - CHF (due to advanced DMVD with
active left sided CHF, moderate PHTN

A2: Frequent ventricular and supraventricular arrhythmias

A3

A4:§ 86

PLAN:
P1: Cardio consult
Advanced DMVD with active L- CHF
Moderate PHTN
Frequent ventricular and supraventricular arrhythmias

P2:

" B6

Page 2/70
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Client: B 6

Patient:

B6

P5: iSTAT:E BG

Client communication:

Deposit & estimate status:

Resuscitation code (if admitting to ICU):

SOAP approved (DVM to sign): B6

Initial Complaint:

Rechecki B6 1 - consult thru ER (DMVD/DCM study ?)

Disposition/Recommendations

Page 3/70
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Client: B 6

Patient: .

Page 4/70
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Client:
Patient:

B6

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals

North Grafton, MA 01536

55 Willard Street

(508) 839-5395

G B8] Paient_ | BG ]

Veterinarian: Species:  [Canine

Patient ID: | B8 Breed: Cocker Spaniel

Visit ID: Sex: Female (Spayed)

Lab Results Report Age: ]88 NearsOld

None 5/18/2019 12:44:43 PM Accession ID:; B6

|'1'est IResults IReference Range IUnits

AGAP (i-STAT) 8-25 mmol/L

AGAP (-STAT) 8-25 Il

Hb 12-17 o/dL

Hb 12-17 o/dL,

HCT 35-50 %

HCT 35-50 %

Creat 05-13

Creat 05-13

BUN 10 - 26 mg/dL

BUN 10 - 26 mg/dL

K+ B6 34-49 mEq/L

Glucose (1-STAT) 60 -115 mg/dL

Glucose (1-STAT) 60 -115 mg/dl.

iCa 1.12-14 mmol/L

TCO2 17 -25 mmol/L

TCO2 17 -25 mmol/L

iCa 1.12-14 mmol/L

iCa 1.12-14 mmol/L

Cl- 106 - 127 mEqg/L

Cl- 106 - 127 mEq/L

K+ 34-49 mEq/L

» 5170 B6
stringsoft Printed Tuesday, May 28, 2019
Page 5/70
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Client: B 6

Patient: |
K+ 3.4-49 mEq/L
Na * B6 142 - 150 mEq/L
Na * 142 - 150 mEq/L
None 5/18/2019 12:45:42 PM Accession ID:| B6 !
|Test |[Results IReference Range IUnits
TS (FIISA) 0-0 /dl
PCV # B6 0-0 %
TS (FHSA) 0-0 g/dl
None 5/24/2019 3:29:26 PM Accession ID:__B6 !
|Test |Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 9.4-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS i g/dL.
AJ/G RATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 3.7-54 mEq/L
tCO2 (BICARB) B6 14 - 28 mEq/L
AGAP 8-19
NA/K 29-40
T BILIRUBIN 0.1-03 mg/dL,
ALK PHOS 12-127 UL
Gl 0-10 UL
ALT 14 - 86 UL
AST 9-54 UL
CK 2i-dn) UL
CHOLESTEROL 82 - 355 mg/dL
TRIGL YCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 UL
OSMOLALITY (CALCULATED) 291 -315 mmol/L
COMMENTS (CHEMISTRY) _ 0-0
' B6
’ 6/70 B6

string Printed Tuesday, May 28, 2019
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Client: B 6

Patient:
B6 ;iRecords
Patient History Report
Cllent: Patlent:i BB !
Phorie: B6 L LA - Breed: Spanigl. Cocker
Address: v i Sex: Spayed Famale
Color: BlackTan

Date Type Staft History

5182019 TC i BG} pefrom  owrer < she s going tocall Tufts: and tryto getimtoday - TENTATIVE

51820149 TC [ B6 | PLCL lab resiftg and recommerglations - TENTATIVE

Called B6 iwith Chemresults {allwnl. She feels likel B6 lis d0inlfﬂ--hmm—f—‘---’viuir-%-mnﬁmm% B6 :

at present dose-until evaluated by cardiologist. She will pursue edhioat |

oo -

BOTFR2019 © E_BG : ””"*"‘i B6 Eank Document - FINAL 05/172019 - Chegki, B6

Yelerinarani _

Clovm 172018

Reason for Visit: cough

12102018 ShFama
1026 Ak RRER B,

vital Sign i B6 i

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

é B6 ; Page 1.0l 4 Date: 5/18/2019 10:00 AM
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Client:
Palt?:nt: B 6

B6 ‘Records

Patient History Report
Clisrit: F"atlem ] B6 :
Phone: -, Breed: Spanisi, Cocker
Address: 3 B i Sex: Spaved Famale

Date Type Staft History

Weight 2B polrnds A peoineds

pigy c:-:sntac;t wuth othﬂ; doga O SaYS th*i{._.-.-.-.-.?.‘? ____________ ihad told her thiat her heart murmmier cx}uld cause a cough
at-her lagtvist O says that her appetite s normal but that she does have slightly looser atools: O says that she
is acting very lethargic. Temp 101.4

Exam ; Pigmentary keratitis ventral 13 carnea O0, Bilat mild ceruminous otitis, Mioderate o severe P+0, Grade 3-46
cardiac murmur; some arythmias ascultated. Mild dypnega; color and CRT wnl.

Lateral thorax: generalized cardiomyopathy. dorsalb caudal increased interstitial pattem

A Cough, fong standing murmer, evidence of generalized heart enlatgemernt and GHE

P Discussediindivaswith. osmec: Bronbasizal setoustess ol CHE andaesd torcamtiac seatuation. Chamagdrawn:
administare B6 FAdliss Boho

consult ASAR.

5/17/2019 TG 36 i B6 i Technician History - TEMTATIVE ...
""""" Technician:i  B6 |

Reason for Visit: cough

220 sh7ema
ClOasr Al 225 PM
Vital Sign B6 i
Waight 28 pounds 2 i nels

Orepods that'
no contact with @therds&gs O says that- BG ihad tcsld her that-her hearbmurmer could causs-a cough

at her last visit, @ says that her appetlte i normal but that she does have slightly looser stools. O says that she
iz acting very lethargic. Temp 101.4

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

] B6 i Page 2.of 4 Dater 5/18/2015 1000 &AM
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Client:

B6

Patient:
; B6 iRecords
Client:
Phorie: Breed: Spanigl. Cocker
Address: Sex: Spayed Famale
Date Type Staft History
siiFioote L 'L_B_ﬁ_: Chemistr_easnlts from IDEXK Referance Laboratory Reguisitien

I i Posted Final
Teat -.-.-.-.-.-.-.-.-.-.Eqult Eufamanmn Rangm
ALE 2.7 = 3.9
ALEP 5 = 160
ALT 18 - 121
AMYL 337 ~ 1489
ANTICH AP 11 - 28
AET 16 - 5§
BICARE 13 -~ &7
BON/URER § = 31
Ca §.4 =~ 11.8
Chloride 108 - 118
CHOL 131 - 345
CREK 0.8 = 1.5
DBIL 0.0 ~ Oul
GaT U~ 13
GLU 63 - 114
IBIL 0.0 - 0.2
LIEA 138 ~ 755
PHOS 2.5 - 6.1
Potagsium 4.0 - 5.4
TEIL 0.0 - 0.3
TF 5.5 = 7.5
Sodium 142 -~ 152
AfG Ratio G.7 - 1.5
B/C Ratio
Wa /K Ratic 28 -~ 37
GLOB 2,4 - 4.0
Lol o 10 - 200
BDMA N i U~ 14
Bsonid, B __._.
BE; : VHEMOLYSIE INDREX W
Index ¥E N, 1+, 2+ exhibits po significant effect on

cheplstry valaes.
RE: |_B6 [LIPEMIA INDEX N

Index of N, 14, 2+ exhibits no significant effect on
chemistry. values .

BOTH SDMA- AND CREATININE ARE WITHIN THE BEFEBENCE INTERVAL
which indicabes

B6

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,
FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6

Page 3 of 4
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Client:
Patient:i B6
B6 Records
Patient History Report
Client Patient:; _ B6 |
Phone: Species: Canine  Breed: Spaniel, Cocker
Address Age: i B6 i Sex: Spaved Femals
Color: BlackTan
Date Type Staft History

B:Billingf, . Med note, OB:Call back, ClICheck-in, .Gl :Communications, D Diegnosis, DH: Declined b hisioty, EEwamination, ES:Estimakes,
I:Departing insir, L:Lab wsulf, M:image cesss, P:Presiption, PAPYL sccepted, PRipoblems, PPPYL Perdoimed; PR:PYL Reconm endsd,

FiGonesponde noe Tihmages, T Teniative medi note;, V- Vitalsigns

B6

Page

Page 4 of 4
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Patient: }

Client: B 6

RDVM B6 Emedical records 5/17/19-5/18/19

: B6 iRecords

Patient History Report

Client: Patlent{ _ B6___ |
Phone: B6 Specles: Canine ___ Breed: Spaniel, Cocker
Address: Age: i Sex: Spayed Female
Color: Biack/Tan ’

Date Type  Staff History

pc from owner - she is going to call Tufts and try to get in today - TENTATIVE

5/182019 TC |

§/182019 TG [ B6 ] P.C. lab results and recommengations - TENTATIVE
iwith Chem results (all wnl). She feels likel_ B6 iis doipa_better_advise.continue Euyosemide
) where

at pres_entdose until evaluated by cardiologist. She will pursue echo ati

her children take their pets. | stressed need cardiologist and if they do not have one ayailable within several
he can contact us so we can get get info to a referral institution of her choice. § | B6 itoday. or

or Tufts next week.)

5/17/2019 C iB6!}

Reason for Visit: cough

121072018 517/2019
10:39 AM 3:35 PM
Vital Sign i B6 H
B:Billing, C:Med note, CB:Gall back, CK:Check-in, CM:Communkations, D:Diagnosis, DH:Declined b history, E:Exam ination, ES:Estimakes,
Departing insir, L:Lab result, M:image cases, P:Prescription, PA:PVL Accepled, PB:problems, PP:PVL Perormed, PR:PVL Recommended,
R:Coresponde nce, T:images, TC:Tentalive medl nole, V:Vialsigns

B6 Page 1 of 4 Date: 5/18/2019 10:00 AM
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Client: B 6
Patient:
RDVM: B6 imedical records 5/17/19-5/18/19
B6 ERecords

Patient History Report

Breed: Spaniel. Cocker
Sex: SpayedFemale

Client:
Phone: B 6
Address:

Date Type Staff History

Color: Black Tan

Waight 26 pounds 29 pounds

no contact wnﬁ'?jfh'é? dogs. O says that' B6 'had told her that her heart murmer could cause a cough

is acting very Iethargm Temp 101.4

Exam: Pigmentary Keratitis ventral 1/3 cornea OD. Bilat mild ceruminous otitis. Moderateto severe P+C. Grade 3-4/6
cardiac murmur; some arrythmias ascuftated. Mild dypnea; color and CRT wnl.

Lateral thorax: generalized cardiomyopathy, dorsal caudal increased interstitial pattem

A: Cough, long standing murmur, evidence of generalized heart enlargement and CHF

P: Discussed findings with owner. Emphasized serioushess of CHF and heed for cardiac evaluation._ Chem_drawn:
i B6

! Advise echo

EBRSITAS AP

5/17/2010 TC  iB6i

Reason for Visit: cough

1212018 §17/2019

10:39 AM 3:35 P
Vital Signi B6 i
Weight —~ 26 [0 WE EIPoimds

O reports that B6 -has had a cough far.about.a.manth now. O says it sounds like a hacking cough. S he has
no contact with A& dogs. O says thati | B6____had told her that her heart murmer could cause a cough

at her last visit. O says that her appeme is normal but that she does have slightly looser stools. O says that she
is acting very lethargic. Temp 101.4

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH: Declined o hisiory, E:Examination, ES: Bumans.
I:Departing insir, L:Lab result, M:Image cases, P:Pi iption, PA:PVL A o, PB:probk PPPVL Perl d, PR:PVL
R:Conesponde nce, Timages, TC:Tentative medl note, V:Vitalsigns

i Bé i Page 2 of 4 Date: 5/18/2019 1000 AM
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Client:

Patient:

B6

RDVM:

B6 i medical records 5/17/19-5/18/19

B6 iRecords

Patient History Report

Client:

Patient:!
Phone:, B Breed: Spaniel, Cocker
Address: Sex: Spayed Female

Color: Elackian

Date Type Staff History

5/17/2019 L =1H Chemjstry_results from IDEXX Reference Laboratory Requisition
Ip: | __B6 ___ i Posted Final
Test Rasnlt . Reference Range
ALB 2.7 - 3.9
ALKP 5 - 160
ALT 18 - 121
AMYL 337 - 1469
ANION GAP 11 - 26
AST 16 - 55
BICARB 13 - 37
BUN/UREA 9 - 321
Ca 8.4 - 11.8
Chloride 108 - 119
CHOL 131 - 345
CREA 0.5 - 1.5
DBIL 0.0 - 0.1
GGT 0 - 13
GLU 63 - 114
IBIL 0.0 - 0.2
LIPA 138 - 755
PHOS 2.5 - 6.1
Potassium 4.0 - 5.4
TBIL 0.0 - 0.3
TP 5.5 - 7.5
Sodium 142 - 152
A/G Ratio 0.7 = 3.5
B/C Ratio
Na/K Ratio 28 - 37
GLOB 2.4 - 4.0
10 - 200
0 - 14

LT
Index
chemistry values.

RE : L_.B_Q_J LIPEMIA INDEX N

Index of N,
chemistry values.

BOTH SDMA AND CREATININE ARE WITHIN THE REFERENCE INTERVAL

which_ indicates

£ N, 1+, 2+ exhibits no significant effect on

1+, 2+ exhibits no significant effect on

B6

B:Billing, C:Med note, CB:Gall back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Ceclined b history, E:Exam ination, ES: Elunani
I Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepled, PB:problems, PP:PVL Perle d, PR:PVL R
R:Comesponde nce, Timages, T C:Tentalive med nole, V:Villsigns

B6 i

: ! Page 3 of 4 Date: 5/18/2019 10:00 AM
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lient:
(PEaltei::rtlt: B 6

RDVM| B6

medical records 5/17/19-5/18/19

i B6 iRecords

Patient History Report
Client: i

Phone: C.. Breed: Spaniel, Cocker
Address: Age: | B6 i Sex: Spayed Female

Color: Black/Tan

Date Type  Staff History

B:Billing, C:Med note, GB:Call back, GK:Check-In, CM:Communizations, D:Diagnosis, DH: Declined 10 history, E:Exam ination, ES:Estimaks,
Departing insir, L:Lab re sul, M:Image cases, P:Prescription, PA:PVL Accepied, PB:problems, PP-PVL Perlormed, PR:PVL R ded
R:Conesponde nce. T:images, TC:Tentalive medl nole, V:Vilalsigns

i B6 i Page dof 4 Date: 5/18/2019 1000 AM
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Client: i
Palt?:nt: B 6

Chem 5/24/2019
Tufts Cummings School Of Veterinary Medicine
m 200 Westbaro Road
North Grafton, MA 01536
DUPLICATE
Name/DHOB - E B6 Provider :------B-S-----‘:
Patient ID): | Sex SF Order Location: VIZ053% Tivedization into
Phons number: Age: 10 Sample ID: 1905240076

Collection Date: 5/24/2019 3:29 PM
Approval date: 5/24/20194:18 PM

Species: Canine

Bread: Coclker Spaniel

Research Chemistry Profile - Small Animal (Cobas)

CSTCYR

Glucose

Urea

Creatinine
Phosphorus

Calcium 2
Magnesium 2+

Total Protein
Albumin

Globulins

A/G Ratio

Sodium

Chloride

Potassium
tCO2(Bicarb)

AGAP

NAK

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglvcerides
Amiase

Osmolality (calculated)
Comments (Chemistry)

Sample [D: 190324007611
END OF REPORT (Final)

B6

Page 15/70
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Range/fFemales
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-71.2 mg/dL
9.4-11.3 mg/dL
18-30mEqL
5.5-78 gidL
2840 g/dL
23-42 gidL
0.7-1.6
140-150 mEq/L
106-116 mEg/L
37-54 mEqL
1428 mEq/L
8.0-19.0

20-40

10030 mg/dL
12-127 U/L
0-10 U/L

14-86 U/L

9-54 U/L
22422 UL
82-355 mg/dL
30-338 mg/dl
400-1250 U/L
01-315 mmol/L.



Client: B 6

Patient:

Diet Hx 5/24/2019

CARDIOLOGY DIET HISTORY FORM
i) Please answer the felewinamuani nmashsaur pet

Pet's name: B 6 Owner's name! B 6 Today's date: S~ 24-25/F

1. How wounryauassess yourpet's appetite? (mark the point on the line below that best represents your pet's appetite)
Exampie: Poor I Excellent

Poor ,r Excellent

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

3. Over the last few weeks, has your pet (check one)
BlLost weight OGained weight OStayed about the same weight ODen't know

1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years.

Please provide enough detail that we could go fo the store and buy the exact same food - examples are shown in the fable

Food (include specific product and flavor) Form | Amount | How oftan? Dates fed |
Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult dry | 1%cup 2x/day Jan 2016-present
85% lean hamburger | microwaved 3oz Axiweek | June -Aug 2016
Pupperoni original beer flavor treat % ix/dey | Sept 2016-present |
 Rawhide P treat Binch twist | 1x/week | Dec 2018-present
CBLL o F THE Wild fBlue Tac DRy Y2 beyo gxa% Tuty ACIE- print=tt
| (L hiexen) - - Baiten | 4
&y ac
i Cawe Sor7 TREATS TREAL & A DAY ]

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

2. Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any cther

supplements)? OYes EBNo  If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo

Coenzyme Q10 OYes ONo
Other (please list):
Example: Vitamin C Nature’s Bounty 500 mg tablets — 1 per day

3. How do you administer pills to your pet?
O | do not give any medications
@ | put them directly in my pet's mouth without food
@ | put them in my pet's dog/cat food
O | put them in a Pill Pocket or similar product
0| put them in foods (list foods): ,Q.-,;v

Page 16/70
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Client: B 6

Patient:

Idexx - NTproBNP 5/25/2019

IDEXK Reference Laborstories C

IDEXX VetConnect 1-885-433-9987

Clients B6 i Datef. TUFTS UNIVERSITY

Patieni__— = . 5 Requisition #: 1 200 WESTBORO RD

Species CANINE Ac cession #f NORTH GRAFTON, Massachusets 01536
Breed: COCKER_SPANIEL Ordered by:{ _B6 508-839-5395

Gender: FEMALE 5 PAYED

Age: 10Y Account #88533

CARDIOPET proBNP- CANINE

CARDIOPET proBNP B
- CANINE ;

0- 900 pmaoll HIGH BG

Comments:

Page 17/70
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lient:
(PEaltei::IEt: B 6

Vitals Results

5/18/2019 11:14:07 AM
5/18/2019 11:14:08 AM
5/18/2019 11:14:09 AM
5/18/2019 11:14:10 AM
5/18/2019 12:43:53 PM

5/18/2019 12:54:58 PM

5/18/2019 1:33:08 PM
5/18/2019 1:33:09 PM
5/18/2019 1:33:10 PM
5/18/2019 1:33:11 PM
5/18/2019 3:08:13 PM
5/18/2019 4:11:00 PM
5/24/2019 12:04:05 PM

Heart Rate (/min)
Respiratory Rate
Temperature ()

Weight (kg)

Lasix/Furosemide treatment note
Sedation

Heart Rate (/min)
Temperature ()
Respiratory Rate

Weight (kg)

Eliminations

Lasix/Furosemide treatment note
Weight (kg)
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19

Client:
Patient:

iCXR - 5/17/2019

B6

Pl s .

Page 19/70
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Client:
Palt?:nt: B 6

EKG from cardio

: B6 ! 5/18/2019 12:42:53 BM

Tufts University

Tufts Cummings School of Vet Med
Cardiclogy

Page 20/70
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R =1

EKG from cardio

i B6 i 5/18/2019 12:44:32 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology
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FDA-CVM-FOIA-2019-1704-005327



Client:
Palt?:nt: B 6

EKG from cardio

i B6 i 5/18/2019 12:44:32 PM Page 2 of 2
Tufts University

Tufts Cummings School of Vet Med
Cardiology

Page 22/70
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puen: | BO

EKG from cardio

i B6 ; 5/18/2019 12:44:37 BM
Tufts University
Tufts Cummings School of Vet Med
Cardiclogy

Page 23/70
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Client:
Palt?:nt: B 6

EKG from cardio

| B6 i 5/18/2019 12:44:59 PM

Tufts University

Tufts Cummings School of Vet Med
Cardiology

12 Lead; Standard Placement

Page 24/70
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Client:

B6

Patient:
EKG from cardio
5/18/2019 12:45:43 PM
b - Tufts University
Tufts Cummings School of Vet Med
Cardiology
12_Lead: Staudard. Placerent

Page 25/70
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Client:
Patient:

B6

EKG from cardio

5/18/2019 12:45:55 PM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 26/70
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Client:
Patient: B 6
ECG from Cardio

5/24/2019 1:57:20 BM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 27/70
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Client:
Patient: B 6

ECG from Cardio
5/24/2019 1:57:44 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
I Cardiology

Page 28/70
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Client:
Patient: B 6

ECG from Cardio

i B6 : 5/24/2019 1:57:44 PM Page 2 of 2
Tufts University

Tufts Cummings School of Vet Med
Cardiology

Page 29/70
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Client: B 6

Patient:

ECG from Cardio

5/24/2019 1:57:50 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 30/70
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Client:
Palt?:nt: B 6

ECG from Cardio

5/24/2019 1:57:50 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology
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Client:
Paltei::;t: B 6

Patient History

05/18/2019 11:14 AM
05/18/2019 11:14 AM
05/18/201911:14 AM
05/18/201911:14 AM
05/18/201911:14 AM
05/18/2019 11:17 AM
05/18/201911:17 AM

05/18/2019 11:43 AM
05/18/2019 11:43 AM
05/18/2019 12:25 PM
05/18/2019 12:33 PM

05/18/2019 12:43 PM

05/18/2019 12:45 PM
05/18/2019 12:45 PM
05/18/2019 12:54 PM
05/18/2019 12:55 PM
05/18/2019 12:55 PM
05/18/201901:07 PM
05/18/201901:33 PM
05/18/201901:33 PM
05/18/201901:33 PM
05/18/201901:33 PM
05/18/2019 02:35 PM

05/18/2019 02:39 PM

05/18/2019 02:49 PM
05/18/2019 02:50 PM
05/18/2019 02:50 PM
05/18/2019 02:54 PM
05/18/2019 03:05 PM

05/18/2019 03:06 PM
05/18/2019 03:06 PM
05/18/2019 03:08 PM
05/18/2019 03:09 PM
05/18/2019 03:10 PM
05/18/201904:11 PM
05/18/201904:11 PM
05/18/2019 06:46 PM
05/21/2019 09:29 AM

05/24/2019 12:00 PM
05/24/2019 12:04 PM

Vitals
Vitals
Vitals
Vitals
Vitals
UserForm
Email

Purchase
Purchase
UserForm
Treatment

Vitals

Labwork
Labwork
Vitals
Purchase
Purchase
Purchase
Vitals
Vitals
Vitals
Vitals
Appointment

Treatment

Prescription
Prescription
Prescription
Purchase
Treatment

Vitals

Vitals

Vitals
UserForm
Treatment
Vitals
Treatment
Treatment
Appointment

UserForm
Vitals

Page
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Client: B 6

Patient:

Patient History

05/24/2019 12:20 PM
05/24/201901:27 PM
05/24/201901:53 PM
05/24/201901:58 PM

05/24/2019 02:01 PM
05/24/2019 02:39 PM

05/24/2019 02:44 PM

Treatment
UserForm

Purchase
Purchase
Prescription
Appointment

Appointment

Patient Account History  Description

Qty

price

Extended Disc Pmt

Page 33/70
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 Appointment: Emergency Room Visit 1.000 B6 B6 :0.0000  0.0000

11:43

Page 34/70
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
0 To6hrs) (86t 1B6 [ B6 | 00000 00000
11:43
Page 35/70
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019; 1.000 B6 B6 i 00000 00000
12:45
Page 36/70
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Client: |
Paltei::;t: B6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 20191 B6 _i- FHSA 1000 B6 1 0.0000  0.0000
12:45

Page 37/70
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Client: B 6

Patient:é
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 | B6 ' 1.000 B6 1 0.0000  0.0000
12:55
Page 38/70
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Client; 6
Patient: B

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 BG 1.000 B6 100000 0.0000
12:55

Page 39/70
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 1.000 B6 £ 0.0000  0.0000
13:07
Page 40/70
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Client:
Patient: B 6
Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 : | tablets - FHISA i __B®6 : Bé i 0.0000  0.0000
14:49
Page 41/70
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Client: i
Paltei::;t: B6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 i B6 itablets 90.000 : B6 : 0.0000  0.0000
14:50 VETMEDIN

Page 42/70
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Client:
Patient: B 6

Patient Account History  Description Qty price Extended Disc Pmt

Saturday, 18 May 2019 i ~ B6 _ iTablets - FHSA 100.000 | B6 {0.0000  0.0000
14:50

Page 43/70
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Client: i
Patient: B6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 2019 Pharmacy Finished 1.000 0.000 0.0000  0.0000  0.0000
14:54

Page 44/70
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Client:
Palt?:nt: B 6

Patient Account History  Description Qty price Extended Disc Pmt
Saturday, 18 May 20191 "Bg~YECC STOCK)! B8 | 0600 | B6 | 00000 0.0000
16:11 SN - M- A it MO
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Client:
Patient:

B6

Patient Account History  Description

price

Extended Disc Pmt

18:12

{(ECC STOCK); BB ! 0.600

Page 46/70
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Friday, 24 May 2019 Appointment: Cardiology Study 1.000 0.000 0.0000  0.0000  0.0000
13:53
Page 47/70
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Client:
Paltei::;t: B6

Patient Account History  Description Qty price Extended Disc Pmt
Friday, 24 May 2019 | B6 | Tablets - FHSA 30.000 | B6 L 0.0000  0.0000
ol b

Page 48/70
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Cummings 'B6

\eterinary Medical Center

AT TUFTS UNIVERSITY BG

STANDARD CONSENT FORM

| am the owner, or agent forthe owner, of the above desoribed animal and have the autharity 1o eenste oonsent. |
herely authwire the Cummings School of Velerinary Medicdne at Tults University (herein after Cummings Schinol) to
prearibe fortreaiment of said animal acmading o the following temmes and onditions

Currmmingrs School and iis officers, agents and employess will provide such velerinary medical care as they deem
reasanable and appropeiate under the cimosmstances.

Currmings School and iis officers, agents, and employess will use all reasonable care inthe treatment of the abowe
mertioned animal, bt will not be [iable for any loss or accident that may ooour or any disease that may develop as a
result of the care and treatment provided.

| understand that the abwwe ident ied animal may be treated by Gummings School shuderds under the-supernvision and
assistance of Cummings Sdhool siaff membars

in eecuting this fom, | herdby exqres iy adoowledoe that risks, benefits and altemative forms of treabment have
been explained 0 me. | understand said explanation, and | consenit totreatment. Should any additional treatments or
diagnostics be required during the oontinued care of my animal, | understand that | will be given the opportunity to
ditars and consent o these additional procedures. | understand that further or additional treatment may bereqpeired
withumut an opportunity for disoussion and consideration by me, inthecaceof thedesslopmeent of any lile-threatening
emergency during the oontinued creof my animal and | expressly consant to all sudh reasonahle treatme it as
required | realize and understand that results carnot be ;uaranteed

if arw equipment is kel with theanimal, it will be aocepted with the unders tanding thal Curmmings School assumes no
responsihility for any loss of eqpuaipment that may ooor.

| agreeto pidk up the animal when notified that it s ready for relase

in the evenit the animal i not picked up, and iTten {10) days have expired since aregstaad letier was sent o the
addres given above, notiying me o call for the animal, the animal may be sold or otherwise disposad of ina lumane
marmser and the procesds applied to the dvarges noumed in aring and treating the animal.  Faiiure to remove said
anamal will not and does not reliese me from ablisation for the oosts of services rendered.

| herelyy grant 1D the Cummings Sdhwool of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevocahble nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
photngraphs and images for, and in cormection with, a Grantes’s medical, soertific, educational, and publicity
puEpsEs, by anvy means, methods and media {prinit and electronic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photgraphs and imapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.

FDA-CVM-FOIA-2019-1704-005356



| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &

campuizd ona manthly rate of 1.33% par maonth, which 5 an annual parcentage rate of 16% applied to the average
dhily balance oulstanding, with a mindmum fee of S50,

| do hather agee that should avwy payment, or the full amment of the sum stated above, become ovenduemone than 20
days from the abowve-agread upon time of payment ar paymanits, the endire babnee shall be onsidered indefalt and
become due and payable. 1 iurther apree to be responsibie for amy or all colledtion agency andfor attormey fees
necessary o colledt the fulll asnoant

| do hxther agree to comply with hours of visitation in confunction with: our Hospitals polioy.

| have read, understand, and agree o accept the terms and oonditions herein

Owner's address: B6

B6 ~ B6

i the individal adenitting the aninal & sosneone other than the lepall owner,
please comnplictr the portion belowe

owner to pay the veterinary medical services provided at Gummings School pursuant o thetems and conditions
desaribed above

Audhwized Agerd - Please Print Agerd's Spnahre
Street Address Date
Town/ Gty State 7ip
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Lummings po—

. - ::-ﬂ:&albm,muﬁas
\eterinary Medical Center i el e
AT TUFTS UNIVERSITY hittp-//wetmed tults e

Discharpe Inviruckion:

s B 6

Admit Dale- 5187201911157 AM

Chedk 0wt Date- 5187019

Diagnoses:
O Chronic vahalar disease with mitral reprgitation, congestive heart faihore with paimonary edema
o _Amhythmia
o B6

I:iil:df'nirg.':

uhgmmt:ihﬂlmutmepmﬂunuﬂlhunmmlsa on one in dops, due to apng dranges to the valve

that result in thickening amid a subsequent leak of the valve The heart enlargement has now progressed to the pomnt
ﬂneihidislnﬁgwiitnﬂlehlgs —I'lgplimumedmm. a condifion l:dedmlgﬁtimhmtﬁile. We cannot

umlﬂﬁnpm;-mtmﬂmmmﬂmm

B6

We would ke you to mnllthG I:'mﬂmgﬁteﬂld effort at home, ideally during seep or at a time of rest. The doses

nflhgsﬂheaﬁlstudhmdmﬂlehlﬁﬂ-gmmweﬁmtIngsu’.i.nmtuhgsmﬂllﬂtﬁilmﬂ“tls-el
controled have a breathing rate ab rest of iess than 35 to 40 breaths per minate. In addition, the breathing effort, noted

Di ictest neaults:

FDA-CVM-FOIA-2019-1704-005358



by the amount of belly wall moiion used for eadh breath, is fairly minimal if heat folore is controlied. An iwreasein
heﬂiigmtenrelfmtﬂuaﬁmﬂmtm should give an extra dose g B6 F difficulty breathing i

There are isinuctions for mondionng breathing, and a form 0 help keep irack of breathing rate and drog doses, on the
Tulfts HeartSmart web dte (hitp:ffvet i< edu/heartamart fat- home monitoring/|. We alco want you te walbdh for
weakness or collapse, areduction in appetite, worsening mugh, or distention of the belly as these fadings inicate that we
should do a rechedk examinalion

Recommended Modi calliones

Diet suggestions:______
Continuefeeding! B6 ulrmtlietuntiherm[hmkq:pnmmmt

a’eahmd in the fuhwe. Repetitve or sirenuows Mm {repehhuelﬁidmgnmngfmtdf—lemli, eir}
are penerally not advised ai this stape of heart fahwre.

Rechedgfollowsyr
A rechedck has I:euudluii!lfur B6 : Iln

Fnuhy May 24th at 12-00pm with B6

Presonploo Refill Desclokoves:

For the safely ond well-being of our potients, your pel maest ove hod on excsrination by one of cur velerimorions within the posd
yeav in orde rio olioin presoription medetions.

Ovuderiog Food:

Please che ok with your primory velerinorian o jparechese The recommended dictfs). i you wish o perehose your food from s,

FDA-CVM-FOIA-2019-1704-005359



emse colf 7-10 doys in achvornee [S08-887-0629) 1o ensuve the food & in siock. Allermolively, velerimory diels con be ordered
{from online reloilers with 0 prescriptonfveterinmery oppronol.

Clinacl Triods:

Chnicxd Iriaks ore shudies in which our vele rinory dociors werk with you omd yourr pel o invesligele o spe cific dBeone [roeess or o
promsang new e or reakment. Pleose see ourwelsie: vel ufls. edufoeme il sheokes
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Cummings o

\eterinary Medical Center Heart Failure Monftoring Worksheet

AT TUFTS UNIVERSITY

Day Respiratory B6  Dase Appetite
Rate/Minute AM (3 ]
sample X2 11uh 1/2.ab @ ExceBent | Good | Few ] Poor Notes:Bresthing betier
{12 Smej) {6 25me)

1- E excellent [ Good [ Fair H roor  Motes
z E excellent [ good [ Fair O poor Motes
3 [ excellent [J Good [0 Fair [ poor Motes
a: [ excetemt [ Good [ Fair Hpoor moes
5: I excetlent [ Good [ Fair H poor moes
& C excetent [ good D rar Hpoor Moes
7 I Excetlent [ Good [ Fair U poor moes
& M excetlent Hdgood Hrar  Hpoor motes
9 Hexcetent HGood  Arar Hpoor Moes
10 [ excellent [ Good [ Fair O roor Motes
11 M excellent M Good [ Fair Hpoor moes
1z Hexcetent HGood Hrar Dpoor Hoes
1% [ excelent [ Good [ Fair Hpoor Motes
14 [ excetlent M good Hrar  Hpoor motes
1% I excellent [ Good [ Fair Uroor moes
16 M encetlent dgood Hrar  Hpoor motes
17 Ll excellent [ good [ Fair H roor Motes
1z M encellent Jaood  Hrar Hpoor Motes
19 [ excellent ™ Good  H Fair Hpoor moes
20 [ excetlent [ Good [ Far [ roor  Motes
21 M excetlent [ good Hrar  Hpoor motes
72 [ exceent [Jgood [ rar Hpoor Moes
2% [ excellent [ Good [ Fair [ poor Hotes
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24 [ excellent [ Good [ rair |Poor  Moles
7% L excellent [J Good [ Fair L poor Motes
26 C excetlent [ good [ Fair H roor  Motes
77 I excellent [ Good [ Fair L poor Motes
21 [ excelient [ Good [ Fair Hpoor mMotes
29 L excetlent [ Good [ Fawr H roor  Motes
30 [ excelent [ Good [ Fair H poor  Motes
31 [ excellent [ Good [ Fair [ roor  Motes

Respiration Rate: Courtt the rumber of breaths for 30 seconds and multiply times 2 1o get the respiatory rabeper minule. in
diogs, abtain the respiratory rate when they are at rest and not panting. In cts, get the respiratory rate at rest whenthey ae
not purming. Inanimals with well controlled heart fai e, the lreathing rate is often less than 35-40 lreaths per minuie. When
the lreathing rate &5 dimbing, or when there s more effart to the dhest wall or belly muscles during breathing, then fhad
liely acoumulating inthe hngs and more furosamide may be indicated. Measebring this sheet with youto your nesxt
velernary £

Pease visit our HeartSmart Wiehsite for further rdormmation
hitipe/fvet tults edufheartsmant/at-home monitaring/
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Cummings e

Te lephone (SO} 8395395

\eterinary Medical Center e

hittpe/fwetmed tufts edu/
AT TUFTS UNIVERSITY
Nutritional Tips for Pets with Heart Disease

Low sodium, high quality pet treats

Motes:

1. Most other dog treats are high in sodium.

2. If your pet has other medical conditions, these treats may not be appropriate. Talk to your veterinarian if
you have guestions or make an appointment with the Nutrition Service.

Product | Calories per treat
Dogs

Hill's Science Diet Baked Light Biscusts with Rieal Chicken Small Dog Treat B

Hill's Science Diet Baked Light Biscuits with Real Chicken Medium Dog Treat 34

Hill's Science Diet Soft Savories Peanut Butter & Banana, Beef & Cheddar, or Chicken &

25-27, depending on flavor

Yogurt Dog Treat

Hill's Ideal Balance Sofi-Baked Naturaks with Chicken & Carrots, Duck & Pumpkin, or :

Beef & Sweet Potato Dog Treat 12-13, dependung on avor
FPunna Beyond Natural Salmon Dog Biscuit Treat with Oats or Chicken & Barley 27-29, depending on flavor
Purina Alpo Vanety Snaps Little Bites {beef, chicken, liver, lamb or beef, bacon, cheese, 186

peanut butter)

Purina Alpo Vanety Snaps Big Bites (beef, chicken, liver, lamb) 58

Royal Canin Original Canine treat 2

Cars

Royal Canin Orginal Feline treat 2

Fancy Feast Duos Matural Rotissene Chicken Cat treat 2

Fancy Feast Duos Tuna with Accents of Parsley Cal treat 2

Taste enhancers to can make your pet's food tastier to increase food intake
Safe and effective appetite stimulants are now available for dogs and cats. Please talk to your veterinarian if
your pet is not eating well, not eating ideal foods, or is losing weight.

Notes:

1. All foods in this list should be prepared without salt

2. These taste enhancers should be added in small amounts. If your pet eats too much of them, they will
unbalance the diet and increase your pet's risk for nutritional deficiencies

Dogs

v Honey or maple syrup

v Homemade chicken, beef, or fish broth (made without salt; avoid all deli
meats and rotisserie chicken). Avoid store bought broths because even the
low sodium brands are too high in sodium.

¥ Sugar (brown or white) — Domino pourable light brown sugar is a good option

v Vanilla or fruit yogurt — One option that dogs seem to like is Yoplait Custard

Yogurt (caramel or vanilla flavors). If you try other brands, just be sure the

sodium is less than 100 mg per 100 calories (the Yoplait is 95 mg per 170

calories which comes out to 56 mg sodium per 100 calories). Also avoid yogurts with artificial sweeteners.

Maple syrup. Low salt brands include Log Cabin All Natural, Maple Grove Farm 100% pure maple syrup, or

Stop and Shop Original Syrup

Applesauce (be sure they have less than 50 mag sodium per serving)

Ketchup (no salt added). Examples include Hunts or Heinz no salt added

Pasta sauce (no salt added). Examples: Francesco Rinaldi no salt added or Enrico’s no salt added)

Frosted Mini Wheats Original — these can be crumbled on his food

Lean meats, cooked (chicken, turkey, beef, or fish) — not deli/sandwich meats/cold cuts, rotisserie chicken,

and any canned fish or meat

Eggs, cooked

4 4 4 € < <
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Dogs (continued)

v Homemade chicken, beef, or fish broth (even low sodium store-bought broths are too high in sodium),
Avoid all canned soups unless labeled as no sall added

v Low-salt breakfast cereal - the label should read, "very low sodium food” or contain less than 20 mg
sodium per serving. A good option is Frosted Mini Wheats Oniginal or Little Bites Original

» Fresh vegetables/fruit. Examples include carrots, green beans, apple, orange, banana (avoid grapes,
raisins, onions, garlic)

v Low sodium canned dog foods

Cats

v Lean meats, cooked (chicken, turkey, beef, or fish) — not sandwich meats/cold cuts,
canned tuna, or rotisserie chicken

v Eggs, cooked

v Homemade chicken, beef, or fish broth (even low sodium store-bought
broths are too high in sodium)

v Low sodium canned cat foods

Eoods to avoid

v Fatty foods (meat trimmings, cream, ice cream)

v Baby food

v Pickled foods

v Bread

v Pizza

v Condiments (ketchup, soy sauce, barbecue sauce, etc — unless they are unsalted or no salt added)
v Sandwich meats/cold cuts (ham, comed beef, salami, sausages, bacon, hot dogs)
» Rotisserie chicken

v Most cheeses, including "squirtable” cheeses

» Processed foods (such as, potato mixes, rice mixes, macaroni and cheese)

v Canned vegetables (unless "no salt added”)

v Potato chips, packaged popcom, crackers, and other snack foods

v Soups (unless homemade without salt)

v NMost commercial pet treats

Tips for administering medications
Foods commonly used to administer your pet's pills can provide a large amount of additional salt to your pet's

diet. Preferable ways to give medications include:
» Have one of our staff show you how to give medications without using food
v Insert medications into one of the following foods:
Dogs or cats
Low-sodium canned pet food
Home-cooked meat such as chicken or hamburger (made without salt); not lunch meats
Whipped cream (Reddi Wip)
Marshmallows
Greenies Pill Pockets
=  Dog chicken, hickory smoke, or peanut butter flavors; cat chicken or salmon flavor
* Avoid grain-free duck and pea which is high in sodium
= Try to use the smallest size possible (ideally, the cat sized Pill Pockets, even for dogs) and
as few as possible to avoid excessive salt.
* Caution: Mot all similar products from other companies are low in sodium .

0000

Dogs
o Soft fruit, such as banana, orange, melon, or strawberries (avoid grapes)
o Peanut butter (only if labeled as "no salt added”) — examples include Smucker's Natural Creamy
Peanut Butter with No Salt Added or Teddie All Natural Smooth Unsalted Butter
o Frosting (should be less than 75 mg/serving and contain no artificial sweeteners or xylital).
Examples include Duncan Hines whipped vanilla frosting, Betty Crocker whipped vanilla frosting)

You may find our Petfoodology post called, “Pill-popping pets™ helpful for additional ideas:
http:/fvetnutrition tufts eduw2018/09foods for giving pills/
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Cardickoey Linson: SO8-887-4696

Cardiology Consultation
Date 5/18/2019
Weight Weight (kg} 14.40
Requesting Clinician: B6
Attending Cardiclopict

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

B6

Cardiclogy Resident
Thoaradic radiopraphs svailahle for review?
2 Yes-in 5SS
[ Yes - in PACS
= No

Yes n BCC email

Potient location: ER

Precenting complaint and imporiant concourent disencec:
Enlarged heart on rDVM radiographs, cough

Cinvent medications and doses:

B6

At-home diet {[name, form, amount, frequency}
Bill Jack Persnickety - BID

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

Years Od Female (Spayed) Cocker

Spamie |
Black BW- Weight{kg} 14.90

Key indication for consultation: {murmur, arhythmia, needs fluids, etc.}

Murmur and enlarged heart on radiographs, cough

k your eoncult ime-sencitive? {e g anecthecia today, owner waiting, trying to get biopsy today)

M Yes {explain}: O waiting
= No

*STOP - remainder of form to be filled out by Cardiology™®

FDA-CVM-FOIA-2019-1704-005365



R T ———

B6

I Muscle condition:
[ Normal
& Mild musde loss

Cardiovascular Physical Exom
Murmmr Grade:

[ None

10

1w

T man

[ Moderate cachexia
[ Marked cachexia

M vivi
LYY
Hviav

Murmur location/deaription: left apical, systolic

Jupular wvein:
[ Bottom 1/3 of the neck
[ Middle 173 of the neck

Arterial pulses:
[ weak
& Fair
[ Good
[ Strong

Arrhythmia
I None
[ Sinus amrhythmia

¥ Premature beats

Gallop:
I Yes
M No

[ Intermitbent

Pulmonary assessments:
[ Eupneic
= mild dyspnea
M Marked dyspnea
[ Normal BV sounds

Abdommnal exam:
M Normal

[ Hepatomegaly
Echoesrdiopram Fndings:

[ Top 2/3 of the nedck
2 1/2 way up the nedk

[ Bounding

[ pulse deficits

3 pulsus paradoxus
[ Other {describe):

[ Bradycardia
[ Tachycardia

' Pronounced
= Other:

Pulmonary Cradkles

] wheezes

Ld Upper airway stridor

[ other auscultatory findings:

[ Abdominal distension
[ Mild ascites
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NEtral inflow:
[ susmmated [ pemxionomal
2] Narmal M Restrictive
[ Datayed retmation

ECG firclings:

Asseconent and recormimendations:
Findings consistent with advanced DMVD with actve left-sided CHF. Despite patient having received 3

hospitalization isnot possible, recommend; B6
i B6 swvery 4 hours. There s moderate PHTN, but LCHF should be adressed first. Reduced

contractile function is not routinely seen in DMVD, but there very frequent arrhythmias and BEG diet may
contribute. B6 4D for 1 week {and then deorease to every 24h} and switching to a
gran-based low sodium diet are recommended. Recommend recheck bloodwork and EKG n 1 week and
echocardiogram in 3 months

Treatment plon:

B6
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B6

Fnal Diapnosis:
Advanced DMVYD with actwe L- CHF;
Moderate PHTN;

Frequent veniricular and supraventricular asrhythmias

Heort Faihee Clsshication Seore:

ISACHC Classification:
[ ia M lia
b b
[

ACVIM CHF Classification:
A "'
[0 B1 Do
[ B2

M-Mode
Ivsd

LVIDd
LvPwd
IVSs

LVIDs
LVPWs
EDV{Teich}
ESV{Teich}
EF{Teich}
%M

e B6

LA Diam
LAfAD
Max LA cm
Time ms

HR BRPM
COfTeich} Ifmin
Cl{Teich} 1fmirm
Ivsd cm
TAPSE cm
EPSS cm

3R#33353333

33

M-Mode Normalized
IvSdN B6 {0290 - 0.520)
LVIDdN {1350 - 1.730} !
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LvPWdN
IVSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

SA LA

Ao Diam

SA LA S Ao Diam
Ivsd

LvIDd

LvPWd
EDV{Teich}

IV5s

LVIDs

LVPWs
ESV{Teich}
EF{Teich}

%S

SV({Teich}

LV Major

LV Minor
Sphericity Index
LVid AdC
LVEDV MOD Ad4C
LVLs AdC

LVESY MOD AAC
LVEF MOD AdC
5V MOD A4C

Doppler
MR Vmax

MR maxPG
MV EVel

MV Decl
MYV Dec Slope
MV A Vel

MV EfA Ralio
AV Vmax

AV maxPG
PY Vmax

PY maxG
TR Vimax

TR maxPG

B6

B6

{0330 - 0530}
{0.430 - 0710}
{0790 - 1140} !
{0.530 - 0780}
{0.680 - 0890}
{0.640 - 0900} !

33

383®*3I 35333373

mmHg
mjs

mjs
mfs

mjs
mmHg
mjs
mmHg
mjs
mmHg
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Cummings T

Telephone {508} 8395395

\eterinary Medical Center Eaeredl

hitp-/fwetme d tults eduf

AT TUFTS UNIVERSITY

Dizcharnge Instructions

regu itation and congest ive heart failure with pulmonary edema. Sinee har last appoinimernt, you report that she has
been anyshing, has had a decreasad appetite, and youtve had some difficutties giving her medication. Her respiatory
{breathing) rate at rest, however, ha< been comiartable with no efiort.

armythmias which 5 excellert news! While it & difficult to assess her breathing rate hae doe to her siress and ancdety, you
indicate that she does start to panit mudh more frequently when out ona walke Her tongue is a litte biue today, which
indicates she i still having ssues Tully moyrenating, and she couphed occasionally during theexam,

mudch betier owmparatively toher initial presentation this past Sabunday.
Moniioring at homne
of drups will be adjusted based an the breathing rate and effort. Ingeneral, most dogs with heart faiure that is well

coirolled have a lreathing rate at rest of less than 35 breaths per minuie In addition, the breathing efiort, noted by the
ammri of bally wall motion vsed for each breath, & fairly minimal iFheart failure & ontollad. An noease inbreathing
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mha:relhtmﬂlmnllynmﬂﬂtmduidgmmadmdﬂ!d B6 _Elfliﬂi:jtyl:lﬁthigismt

Iuaq:tru:lmﬂrenﬂ’mgmhaaﬂ drug doses, onthe Tults HeartSmart weh site
(It Avet s ediyheartamant fat-home- moniboring). We alen want you to watdh for wealoness or collapse, arecdhction
in appetite, warsening cough, or distention ofthe belly as these findings indicate that we should do a rechedk esamination.

B6

Dict suppestinns:

Dogs with heart Baiure acosmuate mime fuid intheir body ifthey eat larse amounts off sodium {salt). Sodam canbe found
in all foods, but some foods are lower in sodium than othars. Many treals, most peaple foods, and thesupplements uvsad to
e pills often have moresodiumthan i desirable - a sheet that has suprestions for low sodum treats can be found on the
HeartSmart web site. i addition, yourdop's vsual diet may have more sodm than recommended - we wars your dog to
eat their usual diet for the first 710 14 days sowe canmake sure they are tolerating medications well, bt after that time
we would recommend slowly nrochcing one ofthe l[msn:lnmdetsmﬂual-mtﬂ'rm ist{lﬁﬂidﬂerﬂnietﬂl:l

you can reseanch the amoun dsmﬁmnyurdlgk ulmﬁdﬁmammﬂntﬂleaﬂmmiﬂt lssmh‘l:uﬂin'em
the list. The HeartSmart web site also has some infomation on supplements auch as fish oil, aurine, and other

supplemenis that you might have questions about fhitpy/fvet iufts ediyheartamart fdietf).

o The DA is asrent by inwest igating an apparenit associalion bebwesn diet and a type of heart disease called dilated
cadioryopathy. The sad cause is still uncleas; but it appears o be associated with boubique diets and those
cotaining embic ngedient or aregraindiree. Therelore, we are asvent iy recommending that dogs do not eat
these types of diets.

dEmtu]ﬂnn:lun]tl:lgﬂiﬂtgﬂl:hashnglm dadk, lamb, venison, lentils, peas, beans, nlfalo,
tapioca, barley, and chidpeas.

o The DA Bsupd astatement reganding this isae
{(hittps=/Awwrwr. b sowf AndmealvVet erinaryf NewsEvernt s/ CviviUpd alesfuomiG] 3305.im) and a recent article
published by Dr. Lisa Freeman anthe Cummings Sdhools Petioodnlosy blos can further esphin these findings
{hitip/ Avetrwatrition tufts.edu/200 3,/06/ - brolen-heart -riske-of haart-disease-in-boutigue-or- grain-ee diets-and-ex
otic-ingredienisf).

O Ourmaritiontsts have compiled a It of dog foods that are gnod options Tor dogs with heart disease:

Dry Food Option:
Royal Canin Early Cardiac {velerinary diet)
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Carmed Food Oplions:
Hill's Scene Diet Adult 1-6 Healthy Cuisine Roasted Chidken, Carmot, and Spinach Stew
Royal Canin Mature 8+

if your dog has special miritional nesds orrequires a homecookad dief, we recommend you schadhule an appoiniment with
our rearibionists {(S08-357-4696).

efioet and heart fnction, do a blood test o recheck kidney valhuses, and probably rechedkea tlil]l:l[lEﬂlE. Anal:hﬂ:l(
edhncandiogram andyfor dhest radiographs (crays) are recommended in 2 months

PMease visit our HeartSmart website for more infommation
hitipeffvel s edhyheartsmart/

For the sofety ond wellHeing of our polients, your pet mast rove hod an comanotion by one of our vel erinorions within the ot
yeor it order in oldoin presoiplion medieslions.

Onderning Food:

Pleose check with your primory velermovion o parchose the recommended dictis] 1§ your wish o arrchose your food from as,
Pleose ooll 7-10 doys in odvonee [S08-887-9629) 1o ensuve the food i in siock. Alternotie ly. velerinory diels con be ondered from
onlne refoders with o presoription/ve terimory apprenval.

Clinicad Tl -
Chnicdl Lrioks ore studies in which our vele ringry dociors work with you ond your pei o invesligoie o spreifie diseose process org
promeamg mew e oricalment  Pleose see our welsie: vel bufls. cdufovmcEinicol shudes
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Cummings B6

Veterinary Medical Center —

AT TUFTS UNIVERSITY EBGTECE.‘_;':FE . y
Cardiclogy Linison: S08-BB7-9696 e s male {Spayed] Cocker Spanie

Cardiology Appointment Report
Date: 5242019

Attending Cardiclopict
Juhn E. Rush DVM, M5, DACVIM {Cardiology), DACVECC

B6

Cﬂfiﬁ*ﬂTﬂhi:iﬂl:

B6

B6

Conamrent Diseases: None

General Medical Histary: S5till coughing and doing a lot of panting. When sleeping, has to splay on the
ground on a cold surface. When waking any tiny bit, she will start panting. She hasn't been really eating_
Having a hard time giving her medication and tries to grind it mio her food but P is not real by esting mudh
of her food.

Diet and Supplements:
Bill Jack Persnickety - BD

Cordiovaseular Hishory-

Prior CHF diagnosis? ¥

Prior heart mumur? ¥

Prior ATE? N

Prior aurhythmia? ¥

Monitoring respiratory raie and effort at home? N
Cough? ¥

Shoriness of breath or difficulty breathing? ¥

FDA-CVM-FOIA-2019-1704-005373



Syncope or collapse? Has not collapsed since last Saturday during her last incident.
Sudden onset lameness? N
Exercise intolerance? Y

Cunrent Medicabions Pertinent 1o OV System:

B6

Cordine Physical Examinalbion

B6

Mustle condition:

[_] Normal | Moderate cachexia

o Mildmuscle loss ] marked cachea
Cordiovsceulor Physienll Exom:
Mumur Grade:

I None M v

= 1an El van

H ypa v

T man

Murmur locationfdesoription: left apical systole

Jupular wein:
M Bottam 1/2 of the neck = 1/2 way up thenak
T middle 1/3 of thenek I Top 2/3 ofthenak
Arterial pulses:
[ weak L pounding
M Fair L puise deficts
X Good = Pulaus paradioers

Arrhythmia:

FDA-CVM-FOIA-2019-1704-005374



i None L Bradycardia
I Simss arrhwthmia Ll Tachyecandga
LI Premature beats

Gallop:
EF_JL\“E L Pronounced
B No L other:
H wstemittent

Pulmonary asesaments:
DEan'l: = Pulmanary arackles
DHih:ld,q:mEﬂ L] wheeres
Emm Dl.lnlﬂai'umstrill:r

M Narmal BY sounds

Abdominal exam:

b Normal ] mid ascites
Dl-lqntu'rmal'f L] Marked ascites
[ abdominal distension

Problems:

CHF with advanced DMVD

Pulmonary hypertension
1 : L Dialysts profile
M E0G L] NT-proBne
[ Renal profile L] Troponin|
Dlilmdplmm [ other tests:

Echocardiopram Fndings:

B6

Findings consistent with advanced DMVYD with active left-sided CHF. Heart rhwthm is better control and
rare ventricular arhythmias were seen today. Patient still has some respiratory effort, but seems brighter
and alert. Reduced contractile fimction is not mutinely seen n DMVD, but since there were very frequent
arrhythmias and patinet hasbeen on a BH3 diet, these factors should also be considered. Recommend
give! B6  Recheck
in7
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Final Diagnosis :
Advanced DMV D with actwe CHE.
Reduced contractile inction

Heart Foihee Clas sfication Score:

ISACHC Classification:
Hia
Hib
En

ACVIM Classification:
O a
Odm
Y]

M a
b

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

To: Jones, Jennifer L

CcC: Peloquin, Sarah; Guag, Jake

Sent: 7/2/2019 1:45:01 PM

Subject: RE: """"" BG euthanized

Hi Jen

Thanks for letting me know. I'll update her primary care vet
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

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

Sent: Tuesday, July 02, 2019 9:41 AM

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

Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Guag, Jake <Jake.Guag@fda.hhs.gov>

Good morning Lisa,
Thank you for the update about B6 m sorry to hear that she passed away.

Currently, we are not collecting more tissues for DCM histopathology except on a case-by-case basis. We will
not request histopathology or tissue for. B@ case.

Thank you again,
Jen

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

WS, FOOD & ORUG

HHH‘H I N R BT 4

From: Freeman, Lisa <| isa.Freeman@iufts. edu>
Sent: Monday, July 01, 2019 11:32 AM
To: Jones, Jennifer L <Jennifer.Jones@ida.hhs gov>; Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>; Guag,

Jake <Jake Guag@fda.hhs.qov>

you'd like the heart but | wasn't sure if it would be too autolyzed at this point. Can you let me know either way
asap so that | can update the vet?

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
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Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: Rotstein, David; Cleary, Michael * HQ Pet Food Report Notification;
i B6 .
Sent: 6/10/2019 8:20:57 PM
Subject: Fromm Game Bird Recipe Dog - Four-Star - Dry -Grain-Free formula: B6

Attachments: 2068038-report.pdf; 2068038-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390092] has been created in the EON System.

A "PDF" report by name "2068038-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 "2068038-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-390092
ICSR #: 2068038
EON Title: Related PFR Event created for Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula;

2068038
AE Date 04/16/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Hound (unspecified)
Age BG Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068038

Product Group: Pet Food

Product Name: Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula

Description: Patient presented to rDVM for evaluation of abdominal distension x 5 weeks and increase in
respiratory rate and effort. FAST scan revealed moderate ascites. Patient was referred to Tufts for further
evaluation. Findings consistent with advanced DM VD with suspect L-CHF and poor contractile function.

FDA-CVM-FOIA-2019-1704-005379



Considering LA enlargement and severity of MR and A, we would expect a better systolic function.

B6 10mg BID is recommended. Mild respiratory effort and occasional b-lines vote in favor to L-CHF.

There is enough cardiac changes to justify L and R CHF. Since patient is on a BEG diet, it is unclear whether diet
is playing a role on decreased contractile function. Recommend transition to a grain-based, low sodium diet and
consider Taurine supplementation. Abdominocentesis was performed (5 liters of serous sanguineous fluid) and
analysis is recommended. Recommend hospitalization, patient on telemetry monitoring and respiratory watch.
Fluid check in the morning and kidney values daily while in the hospital. Since patient is on a BEG diet,
recommend transition to a grain-based, low sodium diet.

Submission Type: Followup

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

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula

This report is linked to:
Initial EON Event Key: EON-388971
Initial ICSR: 2067510

Sender information

B6

Owner information

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390092

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa? decorator=none&e=0&issueType=10100&
1ssueld=407364&parentlssueTypeld=12

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.

FDA-CVM-FOIA-2019-1704-005380



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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390092

ICSR: 2068038

Type Of Submission: Followup

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

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

Report Submission Date: 2019-06-10 16:15:32 EDT

Initial Report Date: 05/28/2019

Parent ICSR: 2067510

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Patient presented to rDVM for evaluation of abdominal distension x 5 weeks and

Increase in respiratory rate and effort. FAST scan revealed moderate ascites,
 Patient was referred to Tufts for further evaluation. Findings consistent with
advanced DMVD with suspect | -CHE and poor contractile function. Gonsidering
function.! B8 ___iis recommended. Mild respiratory effort and
occasional b-lines vote in favor to L-CHF . There is enough cardiac changes to
justify L and R CHE. Since patient Is on a BEG diet, it is unclear whether diet is
playing a role on decreased contractile function. Recomimiend transition to a grain-
based, low sodium diet and consider Taurine supplementation. Abdominocentesis
_was performed (5 liters of serous sanguineous fluid) and analysisis
recommended Recommend hospitalization, patient on telemetry monitoring and
respiratory watch. Fluid check in the morning and kidney values daily while in the
hospital. Since patient is on a BEG diet, recommend transition to a grain-based,
Cveherslaeen ol i
Date Problem Started: 04/16/2019

Concurrent Medical Yes
Problem:

Pre Exisﬁng 'Conditions:v

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name: _ Fromm Game Bird Recipe Dog  Four-Star - Dry Grain-Free formula
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:
= Tvype'Of Speéiesf Dovg
Type Of Breed: Hound (unspecified)
Gender: Male

Reproductive Status: Neutered
Weight: 38.9 Kilogram
Age:i B6 iYears

Assessment of Prior Good
Health:

Number of Animals 1

FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

Name:

Address :I

Contact:

Permission To Contact

Sender:

Preferred Method Of

Contact:

Reported to Other

Parties:

Attachment:

Description:

Type:

Attachment:

Description:
Type:

Owner Yes
Information

provided:

Contact: Name:

Phone:

B6

Address:

B6

United States

Practice Name:

Tufts Cummings School of Veterinary Medicine

Contact: Name:

Phone:

Email:

B6

Address: 200 Westboro Road

North Grafton
Massachusetts
01536

United States

Practice Name:

Contact: Name:

Address: 200 Westboro Road

North Grafton
Massachusetts
01536

United States

Permissionto Yes
Release Records

to FDA:

Tufts University Cummings School of Veterinary Medicine

Lisa Freeman
Phone: (508) 887-4696

B6

200 Westboro Road
North Grafton
Massachusetts
01536

United States

Phone:

.. B6

Yes
Email

None

Complete amino acid analysis 5-29-2019.pdf
Lab work
Laboratory Report

troponin 5-30-2019. pdf
Lab work
Laboratory Report

FOUO- For Official Use Only

2

FDA-CVM-FOIA-2019-1704-005383



Attachment: Follow-up medical records.pdf
Description: Medical Records
Type: Medical Records

FOUO- For Official Use Only 3
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Client:
Palt?:nt: B 6

I Foster Hospital for Small Animals
u m m | n g S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center (508)839-5395

AT TUFTS UNIVERSITY

Client: B6 Patient: | B6 |

e s

Patient ID: BG Breed: Treeing Walker Coonhound

Visit ID: Sex: Male (Neutered)

Age: B6 i

Lab Results Report
Chemistry 21 (Cobas) 6/7/2019 2:48:19 PM Accession ID:} B6 |
|Test IResults IReference Range ------- IUnits
PHOSPHORUS 26-72 mg/dL
GLUCOSE 67 - 135 mg/dL
A/G RATIO 07-16
OSMOLALITY (CALCULATED) 291 - 315 mmol/L
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
CALCIUM2 94-11.3 mg/dL
ALBUMIN 2.8-4 g/dL
AST 9-54 U/L
POTASSIUM B 6 3.7-54 mEq/L
ALK PHOS 12 - 127 U/L
CHOLESTEROL 82 - 355 mg/dL
UREA 8-30 mg/dL
T. PROTEIN 55-7.8 g/dL
NA/K 29 - 40
COMMENTS (CIIEMISTRY) 0-0
CREATININE 0.6-2 mg/dL
ALT 14 - 86 U/L
T BILIRUBIN 0.1-0.3 mg/dL

- 312 B6
stringsoft

Printed Monday, June 10, 2019

Page 3/12
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lient:
(PEaltei::rtlt: B 6

GLOBULINS ' B6 | 23-42 g/dL
B6 5
v 4/12 i
stringse Printed Monday, June 10, 2019
Vitals Results
6/7/2019 2:04:56 PM Weight (kg) 37.3000
Patient History
06/07/2019 01:55 PM UserForm
06/07/2019 01:57 PM Purchase
06/07/2019 02:04 PM Vitals
06/07/2019 02:04 PM Vitals
06/07/2019 02:08 PM Treatment
06/07/2019 02:35 PM UserForm
06/07/2019 02:36 PM Purchase
06/07/2019 02:47 PM Purchase
06/07/2019 03:33 PM Prescription
Page 4/12
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Cummings -

North Grafion, MA 01536

\eterinary Medical Center i v

AT TUFTS UNIVERSITY hittp/fretmed tufts edu/
Discharpe Instructions

Palemt = Owmer
Mamez_B6 | Mamne: B6 Patierd WX B6 |
Trimior Male {Neutered) Treeing Wallcer
Coonhmund

Barthdole B6

Attending Cardinlingist=
M 1ohn E. Rush DV, M5, DACVIM {Cardiolosy), DACVECC

B6

Cardeoloewr Resadent:
fﬂ’:ﬁ:ll:llll]’ﬂ:him::

B6

Shsfient: B6

B6

Adenit Dates 6/7/2019 15255 PM
Discharpe Datex 6/7/2019

Diagnoses: Chironic vahaular disease with mitral repungitation, history of congestive heart Fathare with pulmmnany ederma
and ascites.

still had residual fuid inhis abdomen during his last visit. You report he has been tolerating his medical ions very well and
has been eating wanderhull since last visit! You also noticed his belly has potten smaller sinoe last wisit

*¥ou can evalisate the Suid in his belly by using a malieable sneasaring tape armund the samne part of his abdomnen
ewery other day Hhyou nolire significant increases in size, this snay also sean that you should pgve an exiira diose of
Turosesnide. * Please 68 us Imow i adidilionall doses ane pisen_

FDA-CVM-FOIA-2019-1704-005387



s will heal:ljlsta:lhmedmﬂlehﬁﬂmgmhaﬂﬂelﬁlt in peneral, nost dogs with heart fadhre that s well
conirolled hawe a breathing rate at rest of less than 35 breaths per mimste. In addition, the breathing efiort, noted by
the ammit of belly wall motion used for each bveath, s fairly minimal if heart failre is conrolled. Aninoeasein
hﬂligrﬂnweﬁutﬂmﬂ;.mﬂﬂmﬂnﬂgimmeﬂmdmnf B6 | IF cifficulty

formin lEhhﬂJtr:l:kuﬂ:lEﬂlhlgmhaaﬂ dnup doses, onthe Tults HeartSmart weh site
{fhittpe/fvettults eduheartamar t/at-home monitaring /L.

We alsn wari yu tn wabdh for wealaness ar collapse, a redhrction inappetite, worsening oouph, ordistention ol thebeally as
these findings vlicate that we should do a recheck eamination

his i]ul:litl'mtup;a (h;tuﬁups aday.

Recosmnended Medications

PMease visit our HeartSmart webhsite for more rsommation
hittpcffvet tufts edhyheartamarty

For the sofely ond well-beimg of our palients, your pel mast hove bod on exominalion by onme of eur vel erimorions within the post
yeor i order 1o oldoin prescription medicotions.

Ovdfeniog Food:

Pleose oive ok with your primory velerimorion In porohese the recommended deti{s). I vouwssh o mrchese your food from s,
Please el 7-10 doys in odvonce (5O8-887-40629) Ino e Lhe food 5 in ook Allernol e i, velermmory dicls con be ordered from
online reioders with o preseription/ve ierinory opprevel.

Choio Traoks:
Chnieed trioks ore studies i which ourvelerinory dectors work with you ond your pel io invesligoir o specific dseose process or g
promsimg new iest orfreatment. Pleose see our welsite: vel hufls eouw/iovmc/cliniool-siudies

Case B6 | Owener ! B6 i Dixhape Enxtons

FDA-CVM-FOIA-2019-1704-005388



Cummings e

Te lephone (SO} 8395395

\eterinary Medical Center e

hittpe/fwetmed tufts edu/
AT TUFTS UNIVERSITY
Nutritional Tips for Pets with Heart Disease

Low sodium, high quality pet treats

Motes:

1. Most other dog treats are high in sodium.

2. If your pet has other medical conditions, these treats may not be appropriate. Talk to your veterinarian if
you have guestions or make an appointment with the Nutrition Service.

Product | Calories per treat
Dogs

Hill's Science Diet Baked Light Biscusts with Rieal Chicken Small Dog Treat B

Hill's Science Diet Baked Light Biscuits with Real Chicken Medium Dog Treat 34

Hill's Science Diet Soft Savories Peanut Butter & Banana, Beef & Cheddar, or Chicken &

25-27, depending on flavor

Yogurt Dog Treat

Hill's Ideal Balance Sofi-Baked Naturaks with Chicken & Carrots, Duck & Pumpkin, or :

Beef & Sweet Potato Dog Treat 12-13, dependung on avor
FPunna Beyond Natural Salmon Dog Biscuit Treat with Oats or Chicken & Barley 27-29, depending on flavor
Purina Alpo Vanety Snaps Little Bites {beef, chicken, liver, lamb or beef, bacon, cheese, 186

peanut butter)

Purina Alpo Vanety Snaps Big Bites (beef, chicken, liver, lamb) 58

Royal Canin Original Canine treat 2

Cars

Royal Canin Orginal Feline treat 2

Fancy Feast Duos Matural Rotissene Chicken Cat treat 2

Fancy Feast Duos Tuna with Accents of Parsley Cal treat 2

Taste enhancers to can make your pet's food tastier to increase food intake
Safe and effective appetite stimulants are now available for dogs and cats. Please talk to your veterinarian if
your pet is not eating well, not eating ideal foods, or is losing weight.

Notes:

1. All foods in this list should be prepared without salt

2. These taste enhancers should be added in small amounts. If your pet eats too much of them, they will
unbalance the diet and increase your pet's risk for nutritional deficiencies

Dogs

v Honey or maple syrup

v Homemade chicken, beef, or fish broth (made without salt; avoid all deli
meats and rotisserie chicken). Avoid store bought broths because even the
low sodium brands are too high in sodium.

¥ Sugar (brown or white) — Domino pourable light brown sugar is a good option

v Vanilla or fruit yogurt — One option that dogs seem to like is Yoplait Custard

Yogurt (caramel or vanilla flavors). If you try other brands, just be sure the

sodium is less than 100 mg per 100 calories (the Yoplait is 95 mg per 170

calories which comes out to 56 mg sodium per 100 calories). Also avoid yogurts with artificial sweeteners.

Maple syrup. Low salt brands include Log Cabin All Natural, Maple Grove Farm 100% pure maple syrup, or

Stop and Shop Original Syrup

Applesauce (be sure they have less than 50 mag sodium per serving)

Ketchup (no salt added). Examples include Hunts or Heinz no salt added

Pasta sauce (no salt added). Examples: Francesco Rinaldi no salt added or Enrico’s no salt added)

Frosted Mini Wheats Original — these can be crumbled on his food

Lean meats, cooked (chicken, turkey, beef, or fish) — not deli/sandwich meats/cold cuts, rotisserie chicken,

and any canned fish or meat

Eggs, cooked

4 4 4 € < <
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Dogs (continued)

v Homemade chicken, beef, or fish broth (even low sodium store-bought broths are too high in sodium),
Avoid all canned soups unless labeled as no sall added

v Low-salt breakfast cereal - the label should read, "very low sodium food” or contain less than 20 mg
sodium per serving. A good option is Frosted Mini Wheats Oniginal or Little Bites Original

» Fresh vegetables/fruit. Examples include carrots, green beans, apple, orange, banana (avoid grapes,
raisins, onions, garlic)

v Low sodium canned dog foods

Cats

v Lean meats, cooked (chicken, turkey, beef, or fish) — not sandwich meats/cold cuts,
canned tuna, or rotisserie chicken

v Eggs, cooked

v Homemade chicken, beef, or fish broth (even low sodium store-bought
broths are too high in sodium)

v Low sodium canned cat foods

Eoods to avoid

v Fatty foods (meat trimmings, cream, ice cream)

v Baby food

v Pickled foods

v Bread

v Pizza

v Condiments (ketchup, soy sauce, barbecue sauce, etc — unless they are unsalted or no salt added)
v Sandwich meats/cold cuts (ham, comed beef, salami, sausages, bacon, hot dogs)
» Rotisserie chicken

v Most cheeses, including "squirtable” cheeses

» Processed foods (such as, potato mixes, rice mixes, macaroni and cheese)

v Canned vegetables (unless "no salt added”)

v Potato chips, packaged popcom, crackers, and other snack foods

v Soups (unless homemade without salt)

v NMost commercial pet treats

Tips for administering medications
Foods commonly used to administer your pet's pills can provide a large amount of additional salt to your pet's

diet. Preferable ways to give medications include:
» Have one of our staff show you how to give medications without using food
v Insert medications into one of the following foods:
Dogs or cats
Low-sodium canned pet food
Home-cooked meat such as chicken or hamburger (made without salt); not lunch meats
Whipped cream (Reddi Wip)
Marshmallows
Greenies Pill Pockets
=  Dog chicken, hickory smoke, or peanut butter flavors; cat chicken or salmon flavor
* Avoid grain-free duck and pea which is high in sodium
= Try to use the smallest size possible (ideally, the cat sized Pill Pockets, even for dogs) and
as few as possible to avoid excessive salt.
* Caution: Mot all similar products from other companies are low in sodium .

0000

Dogs
o Soft fruit, such as banana, orange, melon, or strawberries (avoid grapes)
o Peanut butter (only if labeled as "no salt added”) — examples include Smucker's Natural Creamy
Peanut Butter with No Salt Added or Teddie All Natural Smooth Unsalted Butter
o Frosting (should be less than 75 mg/serving and contain no artificial sweeteners or xylital).
Examples include Duncan Hines whipped vanilla frosting, Betty Crocker whipped vanilla frosting)

You may find our Petfoodology post called, “Pill-popping pets™ helpful for additional ideas:
http:/fvetnutrition tufts eduw2018/09foods for giving pills/
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Cummings B6

Veterinary Medical Center patert 0B

Sy Sy T Mk (Neatered) Trecing Walker
Trimlor
Candiology Appointment Report
Date: 672019
Attending Cardiclogist

[ john E. Rush VM, M5, DACVIM {Cardiology}, DACVECC

B6

Candiiclogy Resident

B6

B6

Stalent B6

Presenting Complaint: Redheck. DMVD with decreased contractile fnction and recent history of CHF
{5/22/19}. Persistent mild to moderate ascites during last visit 5/29/19.

Conounrent Disenses:
Blindness- unknown etiology {saw optho but declined further diagnostics)

General Medical History:
Appetite back to normal, taking medications no problem, less restless, belly seemns less distended than
last visit. Looks thinner than he was prior to CHF

History of splenic hematoma

Had loose bowel movements recent ly but also had change n diet_
Flakey skin

Blind

Diet o Supplesmenis:
Royal canin early cardiac- 4 cups a day

Canbowmscular History:
Prior CHF diagnosis? ¥
Prior heart murmr? Y- I
Prior ATE? N

FDA-CVM-FOIA-2019-1704-005391



Prior arrhythmia? N

Monitoring respiratory rate and effort at home? ¥ averaping 33
Cough? N

Shortness of breath or difficulty breathing? N

Syncope or collapse? N

Sudden onset lameness? N

Exercise mtolerance? N

Cunrent Medications Pertinent o OF System:

B6

Cosdiine Plwsicnl Fxnsninalicn
Muscle condition:
E normal ] moderate cachexia
| vl musde koss L marked cachexda
Candovascular Physical Exam:
Murmur Grade:
Ul None v
] L wpwn
1w O wian
& 1w

Murmur locat ion/desoription: laft apical systolic

Jupular vein:
¥ Bottom 1/3 of the nedk U 172 way up the neck
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L meddle 1/2 of the neck

Arterial pulses:
| wieak

[ snus arhythmia
[ premabhwre beats

Gallop:
_| Yes
M Mo
Ul intermittent

Pulmonary assesaments:
L vild dyspvea
mmhaddmm
¥ Normal BY sounds

Abdomnal exam:
¥ Normal
&
| abdominal dis tension

Problems:
CMVD;

Hx of CHF;
Hx of ascites;

M chemistry profile
U ece

[l Renal profile
Dlﬂknlprm

Echocardiopram Findings:

General/2-D fidings: *fuid check*
There is very mild ascites visualized. No pericardial eflusion or b-lines seen

Azceconent ond recommendolions:

[ Dialysis profile
g'ﬂlﬂml:i:mlinglqahs
L NT-prome

] Troponin |

¥ other tests: fluid chedk

Findings consistent with marked mprovemnent on abdominal fluid and, since patient is clinically better
with good appetite and energy level, rrcommend maintan osrent medications doses and frequency.
Since biood work revealed increase in kidney values B6 éurill be kept 51D instead of noreasing
to BID. Clients oriented to measure belly twice a week and keep counting respiratory rate. Recommend
start fich oil since patient has moderate cachexia. Rechedk kidney valses and edhocard iogram in 2
months, sponer if clinical signs ocour sudh as deareased appetite, letharpy, abdominal distension, or

dyspnea.
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Final Dinprvocis:
DMVD with PHTN;
Reduced contractile funcition

Heort Foihare Clos sification Scorne:
ISACHC Classification:

Oia

H b

En

AVIM Classification:
A
O p1
O B2

E lila
b

Mc
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Gastrointestinal Laboratory
Dr. J.M. Steiner
Department of Small Animal Clinical Sciences
Texas A&M University

4474 TAMU
College Station, TX 77843-4474

Website User ID: lisa.freeman@tufts.edu OR B6
Gl Lab Assigned Clinic ID: 23523
Dr. Freeman Phone: 508 887 4696
Tufts Cummings School of Vet Med - Cardiology/Nutrition Fax:
200 Westboro Road ; .

Animal Name:
North Grafton, MA 01536 ! B6
USA Owner Name:

Species: Canine

Date Received: May 30, 2019
Tufts Cummings School of Vet Med - Gl Lab Accession:i B6
Cardiology/Nutrition Tracking NUumber: ... ‘===~ -
309861
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting - <0.06 05/31/19
Comments:

Gl Lab Contact Information

Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu

Fax: (979) 862-2864 vetmed.tamu.edu/gilab
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Palmer, Lee Anne; Rotstein, David; Palmer, Lee Anne; Queen, Jackie L

CcC: Ceric, Olgica; Nemser, Sarah; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'
Sent: 5/9/2018 10:53:13 AM

Subject: RE: Zignature Kangaroo Formula: 800.261- EON- 351031- B6 f-vet
Attachments: EON-3510314{ Be___ MRx.pdf '

B6 iresponsive infectious B6 i Since 9 months oId

MRx summary:
Presenting complaint 2/23/2018: CHF possible, consult; tachycardia, last 3 days dyspneic, no cough, poor

appetite for 2 days, usually ravenous, decreased energy level, on B6 iover a year, triedi___B6__:
but discontinued because it wasn’t helping; long history of a panting and swallowing disorder a diagnosed w/
DCM & L-CHF, tentative pulmonary edema a start: B6 i a 2/27 breathing better,

eating ok, increasedi____B6 ___ i ifor gagging a 3/1 Tau low, dog still on Zignature Kangaroo diet a vet said
legumes in the diet likely prevent Met & Cys absorption a switched to Royal Canin Kangaroo & Oat; the dog was
on Zignature Kangaroo last 2-3 years, eats milkbones and baked dog treats from a bakery; before the Zignature,
he ate Acana Ranch Lamb, Natural Balanace Bison & SP, Natural Balance Fish & SP, Zignature Trout & Salmon
a no supplements were taken before the DCM diagnosis a by 3/13 dog was eating Royal Canin Kangaroo a 3/22

restless at night but; _B6__ itryi ___BS

PE 2/23: « B6 t gallop, pantlng at rest/lylng down still tachypneic

Labs: 2/23"""Whole Blood Tau: | i  B6
2/23 E Echocardiogram: dilated LV w/ poor systolic functlon LA enlarged, mod MR & TR, dec aortic and
pulmonic flow

Prior MHx: & B6

B6

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

WY .. FOOD & DRUG

ADMENISTRATION v

From: Jones, Jennifer L

Sent: Friday, April 13, 2018 6:32 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>
Subject: RE: Zignature Kangaroo Formula: {_____] B6_____1- EON-351031

Thanks, Lee Anne. No, | wasn’t expecting it, but | can start with MRx!

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

‘ U.S. FOOD & DRUG

B EIND S AT b

i
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From: Palmer, Lee Anne

Sent: Thursday, April 12, 2018 1:39 PM

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

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

Subject: FW: Zignature Kangaroo Formula: | B6 i- EON-351031

Hi Jen —were you expecting this one? Thx - LA

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

Sent: Thursday, April 12, 2018 1:36 PM

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notlflcatlon
<HQPetFoodReportNotification@fda.hhs.gov>; ! B6 .
Subject: Zignature Kangaroo Formula:i B6. i- EON-351031

A PFR Report has been received and PFR Event [EON-351031] has been created in the EON System.
A "PDF" report by name "2045676-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-351031

ICSR #: 2045676
EON Title: PFR Event created for Zignature Kangaroo Formula; 2045676

AE Date 02/22/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 6 Years

District Involved | PFR{__ B6 DO

Product information

Individual Case Safety Report Number: 2045676

Product Group: Pet Food

Product Name: Zignature Kangaroo Formula

Description: Feb 23, 2018 Patient presented to the cardiology service at! B

Falls for tachypnea. He was diagnosed with dilated cardiomyopathy and left side congestive heart failure. Whole
blood taurine level was Bé | At the time, patient consuming Zignature
Kangaroo Formula and was advised to change.

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-2019-1704-005397



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

Product Name

Lot Number or ID

Best By Date

Zignature Kangaroo Formula

Sender information

B6

USA

Owner information

B6

USA

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

B6

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

B6

B6

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

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s 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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Patient History Report

Client: Patient: {_____B6 |
Phone: B Species: Canine Breed: Retriever, Golden
Address: Age:{ ____Bs | Sex: Neutered Male
Color: Blonde

Date Type Staff History

4/12/2018 C MEDICAL COMMENTS ***ADDENDUM 4/20/2018

4/12/2018 13:26

FDA Safety Reporting Portal - Individual Case Safety Report Number (ICSR)
2045676
iAIZIDBJ%I_\I.DLIJM on 4/20/2018 at 08:34:23 from; B6 !

permission signed and returned to CS

3/24/2018 P

3/24/2018 C PHARMACY NOTE

TTO. Meds have been refilled

3/24/2018 P B 6

3/22/2018 C COMMUNICATIONS WITH CLIENT
3/22/2018 13:03
dog is restless at night, making breathing sound, but sRR is consistently at 22

end of april

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 1 of 30 Date: 4/20/2018 5:17

' PM
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Client: Patient:; __ B6 |
Phone: Species: Canine Breed: Retriever, Golden
Address: Age:i B6 | Sex: Neutered Male
Color: Bionde™ ’

Date Type Staff

History

3/13/2018 C

3/1/2018 D

3/1/2018 C

B6

3/1/2018 C

2/27/2018 C

2/24/2018 L

COMMUNICATIONS WITH CLIENT

3/13/2018 1036 .

SWO - Owner consented to reporting. B6 icase to the FDA. He has been on the
Zignature Kangaroo for the past 2-3 years. Treats include Milkbones and baked
dog treats from pet bakery. Prior to the Zignature Kangaroo, he consumed the
Acana Ranch Lamb, Natural Balance Sweet Potato and Bison, Natural Balance
Sweet Potato and Fish, Zignature Trout & Salmon. He was receiving no
supplements prior to his DCM diagnosis. Owner will forward me a copy of her most
recent Chewy.com receipt for the Zignature. She does not have the bag anymore. |
will email her for additional information. She is now feeding the Royal Canin
Kangaroo and Oats.

Taurine Deficiency Final

COMMUNICATIONS WITH DOCTOR

3/1/2018 13:22

i called vet, to let them know taurine is low, she is still on kangaroo diet from
Zignature, rec to change diet. The legumes in diet are most likely preventing
methionine and cystine absorption, should switch to Royal Canin kangaroo and
oats, ioriginally Im and he called back. he said he would call owner

COMMUNICATIONS WITH CLIENT

3/1/2018  13:20

i called client to let her know taurine is low, she is still on kangaroo diet from
Zignature, rec she talk to her vet at last appt, and she did to day at a recheck, and
told her to wait. The legumes in diet are most likely preventing methionine and
cystine absorption, should switch to Royal Canin kangarco and oats, | will call her
vet.

COMMUNICATIONS WITH CLIENT

2/27/2018 11:03

i called owner, dog is breathing better, eating fine, getting SRR 18-26, did have
throat issues, does gagging, pred helped, increased pred again, continue as

_____________ Pt B

planned, waiting on taurine level. if normla will starl:fl B6 :

Miscellaneous results from B4. B6
i )

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 2 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client: Patient:: ___B6___ |
Phone: Species: Canine Breed: Retriever, Golden
Address: Age:i B6 | Sex: Neutered Male
Color: Blonde

Date Type Staff History

(East) Requisition ID: i .BS__| Posted Final ______
Ascn:i B6 i Profile: Taurine RE: 16759 Taurinei B6 |
Normal values (nmols/ml) 77T
Normal Range Critical

Level
Cat Plasma 60-120 Less than
40

Whole Blood 300-600 Less than
200
Dog Plasma 60-120 Less than
40

Whole Blood 200-350 Less than
150
TEST PERFORMED AT | B4, B6 ! LABORATORY

2/23/2018 C PHARMACY NOTE

B6

2/23/2018 D B6 Pulmonary Edema Tentative
2/23/2018 D Taurine Deficiency Tentative Date Diagnosis made final: 03/01/18
2/23/2018 D Dilated Cardiomyopathy Tentative
2/23/2018 | Cardiology Discharge Instructions
E B6 :
2/23/2018

Cardiomyopathy (DCM). DCM means your pet has poor muscle contraction of the
heart. This means the heart muscle does not pump as well as a normal dog. The
heart has enlarged due to the poor muscle contraction. The change in the heart
has caused fluid to form in the lungs, causing increased respiratory rate.

Please take a sleeping respiratory rate rate (sRR) at home. WHILE YOUR PET IS
SLEEPING, count the number of times they breathe in over 15 seconds. Your pet
should have 8 breathes or less over 15 seconds while sleeping. Do this once a day
over the next 3 days, then 2 times a week thereafter.

The free app software for iPhone and Google Play that can help with this is
Cardalis

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 3 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client: Patient: | ___| B6 .
Phone: Species: Canine Breed: Retriever, Golden
Address: Age: [ ____Bs___ i Sex: Neutered Male
Color: Blonde
Date Type Staff History

| have submitted blood for a taurine level. The result may not return for 2 weeks.

In the mean time, please start Taurine at home, 2 gram two times a day with food.
This can be purchased at any health food store. | will call in about 2 weeks with a

taurine level.

MEDICATIONS:

Watch for the following clinical signs and call a veterinarian if you see any of these:

Excessive panting or wheezing

Restlessness, unable to get comfortable

Decreased appetite

Lethargy/weakness, less interactive or hiding

Collapse or fainting

Sudden rear leg or front leg lameness

Open-mouth breathing

entrusting us with her care. If you have any further questions or problems, don’t

hesitate to call.

B6

2/23/2018 P BG

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 4 of 30

Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005402



Patient History Report

Client: Patient:! __B6_ |
Phone: B 6 Species: Canine Breed: Retriever, Golden
Address: Age:: __B6 ! Sex: Neutered Male
Color: Blonde

Date Type Staff History

21232018 P B 6

B6

2/23/2018 C CARDIAC EVALUTION - CLOSED 02/24/2018 - Cardiac Evaluation

Date of evaluation: Friday, February 23, 2018
CHIEF COMPLAINT: tachypnea

HISTORY: last 3 days has been working hard to breath. No coughing. Appetite has been poorllast 2 days,
usually ravenous. Energy level seems down. No cardiac medications B6 for over year,
Tried thyroid medication but stopped it, did not help. Has long history of panting and swallowing disorder.

_PHYSICAL EXAM: | B6

B6

7

ECHOCARDIOGRAM 2/23/18: B6

B6

COMMENTS: dilated LV with poor systolic function. Left atrial enlargement. Large EPSS. Moderate MR and
TR. Reduce aortic and pulmonic flows. no pleural or pericardial effusion

DIAGNOSIS/PROBLEM LIST: dilated cardiomyopathy (DCM}), left side congestive heart failure (LCHF)

SUMMARY: The dilated cardiomyopathy may be related to diet and taurine deficiency. There have been
personal communications amongst cardiologist of a rash of cases of Golden Retrievers on grain free and/or
kangaroo diets that have taurine deficiency cardiomyopathy. We pulled a whole blood level taurine today and
started B6 i | also started: B6 ias below. If taurine deficiency

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 5 of 30 Date: 4/20/2018 5:17
' PM

FDA-CVM-FOIA-2019-1704-005403



Patient History Report

Client: Patient:{ ___B6 |
Phone: Species: Canine Breed: Retriever, Golden
Address: Age: ! B6 | Sex: Neutered Male

Color: Blonde

Date Type Staff History

cardiomyopathy, this could be reversible It could take 2 months to see echo changes but dog may feel better

will most likely do that with B6 ;
MEDICATIONS:

2/23/2018 V Feb 23, 2018 01:06 PM Staff:! BG
Weight : 40.00 kilograms
room 14
2/23/2018 CK CHF poss, setup by rdvm

Reason for Visit: Consult
Date Patient Checked Out: 02/23/18 Practice TF

2/23/2018 CB Callback - Call Client Back (CB
---- Note fromi B6 on 2/23/2018.at 15:51:32 ----
Called Wedgewood Pharmacy, spoke tc __ B6___ .
---- Note fron Bé fon 2/23/2018 at 15:06:34

B6

B6

2/22/2018 TC RECORDS FROM! B6 {see attachment) - TENTATIVE

2/22/2018 14:47 rDVM records attached. - Attachment(s)

3/10/2017 C COMMUNICATIONS WITH CLIENT
3/10/2017  10:26

B6

3/8/2017 L Endocrinology results fromi B4, B6
(East) Requisition ID: 315958 Posted Final

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 6 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005404



Patient History Report

Client:
Phone:
Address:

B6

Patient: | ___B6 i
Species: Canine

Breed: Retriever, Golden
Sex: Neutered Male

Color: Blonde

Date Type Staff History
Test Result . Reference Range
TSH . : B6 i 0 - 0.60
Ascn: ! B6 i Profile: TSH

3/7/2017

c . B6 !

RADIQLOGY REVIEW - CLOSED 03/08/2017

B6

B6 :

Mar 7, 2017 04:21 PM Staffi B6 |

3/7/2017 V : bo
Weight : 41.40 kilograms
B6
3/7/2017 CK recheck for ESO
Reason for Visit: Recheck
Date Patient Checked Out: 03/07/17 Practice TF
3/7/2017 C B6 IM PHYSICAL EXAM NEW

3/7/2017  10:10

Chief Complaint: reevaluation of hard swallowing; upper airway noise

laryngeal exam at that time revealed a nodule on the larynx which was biopsied as
granulomatous. He has been on low dose prednisone since. Owner still notices
hard swallowing and sometimes regurgitation. He also has upper airway noise
when sleeping- breathes through nose and no nasal disharge. Occasional hoarse
bark. No diarrhea, no pu/pd. He has gained weight. In 2015 a myasthenia titer was
negative. Diet includes zignature kangeroo. unsure of current dose of pred 1 tab in
maorning and sometimes 1/2 tab at night unsure what strength

Previous Medical Problems:

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 7 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005405



Patient History Report
Patient: | __ B6

Client:
Phone: Species: Canine ' Breed: Retriever, Golden
Address: Age: ! B6 : Sex: Neutered Male

Color: Blonde

Date Type Staff History

Medications/Supplements:

Current Diet:

Diagnostics:
Lah Wnark: can halow

B6

Problems/Differential Diagnoses/Assesssment:

B6

4

Treatment:

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

Page 8 of 30 Date: 4/20/2018 5:17

B6
PM

FDA-CVM-FOIA-2019-1704-005406



Patient History Report

Client: Patient:! ____B6
Phone: Species: Canine Breed: Retriever, Golden
Address: Age:i | B6 . Sex: Neutered Male
Color: Blonde
Date Type Staff History
Plan/Recommendations:
3/7/2017 L Hematology results from: B6 | Requisition
ID: 315958 Posted Final
Test Result . _ Reference Range
HCT 36 - 60
HGB 12.1 - 20.3
MCHC 30 - 38
WBC 4.0 - 15.5
Bands 0 -3
RBC 4.8 - 9.3
MCV 58 - 79
MCH 19 - 28
ABS BASO 0 - 150
Platelet C 170 - 400
Platelet E
Neutrophil 60 — 77
Lymphocyte 12 - 30
Monocytes 3 -10
Eosinophil 2 - 10
Basophils 0 -1
Absolute N 2060 - 10600
Absolute L 690 - 4500
Absolute M 0 - 840
Absolute E 0 - 1200
Ascn: | B6 i Profile: Complete Blood Count
Platelet count reflects the minimum number due to platelet
clumping.
3/7/2017 L Chemistry results from! B6 iRequisition
ID: 315958 Posted Final
Test Result Reference Range
ALB 2.7 - 4.4
ALKP 5 - 131
ALT 12 - 118
AMYL 290 - 1125
AST 15 - 66
BUN/UREA 6 — 31
Ca 8.9 - 11.4
Chloride 102 - 120
CHOL 92 - 324
CK 59 - 895
CREA 0.5 -1.6
GGT 1 - 12

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 9 of 30

Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-005407



Patient History Report

Client: Patient: : B6 :
Phone: Species: Cani Breed: Retriever, Golden
Address: Age: | : Sex: Neutered Male

Color: Blonde

Date Type Staff History

GLU 70 - 138
Mg 1.5 - 2.5
PHOS 2.5 -6.0
Potassium 3.6 - 5.5
Sodium 139 - 154
TBIL 0.1 - 0.3
TP 5.0 - 7.4
TRIG 29 - 291
GLOB 1.6 - 3.6
A/G Ratio 0.8 - 2.0
B/C Ratio 4 - 27
Na/K Ratio 27 - 38
3/7/2017 L Endocrinology results fromi B4, B6 i
i B4, B6 | Requisition ID: 315958 Posted Final
Test ~~Rasnlt Reference Range
T4 et BB _iug/dL L 0.8 - 3.5
Ascn: ! B6 i Profile: Total T4

The Total T4 result is less than 1.0 mcg/dl. A Free-T4 by
equilibrium

dialysis may be helpful in supporting the diagnosis of
hypothyroidism

in patients demonstrating clinical signs compatible with
hypothyroidism.Please contact Customer Service for this

additional
testing.
3/7/2017 L Miscellaneous results from i B4, B6
iB4,B6: Requisition ID: 315958 Posted Final
Ascn ;| B6 i__Profile:_ Superchem
3/6/2017 C B6 COMMUNICATIONS WITH CLIENT
3/6/2017 12:55

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 10 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005408



Patient History Report

Client: Patient: | B6 |
Phone: Species: Canine Breed: Retriever, Golden
Address: Age:! __B6 Sex: Neutered Male
Color: Blonde
Date Type Staff History
2/26/2017 C COMMUNICATIONS WITH CLIENT
2/26/2017 10:15
LMOM to confirm 3:30 pm ESO appt tomorrow
2/23/2017 TC RECORDS FROM RDVM/LDVM (see attachment) - TENTATIVE
2/23/2017 20:36  Records from B6 | Attachment(s)
2/23/2017 C COMMUNICATIONS WITH DOCTOR
2/23/2017 1718
B6 5 B6 ito request updated records from 5/3/15 forward be

'faxed

2/20/2016 C

RECEPTION ACTIONS NOTE

9/28/2015 C

OUTSIDE PHARMACGY RX  ***ADDENDUM 10/2/2015 - Closed Sep 30/2015

Is this medication a controlled substance?

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6

Page 11 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-005409



Patient History Report

Client: i
Phone: _— Breed: Retriever, Golden
Address: Age:i | B6 Sex: Neutered Male

Color: Blonde

Date Type Staff History

Additional Comments: faxed

9/28/2015 C COMMUNICATIONS WITH CLIENT
9/28/2015 13:29

months. last time, we discussed repeat abx treat may not be helpful. discussed that
we can repeat abx treatment as it worked for such a long period of time. discussed
dual treatment for B6 i

B6 !

B6

6/1/2015 C QUTSIDE PHARMAGY RX - Closed Jun_ 04/2015

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 12 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005410



Patient History Report

Client: i
Phone: Breed: Retriever, Golden
Address: Age: i | B6 i Sex: Neutered Male

Color: Blonde

Date Type Staff History

6/1/2015 C COMMUNICATIONS WITH CLIENT

6/1/2015  16:05

within the last 3 days stopped doing the neck movement/episodes that he was
having. still sounds congested. when he barks there sounds like there is something
in there. would continue B6 iunless we are planning to rescope him.
owner needs refillofi  Be |

i
s foe SR

5/17/2015 C BG COMMUNICATIONS WITH CLIENT
5/17/2015  10:26 ...
swo and asked how B8} is doing, owner said she started ab's yesterday and so far

he is doing well, owner will recheck in one week

5/15/2015 C OUTSIDE PHARMACQCY RX - Closed May 17/2015

5/15/2015 C B 6 OUTSIDE PHARMACY RX
i B6 i

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 13 of 30 Date: 4/20/2018 5:17
' ' PM

FDA-CVM-FOIA-2019-1704-005411



Patient History Report

Client: Patient:; | B6
Phone: B6 Species: Canine Breed: Retriever, Golden
Address: Age:i | B6_ Sex: Neutered Male
Color: Blonde

Date Type Staff History

Prescribing doctor: BG

5/15/2015 C BG COMMUNICATIONS WITH CLIENT  ***ADDENDUM 5/15/2015
5/15/2015___16:27

5/12/2015 C BG COMMUNICATIONS WITH CLIENT
5/12/2015. ... A:R0

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

i B6 Page 14 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005412



Patient History Report

Client: Patient: ! B6
Phone: Species: Canine Breed: Retriever, Golden
Address: Age:i __ B6 | Sex: Neutered Male
Color: Blonde

Date Type Staff History

51212015 ¢ | BB IM TREATMENT NEW
e 5/12/2015
Internal Medicine Assessment: B6 i
5/8/2015 L Miscellaneous results from| B4, B6
. B4,B6 Requisition ID: 315958 Posted Final
Ascn:i B6 ! Profile: Histopathology, Full Written
Report
- RE: 7801 History:

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

i B6 : Page 15 of 30 Date: 4/20/2018 5:17

' PM

FDA-CVM-FOIA-2019-1704-005413



Patient History Report

Client: Patient:| B6 !

Phone: Species: Canine Breed: Retriever, Golden
Address: Age: ! __Be i Sex: Neutered Male
Color: Blonde

B6

Received: Multiple fragments - all processed.

RE: 601 Biopsy
DESCRIPTION/MICROSCOPIC FINDINGS/COMMENTS :

B6

MICROSCOPIC FINDINGS: | B6 |

PROGNOSIS: Good

Date Type Staff History

COMMENT : | BB ;
PATHOLOGIST:

PATHOLOGIST: ! B6 E
email: | B6 i

BG For your pet's safety, he/she was intubated for the anesthetic. You may notice

5/7/2015 |

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

Date: 4/20/2018 5:17
PM

i B6 5 Page 16 of 30

FDA-CVM-FOIA-2019-1704-005414



Client: f
Phone: Breed: Retriever, Golden
Address: Age: " Be__ Sex: Neutered Male

Color: Blonde

Date Type Staff History

5/7/2015 |

5/7/2015 |

5/7/2015 C COMMUNICATIONS WITH CLIENT
5/7/2015  14:10
called owner post procedure. discussed scope findings. and discussed possible
causes for findings. no treatment recommended until results available. okay to d/c
at 5 pm.

5/7/2015 C ! ENDOSCOPIC EVALUATION

Lower Gastrointestinal:
Bronchoscopy:
Rhinoscopy:

Cystoscopy:

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 17 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005415



Patient History Report

Breed: Retriever, Golden
Sex: Neutered Male

Client:
Phone: B 6
Address:

Date Type Staff History

Color: Blonde

Other:

Biopsies: | B6 :

Culture/Sensitivity:
Visual Inspection: | Bé6
i B6 i

Initial Recommendations: B6 ;

5/7/2015 C IM TREATMENT NEW
B6 5/7/2015

Internal Medicine Assessment: B6

Treatment: no treatment today

Recommended Follow-up Care:; B6 g
i B6 | i

5/7/2015 C BG IM PHYSICAL EXAM
Chief Complaint:

History: ! B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 18 of 30 Date: 4/20/2018 5:17
' ' PM

FDA-CVM-FOIA-2019-1704-005416



Patient Hlstory Report

Client i
Phone: B 6 i Breed: Retriever, Golden
Address: Age:{ ____________ Bé i Sex: Neutered Male

Color: Blonde

Date Type Staff History

Sianificant Physical Exam_Eindings:_ Mentation: BAR

Radiographic Findings: CHIEF COMPLAINT/HISTORY 5/3/2015. Internal

Medicine Assessment::

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 19 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-005417



Patient History Report

Client: Patient:| ____B6 |
Phone: B6 Species: Canine Breed: Retriever, Golden

Address: Age:i | B6 | Sex: Neutered Male

Color: Blonde

Date Type Staff History

5/7/2015 L Chemistry results from IDEXX VetLab In-clinic
Laboratory Requisition ID: 197 Posted Final
Test Result Reference Range
ALB = 2.3 - 4.0
ALKP = 23 - 212
ALT = 10 - 125
AMYL = 500 - 1500
BUN/UREA = 7 - 27
Ca = 7.9 - 12.0
Chloride = 109 - 122
CHOL = 110 - 320
CREA = 0.5 -1.8
GGT < 0 - 11
GLU = 74 - 143
LIPA = 200 - 1800
PHOS = 2.5 - 6.8
Potassium = 3.5 - 5.8
Sodium = 144 - 160
TBIL = 0.0 - 0.9
TP = 5.2 - 8.2
GLOB = 2.5 -4.5
ALB/GLOB =
BUN/CREA =
Na/K =
OSM calc =

PCV=49% TS= 6.8g/dl (serum norm)

5/7/2015 V B6 May 7, 2015 10:20 AM Staff:: ___ B6 |

Weight : 36.60 kilograms

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 20 of 30 Date: 4/20/2018 5:17
PM

FDA-CVM-FOIA-2019-1704-005418



Patient History Report

Client:
Phone: Breed: Retriever, Golden
Address: Sex: Neutered Male
Color: Blonde
Date Type History
5/7/2015 L Hematology results from IDEXX VetLab In-clinic
Laboratory Requisition ID: 197 Posted Final
Test Result Reference Range
HCT = 37.3 - 61.7
HGB = 13.1 - 20.5
MCHC = 32.0 - 37.9
WBC = 5.05 - 16.76
NEUT = 2.95 - 11.64
$NEUT =
EQOS = 0.06 - 1.23
$EQS =
PLT * ) 148 - 484
Retics = 10.0 - 110.0
$Retics =
RBC = B6 5.65 - 8.87
MCV = 61.6 - 73.5
MCH = 21.2 - 25.9
RDW = 13.6 - 21.7
MPV - 8.7 - 13.2
PDW - 9.1 - 19.4
PCT - 0.14 - 0.46
LYMPHS = 1.05 - 5.10
$LYMPHS =
MONOS = 0.16 - 1.12
$MONQOS =
BASO = 0.00 - 0.10
$BASO =
5/7/2015 C .....B6 __ RADIOLOGY REPORT - FINAL 05/07/2015
RADIOGRAPHIC REPORT
CHIEF COMPLAINT/HISTORY: 5/3/2015.1 B6

B6

FINDINGS: |

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:lmages, TC:Tentative med| note, V:Vital signs

B6

Page 21 of 30

Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-005419



Patient History Report

Client: Patient: | ____B6 |
Phone: Species: Canine _ Breed: Retriever, Golden
Address: Age: ! B6 i Sex: Neutered Male

Color: Blonde

Date Type Staff History

No significant abnormalities are present in the extra-thoracic soft tissues, skeletal structures, pleural and mediastinal
spaces, pulmonary and cardiovascular structures, as well as in the visible cranial abdomen.

SUMMARY/CONCLUSIONS:

1. B6

5/7/2015 CK B 6

5/6/2015 C COMMUNICATIONS WITH CLIENT
5/6/2015._..11:48
§

B6 . B6

5/3/2015 C IM TREATMENT NEW
5/3/2015

Internal Medicine Assessment: B6 E

B6

Treatment: no treatment implemented

Recommended Follow-up Care: to return Thursday for further evaluation -
chemistry, CBC thoracic radiographs, oral exam and endoscopy

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:lmages, TC:Tentative med| note, V:Vital signs

B6 Page 22 of 30 Date: 4/20/2018 5:17

PM

FDA-CVM-FOIA-2019-1704-005420



Patient History Report

Client: Patient: |____. Be . -
Phone: B Species: Canine Breed: Retriever, Golden
Address: Age:i B8 i Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/3/2015 C BG IM PHYSICAL EXAM
Chief Complaint:

Historv:.i B6 ;

Significant Physical Exam Findings: Mentation; B6 |

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 i Page 23 of 30 Date: 4/20/2018 5:17

: PM
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Patient History Report
Client: :

Patient: _ B6
Phone: Species: Ganine Breed: Retriever, Golden
Address: Age: : B6 : Sex: Neutered Male

Color: Blonde

Date Type Staff History

Lab Work: none performed today

Radiographic Findings: none performed today

5/3/2015 CK Reason for Visit: Recheck
Date Patient Checked Out: 05/03/15 Practice TF

11/21/2014 C COMMUNICATIONS WITH CLIENT
11/21/2014  13:54

B6

B6

11/14/2014 CK

B6

5/31/2014 C IM TREATMENT NEW
5/31/2014

Internal Medicine Assessment:i B6 i

B6

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 24 of 30 Date: 4/20/2018 5:17

PM
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Patient History Report

Breed: Retriever, Golden
Sex: Neutered Male

Client:
Phone:
Address:

Date Type Staff History

Color: Blonde

Treatment: no treatment implemented at this time

Recommended Follow-up Care: B6

B6

5/31/2014 C BG COMMUNICATIONS WITH GLIENT
5/31/2014  11:29

B6

5/31/2014 L Hematology results from B6 Requisition
ID: 315958 Posted FITEL
Test Result Reference Range
HCT 36 - 60
HGB 12.1 - 20.3
MCHC 30 - 38
WBC 4.0 - 15.5
Bands 0 -3
RBC 4.8 - 9.3
MCV 58 - 79
MCH 19 - 28
Platelet C 170 - 400
Platelet E ADEQUATE -
Neutrophil 60 - 77
Lymphocyte 12 - 30
Monocytes 3 - 10
Eosinophil 2 - 10
Basophils 0 -1
Absolute N 2060 - 10600
Absolute B 0 - 150
Absolute L 690 - 4500
Absolute M 0 - 840
Absolute E 0 - 1200
Ascni B6 ! Profile: CBC
Platelet count reflects the minimum number due to platelet
clumping.
5/31/2014 L Chemistry results from B6 Requisition

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 i Page 25 of 30 Date: 4/20/2018 5:17

’ PM
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Patient History Report

Client: Patient: |  B6 |
Phone: Species: Canine Breed: Retriever, Golden
Address: Age: B8 Sex: Neutered Male
Color: Blonde

Date Type Staff History

ID: 315958 Posted Final
Test Result Reference Range
ALB 2.7 - 4.4
ALKP 5 - 131
ALT 12 - 118
AMYL 290 - 1125
AST 15 - 66
BUN/UREA 6 - 31
Ca 8.9 - 11.4
Chloride 102 - 120
CHOL 92 - 324
CK 59 - 895
CREA 0.5 -1.6
GGT B 6 1 - 12
GLU 70 - 138
LIPA 77 - 695
Mg 1.5 - 2.5
PHOS 2.5 -6.0
Potassium 3.6 - 5.5
Sodium 139 - 154
TBIL 0.1 - 0.3
TP 5.0 - 7.4
TRIG 29 - 291
GLOB 1.6 - 3.6
A/G Ratio 0.8 -2.0
B/C Ratio 4 - 27

5/31/2014 L _Endocrinology results from B6 i
i B6 | Requisition ID: 31595y POSTEY T Final
“Test Result Reference Range
T4 i B6 : 0.8 - 3.5

Ascn: | B6 | Profile: Total T4

5/31/2014 L Miscellaneous results from| Bé
i B6 | Requisition ID: 315958 Posted Final
ASCN: B PLQfile:  Superchem

B6

5/30/2014 C B6 ULTRASOUND REPORT NEW

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 26 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Client:
Phone:
Address:

Patient;

B6 |

B6 Sex: Neutered Male

Species: .(anine Breed: Retriever, Golden
Age:
Color: "srONOYE

Date Type Staff History

Referring Vet: Hospital:
ULTRASONOGRAPHIC FINDING: # of
Films:

Written: 5/30/2014

5/30/2014

C B6 IM TREATMENT NEW
5/30/2014

Internal Medicine Assessment:

B6

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 i Page 27 of 30
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Patient History Report

Client: Patient::______ B6 ..
Phone: Breed: Retriever, Golden
Address: Age:i_ __B6 | Sex: Neutered Male
Color: Blonde

Date Type Staff History

B6

Treatment: no treatment implemented at this time

Recommended Follow-up Care::
i B6 i

5/30/2014 C B6 | IMPHYSICAL EXAM NEW
5/30/2014 22:58

Presenting Complaint:

History:!

B6

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,

R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 28 of 30 Date: 4/20/2018 5:17
PM
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Patient History Report

Breed: Retriever, Golden
Sex: Neutered Male

Client:
Phone: B 6
Address:

Date Type Staff History

Color: Blonde

B6

Lab Work: | B6

Radiographic Findings: none performed

5/30/2014 |

5/30/2014 V WAy Y, EOIE TY TR BN SEAFE T B ]

Weight : 37.30 kilograms

5/30/2014 V May 30, 2014 12:26 PM

5/30/2014 CK Consult for possible scope

B6 Reason for Visit: Consult

Date Patient Checked Out: 05/30/14 Practice TF

5/30/2014 L Chemistry results from IDEXX Laboratory Services Requisition
ID: 315958 Posted Final

Test Result Reference Range
COBALAMIN B6 284 - 836

FOLATE 4.8 - 19.0

Ascn:| B6 i

sSSs Y = MN CANINE

5/29/2014 C COMMUNICATIONS WITH CLIENT
5/29/2014  11:08
swo confirmed 5/30 apt at 1130

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 29 of 30 Date: 4/20/2018 5:17
' ' PM
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Patient History Report

Client: Patient:{ ____B6 |
Phone: B Species: Ganine Breed: Retriever, Golden
Address: Age:i | B6 Sex: Neutered Male
Color: Blonde

Date Type Staff History

5/27/2014 C IRECEPTION ACTIONS NOTE _
B6
5/27/2014 C RECEPTION ACTIONS NOTE___***ADDENDUM 5/27/2014

B6

B:Billing, C:Med note, CB:Call back, CK:Check-in, CM:Communications, D:Diagnosis, DH:Declined to history, E:Examination, ES:Estimates,
|:Departing instr, L:Lab result, M:Image cases, P:Prescription, PA:PVL Accepted, PB:problems, PP:PVL Performed, PR:PVL Recommended,
R:Correspondence, T:Images, TC:Tentative med| note, V:Vital signs

B6 Page 30 of 30 Date: 4/20/2018 5:17
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Report Details - EON-351031
ICSR; 2045676

Type Of Submission: Initial

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

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

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

Reported Problem: Problem Description:

Ztgnature Kangaroo Formula and was adwsed to change
Date Problem Started: 02/22/2018

Concurrent Medical Yes
Problem;

Pre EX|st|ng Condltlonsﬁ 3

B6

Outcome to Date: Stable

Product Information: Product Name: Zignature Kangaroo Formula
Product Type: Pet Food
Lot Number:
Package Type: BAG
Possess Unopened No

Product;
Possess Opened No
Product:
Product Use pescription: QOwner feeding for 2.3 years prior to diagnosis.
Information: | st Exposure 03/01/2018
Date:
Time Interval 3 Years
between Product
Use and Adverse
Event:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Perceived Possibly related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period;
Manufacturer
/Distributor Information:
Purchase Location Name: Chewy.com
Information: Sm———
Animal Information: Name: ' B6 |

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

Gender: Male

Reproductive Status: Neutered
Weight: 40 Kilogram

FOUO- For Official Use Only 1
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Age: 6 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Owner

Information

provided:
Contact:

Address: i

Yes

vy
»

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

Healthcare Professional practice Name: | B6 i
Information. = Tnrnnnnnnn AT i
Contact: Name: ! BG i
Phone: = ™~ .
Address:g B 6
United States
Type of Referred veterinarian
Veterinarian:
Date First Seen: 02/23/2018
Sender Information: Name: '
Address:é B 6
TUnited States
Contact: phone: ; BG
Email: ,
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:
Additional Documents:
FOUO- For Official Use Only 2
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