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B6

Sample Submission Form

Amino Acid Laboratory
University of California, Davis
1020 Vet Med 3B

1089 Veterinary Medicine Drive

Davis, CA 95616

Tel: (530)752-5058, Fax: (530)752-4698

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html

Vet/Tech Contact: B6

UC CUSTOMERS ONLY:

to bill:

Non-federal funds ID/Account Number

Company Name:_Tufts Cummings School of Vet Med - Clinical Pathology Laboratory

Address: 200 Westboro Road

North Grafton, MA 01536

Email:

clinpath@tufts.edu; cardiovet@tufts.edu

Tel: 508-887-4669

Fax: 508-839-7936

Billing Contact: !

TAXID:

Email: |

Tel: |

B6

Patient Name:@ B6 |

Species: canine

B6

Owner’s Nameg

Sample Type: Plasma Whole Blood |:|Urine I:I Food |:|Other:
Test Items: Taurine |:| Complete Amino Acid DOther:

Taurine Results (nmol/ml)

B6

Plasma:

Reference Ranges (nmol/ml)

Whole Blood:__:

B6

Urine:

Food:

Plasma

Whole Blood

Normal Range

No Known Risk for
Taurine Deficiency

Normal Range

No Known Risk for
Taurine Deficiency

Cat 80-120

>40

300-600

>200

Dog 60-120

>40

200-350

>150

| ST S 0 i
B6 i Canine
“Y71g72018 10:45 AM
TAURINE PANEL
Lithium Heparin
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 5/20/2019 2:56:40 PM

Subject: Taste of the Wild Pacific Salmon Grain Free: Darcy Adin - EON-388244
Attachments: 2067171-report.pdf

A PFR Report has been received and PFR Event [EON-388244] has been created in the EON System.
A "PDF" report by name "2067171-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-388244

ICSR #: 2067171

EON Title: PFR Event created for Taste of the Wild Pacific Salmon Grain Free, Red Barn Bully sticks and
slices, Sam's Club Chicken Jerky, Nubs Chicken Treats, Nudges Chicken Jerkey; 2067171

AE Date 03/19/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable
Breed American Pit Bull Terrier

Age B6 iears

District Involved PFRBGDO

Product information

Individual Case Safety Report Number: 2067171

Product Group: Pet Food

Product Name: Taste of the Wild Pacific Salmon Grain Free, Red Barn Bully sticks and slices, Sam's Club
Chicken J erky Nubs Chicken Treats, Nudges Chicken J erkey

had intermittent ventricular premature complexes (right bundle branch block).: B6 iwas dlagnosed Wlth mitral
regurgitation with systolic dysfunction.

Submission Type: Initial

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

Sam's Club Chicken Jerky

Nudges Chicken Jerkey

Red Barn Bully sticks and slices

Nubs Chicken Treats

Sender information
Darcy Adin

2015 SW 16th Ave
2015 SW 16th Avenue
Gainesville, FL 32608
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-388244

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=405421

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-2019-1704-012294



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

To: Cleary, Michael *; HQ Pet Food Report Notification;% B6
Sent: 5/20/2019 2:57:01 PM

Subject: Honest Kitchen Turkey dehydrated: Darcy Adin - EON-388245
Attachments: 2067168-report.pdf

A PFR Report has been received and PFR Event [EON-388245] has been created in the EON System.
A "PDF" report by name "2067168-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-388245

ICSR #: 2067168

EON Title: PFR Event created for Honest Kitchen Turkey dehydrated, N and D Venison and Quinoa dry, Taste
of the Wild Prey (Angus Beef and Lentils); 2067168

AE Date 03/13/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable
Breed Great Dane

Age B6! years

District Involved PFRBGDO

Product information

Individual Case Safety Report Number: 2067168

Product Group: Pet Food

Product Name: Honest Kitchen Turkey dehydrated, N and D Venison and Quinoa dry, Taste of the Wild Prey
(Angus Beef and Lentils)

Submission Type. Initial

FDA-CVM-FOIA-2019-1704-012299



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

N and D Venison and Quinoa dry

Honest Kitchen Turkey dehydrated

Taste of the Wild Prey (Angus, Beef, and Lentils)

Sender information
Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville, FL 32608
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EOQON-388245

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=405422

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.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think

FDA-CVM-FOIA-2019-1704-012300



you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Naotification; B6
Sent: 5/20/2019 2:57:23 PM

Subject: Natural Balance Venison: Darcy Adin - EON-388246

Attachments: 2067170-report.pdf

A PFR Report has been received and PFR Event [EON-388240] has been created in the EON System.
A "PDF" report by name "2067170-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-388246

ICSR #: 2067170

EON Title: PFR Event created for Natural Balance Venison Sweet Potatoes, Pedigree chicken and rice, Dr.
Lyon's dental treat (mint), Smart Bones Smart Sticks (peanut butter), Cosequin DS; 2067170

AE Date 04/03/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Sheepdog - Shetland

Age 10 Years

District Involved | PFE BG DO

Product information

Individual Case Safety Report Number: 2067170

Product Group: Pet Food, Other

Product Name: Natural Balance Venison, Sweet Potatoes, Pedigree chicken and rice, Dr. Lyon's dental treat

a sinus arrhythmia. Patient was diagnosed with primary mitral regurgitation with systolic dysfunction.
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-2019-1704-012305



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

Product Name Lot Number or ID | Best By Date

Natural Balance Venison, Sweet Potatoes

Dr. Lyon's dental treat (mint)

Pedigree chicken and rice

Cosequin DS

Sender information
Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville, FL 32608
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-388246

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=405423

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

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

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

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

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 5/20/2019 3:04:47 PM

Subject: Blue Buffalo Large Breed Adult: Darcy Adin - EON-388253
Attachments: 2067174-report.pdf

A PFR Report has been received and PFR Event [EON-388253] has been created in the EON System.
A "PDF" report by name "2067174-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-388253

ICSR #: 2067174

EON Title: PFR Event created for Blue Buffalo Large Breed Adult, Paul Newman Dog Biscuits various, Spring
Hill Fish Oil; 2067174

Aevae | [BE ]| Nember Feamaposed |
Best By Date Number Reacted |

Animal Species Dog Outcome to Date Died Euthanized
Breed Doberman Pinscher

Age 11 Years

District Involved | PFR: B6 DO

Product information

Individual Case Safety Report Number: 2067174

Product Group: Pet Food, Other

Product Name: Blue Buffalo Large Breed Adult, Paul Newman Dog Biscuits, various, Spring Hill Fish Oil

episodes. The day of presentation, an EKG performed at the primary care veterinarian showed a ventricular
arrythmia. On presentation to UF Cardiology, patient had collapsed suddenly and was in cardiopulmonary arrest.
After CPR and 4 B6 | he converted to sinus tachycardia. Patient was diagnosed with dilated

Submission Type: Initial
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Died Euthanized

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Blue Buftalo Large Breed Adult

Paul Newman Dog Biscuits, various

Spring Hill Fish Oil

Sender information
Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville, FL 32608
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-388253

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=405430

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.

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

To: Cleary, Michael *; HQ Pet Food Report Notification;% B6
Sent: 5/20/2019 3:05:09 PM

Subject: Pure Balance Salmon and Potato dry: Darcy Adin - EON-388254
Attachments: 2067175-report.pdf

A PFR Report has been received and PFR Event [EON-388254] has been created in the EON System.
A "PDF" report by name "2067175-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-388254

ICSR #: 2067175

EON Title: PFR Event created for Pure Balance Salmon and Potato dry, 4Health Salmon and Potato canned,
Milkbone peanut flavor dry mini treats, Spring Valley Fish Flax and Borage Oil, Good Morning Healthy Joints;
2067175

Number

AE Date 02/20/2019 Fed/Exposed 1
Best By Date Number Reacted 1
Anm.ml Dog Outcome to Date Stable
Species

Cattle Dog - Australian (blue heeler, red heeler,

Breed

ree Queenslal’ld CattledOg)
Age 10 Years
District PFR-Florida DO
Involved

Product information

Individual Case Safety Report Number: 2067175

Product Group: Pet Food, Other

Product Name: Pure Balance Salmon and Potato dry, 4Health Salmon and Potato canned, Milkbone peanut
flavor dry mini treats, Spring Valley Fish, Flax, and Borage Oil, Good Morning Healthy Joints
Description: Patient presented to the UF Cardiology Service after roughly two weeks of coughing. When
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coughmg initially started, patient was seen by pnmary care veterinarian and was treated with! Bé 3

! B6 L O B6 ipresented to his primary care veterinarian
L'é'_éal—ﬁ“ﬁémﬁaa B6 '_ei_ﬂ'_é_ﬁl_érged heart, and pulmonary edema. Patient was referred to UF
and was diagnosed with Dilated Cardiomyopathy.
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

Spring Valley Fish, Flax, and Borage Oil

Milkbone peanut flavor dry mini treats

Pure Balance Salmon and Potato dry

Good Morning Healthy Joints

Sender information
Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville, FL 32608
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-388254

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=405431

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

FDA-CVM-FOIA-2019-1704-012318



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

To: Cleary, Michael *; HQ Pet Food Report Notification;g B6
Sent: 5/20/2019 3:05:29 PM

Subject: Acana Heritage Poultry dry: Darcy Adin - EON-388255
Attachments: 2067176-report.pdf

A PFR Report has been received and PFR Event [EON-388255] has been created in the EON System.
A "PDF" report by name "2067176-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-388255

ICSR #: 2067176
EON Title: PFR Event created for Acana Heritage Poultry dry; 2067176

AE Date 02/14/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable
Breed Shepherd Dog - German

Age 4 Years

District Involved | PFR-Florida DO

Product information

Individual Case Safety Report Number: 2067176
Product Group: Pet Food

Product Name: Acana Heritage Poultry dry

intolerance and increased respiratory rate and effort. Patient was diagnosed with Dilated Cardiomyopathy. She
has been rechecked once 5/15/19 - clinically stable but no improvement noted on echocardiogram. Her blood
taurine results were discordant so she has been on supplementation

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

FDA-CVM-FOIA-2019-1704-012323



Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Heritage Poultry dry

Sender information
Darcy Adin

2015 SW 16th Ave
2015 SW 16th Avenue
Gainesville, FL 32608
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-388255

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&i1ssueType=12&
1ssueld=405432

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.

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

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;i

5/20/2019 3:05:50 PM

B6

Origins 6 Fish Grain Free dry: Darcy Adin - EON-388256

2067173-report.pdf

A PFR Report has been received and PFR Event [EON-3882560] has been created in the EON System.

A "PDF" report by name "2067173-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-388256

ICSR #: 2067173

EON Title: PFR Event created for Origins 6 Fish Grain Free dry, Dasuquin (Nutramax) Glucosamine MSM
Chonroitan ASU; 2067173

AE Date 03/19/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable
Breed Great Dane

Age 7 Years

District Involved | PFR-Florida DO

Product information

Individual Case Safety Report Number: 2067173
Product Group: Pet Food, Other

which acutely became more frequent with episodes of wheezing and hacking. Patient was diagnosed with atrial
fibrillation and dilated cardiomyopathy.
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

FDA-CVM-FOIA-2019-1704-012327



Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU

Origins 6 Fish Grain Free dry

Sender information
Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue
Gainesville, FL 32608
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-388256

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
issueld=405433

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.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you recetved this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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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; Queen, Jackie L; Carey, Lauren; Nemser, Sarah; Ceric,
Olgica; Glover, Mark

Sent: 4/13/2018 10:39:47 AM

Subject: RE: another DCM: FW.: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog
Food:F™"""" 85~~~ EON-351034

I'll start with MRx.

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

U5, FOOD & DRUG

ADMENIETRATICN

From: Rotstein, David

Sent: Thursday, April 12, 2018 2:00 PM

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

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

Subject: another DCM: FW: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog Food:

B6 EON-351034

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

ATYIWETIDS TR ATECM

i fv]c Bl

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 [mailto:pfreventcreation@fda.hhs.gov]
Sent: Thursday, April 12, 2018 1:56 PM
To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notlflcatlon

<HQPetFoodReportNotification@fda.hhs.gov>i B i,
Subject: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog Food ____________ B6 i
EON-351034

A PFR Report has been received and PFR Event [EON-351034] has been created in the EON System.

FDA-CVM-FOIA-2019-1704-012331



A "PDF" report by name "2045680-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-351034

ICSR #: 2045680

EON Title: PFR Event created for Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog
Food; 2045680

AEDate || BG -------- H Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 11 Years

District Involved | PFR B6 DO

Product information

Individual Case Safety Report Number: 2045680

Product Group: Pet Food

Product Name: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog Food

cardiology service at: B6 i Her disease has been stable. Due to reports of DCM
related to taurine deficiency on grain free diets, a whole blood taurine level was submitted on 3/2/2018 by the

current diet and start taurine supplementation.

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

Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato
Dog Food

Sender information
i B6 i

FDA-CVM-FOIA-2019-1704-012332



B6

USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-351034

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=367422

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

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

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

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

FDA-CVM-FOIA-2019-1704-012333



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

Sent: 4/19/2018 11:45:47 AM
Subject: FDA case investigation for! B6 {EON-351034)
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

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

o Full Medical Records

o Please email (preferred) or fax (301-210-4685) a copy ofi _B6__ientire medical history (not just
this event).

e Do you have any leftover product? If so, is there a lot or best by date?
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.
Please respond to this email so that we can initiate our investigation.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

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

UNW U.S. FOOD & DRUG _ e

A
AP EMEVETR AT W s,
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Network Procedures for Veterinary Laboratory Investigation
o VetdlRN ..

. \‘/ - 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

FDA-CVM-FOIA-2019-1704-012335



Network Procedures for Veterinary Laboratory Investigation
— VetdlRN ..

~ /'\‘/ - 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,
413 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).

4.2 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-LIRN (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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Network Procedures for Veterinary Laboratory Investigation
— VetdlRN ..

~ /'\‘/ - 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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Network Procedures for Veterinary Laboratory Investigation
— VetdlRN ..

~ /'\‘/ - 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

FDA-CVM-FOIA-2019-1704-012338



Network Procedures for Veterinary Laboratory Investigation
— VetdlRN ..
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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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Network Procedures for Veterinary Laboratory Investigation
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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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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

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

Sent: 4/20/2018 12:59:09 PM

Subject: RE: another DCM: FW.: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog
Food:| B6  |EON-351034

The MRx are pending. FYI-1 spoke with the owner this morning, and there is no food left for testing.

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

U5, FOOD & DRUG

ADMENIETRATICN

From: Jones, Jennifer L

Sent: Friday, April 13, 2018 6:40 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;
Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Glover, Mark

<Mark Glover@fda hhs. gov>

I'll start with MRx.

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

U.S. FOOD & DRUG W@m%
ADMERISTRATION Ty ko

From: Rotstein, David

Sent: Thursday, April 12, 2018 2:00 PM

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

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

Subject another DCM: FW: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog Food:

— BS oo EON-351034

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

| u.s. FOOD &

ADMIMISTRATICMN
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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: PFR Event [mailto:pfreventcreation@fda.hhs.gov]
Sent: Thursday, April 12, 2018 1:56 PM
To: Cleary, Michael * <Michael.Cleary@fda. hhs .gov>; HQ Pet Food Report Notlflcatlon

<HQPetFoodReportNotification@fda.hhs.gov>;; B6
Subject: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog Food:i B6
EON-351034

A PFR Report has been received and PFR Event [EON-351034] has been created in the EON System.
A "PDF" report by name "2045680-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-351034

ICSR #: 2045680

EON Title: PFR Event created for Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog
Food; 2045680

AE Date BG Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 11 Years

District Involved | PFR BG DO

Product information

Individual Case Safety Report Number: 2045680

Product Group: Pet Food

Product Name: Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato Dog Food

Description: B6 was diagnosed with dilated cardiomyopathy and left sided congestive heart failure by the
cardiology service at! B6 {er disease has been stable. Due to reports of DCM

current diet and start taurine supplementatlon
Submission Type: Initial

FDA-CVM-FOIA-2019-1704-012346



Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number or Best By

Product Name 1D Date

Kirkland Signature Nature's Domain Turkey Meal and Sweet Potato
Dog Food

Sender information

B6

USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-351034

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=367422

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.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think

FDA-CVM-FOIA-2019-1704-012347



you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>
To: Jones, Jennifer L; Ceric, Olgica; Nemser, Sarah; Palmer, Lee Anne; Queen, Jackie L; Carey,
Lauren
Sent: 7/9/2018 12:46:01 PM
Subject: FW: Merrick grain free salmon and sweet potato dry: Lisa Freeman - EON-358518
Attachments: 2051554-report.pdf

We should be getting more of these

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

I #ovinisTRATION

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 [mailto:pfreventcreation@fda.hhs.gov]

Sent: Monday, July 09, 2018 8:44 AM

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notification
<HQPetFoodReportNotification@fda.hhs.gov>; usha.gulati@doveltech.com

Subject: Merrick grain free salmon and sweet potato dry: Lisa Freeman - EON-358518

A PFR Report has been received and PFR Event [EON-358518] has been created in the EON System.
A "PDF" report by name "2051554-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-358518

ICSR #: 2051554
EON Title: PFR Event created for Merrick grain free salmon and sweet potato dry; 2051554

AE Date 06/21/2018 Number Fed/Exposed
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

FDA-CVM-FOIA-2019-1704-012351



Breed Mixed (Dog)

Age BG Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2051554

Product Group: Pet Food

Product Name: Merrick grain free salmon and sweet potato dry

contractile function

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 Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Merrick grain free salmon and sweet potato dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-358518

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
issueld=375142

This email and attached document are being provided to you in your capacity as a Commissioned Official with

FDA-CVM-FOIA-2019-1704-012352



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

To: Jones, Jennifer L

CcC: B_(_e__i_rrt__sg_c__t_t_g_essel, Renate

Sent: i B6_ _11:01:57PM

Subject: RE: 800.267-FDA Case Investigation fori__ B6 (EON 358523)
PS — | have food samples foi B6

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: Freeman, Lisa

Sent; B6 5:32 PM

To: Jones Jénnifer [ <J&nnifer. Jones@fda.hhs.gov>

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>

Subject: RE: 800.267-FDA Case Investigation fori B6 i (EON-358523)

H| Jen and Renate .................

Lisa

Updates:

For____..] BS .. V\@_t@_g_rlne was!{ B6 1. On :B6; We talked to owner B6 :was having trouble breathing, they
were planning to pt< B6 ibut he died at hom¢ B6

For, B6 | taurine came back normal (plasma ={"8s } WB= B& | Owner left a message that| B6

diedoni B6 isono repeat echo. We're calling the vet to see if we can f|nd out any additional info.

Fori B6 , owner told us on B6 : He collapsed twice or B6 ! i once at home and again at

B6 il where we had him put to sleep

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 <Jennifer. Jones@fda.hihs. gov>

Sent B6 18:47 AM

To: Freeman, Lisa <lisa.freeman@iufts.edu>

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda. hhs.gov>

Subject: RE: 800.267-FDA Case Investigation for{ B (EON-358523)

FDA-CVM-FOIA-2019-1704-012356



(Good morning Lisa,
Yes, we got the reports you previously submitted and recorded the information for our database. Will you please
forwa_rd any medical records for:

o B6 » are you able to send any updates on the Taurine testing or echocardiogram (if done?)
. B6 h-Also was an autopsy done?

Thank you in advance and for your time to report all the cases!

Jen

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

LS. PO e TYRLIG

i L) o (AT, T

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

Sent:! B6 18:06 AM

To: Reimschuessel, Renate <[Renate. Reimschuessel@ida hhs.gov>

Cc: Jones, Jennifer L <Jennifer.Jones@ida.hhs. gov>

Subject: RE: 800.267-FDA Case Investigation fo B6 ‘EON-358523)

Dear Renata and Jennifer
That seems reasonable. | was never contacted about the other cases that | submitte(_:l. There was some
_confusion about the way | submitted them so | want to be sure you actually got them ¢ B6

B6 i ’'m sure you're all getting slammed with reports

' (and there will probably be even more coming now) but just wanted to check to be sure they got recorded.
Thanks
Lisa

From: Reimschuessel, Renate [mailto: Renate. Reimschuessel@fda hhs. gov]
Sent:i B6 55 AM

To: Freeman, Lisa <|jsa.Freeman@tufts edy>

Cc: Jones, Jennifer L <Jennifer.Jones@ida. hhs. gov>

Thank you again for all your work on this investigation.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

http:/ferww fda . goviAnimalVeterinary/ScienceResearchiucm247 334 him

From: Freeman, Lisa [mailto:lisa.Freeman@iufis. edu]
Sent: Thursday, July 19, 2018 5:59 PM
To: Reimschuessel, Renate <[Renate. Reimschuessel@ida hhs.gov>

Subject: RE: 800.267-FDA Case Investigation for;; B6 (EON-358523)
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Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update on B6 iwho died at home{ " "Bg "} | do have food from the owner if
you want that.

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: Reimschuessel, Renate <[Renate. Reimschuessel@ida. hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM
To: Freeman, Lisa <lisa.freeman@iufts.edu>

Subject: 800.267-FDA Case Investigation for,_ Be {1 (EON-358523)

Dear Dr. Freeman,

As part of our investigation, we’d like to request:
e Full Medical Records
o Please email (preferred) or fax (301-210-4685) a copy of {___ 86~ "“entire medical history (not just
this event), including any referral diagnostics.

o Please confirm permission to contact the owner.

o The interview generally lasts 30 minutes.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.
Please respond to this email so that we can initiate our investigation.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

Renate Reimschuessel V.M.D. Ph.D.

Director: Vet-LIRN

(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1- 240-402-5404 Fax 301-210-4685
EMAIL : renate.reimschuessel@fda.hhs.gov

Vet-LIRN
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

Phish-Pharm

http://www.fda.gov/AnimalVeterinary/ScienceResearch/Tools Resources/Phis h-Pharm/default. htm

FDA-CVM-FOIA-2019-1704-012358



Aguaculture

http://www.fda.gov/AnimalVeterinary/ScienceResearch/ResearchAreas/ucm130892.htm

FDA-CVM-FOIA-2019-1704-012359



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

To: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Nemser, Sarah
Sent: 10/30/2018 3:37:40 PM

Subject: DCM-help requesting MRx

Hi team,

If the point of contact is Lisa Freeman, please don't followup on those. I'm in touch with her about several other

cases, and she sends me updates.

We have an updated initial request email template. You can include the food statement if needed. I’'m doing a

triage right now.
Thank you,
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: http://wvvvv,fda.qov/AnimaI\/eterinary/ScienceResearoh/ucm24‘7334.htm

\W’ U.5. FOOD & DRUG
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>
To: 'Freeman, Lisa'

Sent: 11/7/2018 3:11:20 PM

Subject: RE: reported cases

Hi Lisa,

We have all of the cases you listed below except:  B6  !|t's fine to send me the additional records for the
cases ©

Thank you for your tireless efforts at getting us the information.
It's greatly appreciated!!
Jen

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

it .5, FOOU & DRUG

ADMENIETRATICH

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Monday, October 01, 2018 3:51 PM

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

Hi Jen

| was looking through which cases I've submitted (have a bunch more to add) and saw that 3 were in a separate
account and there a few that are not showing up as having been reported.

1. Could you check to see that these 3 are listed as having been reported?

FDA-CVM-FOIA-2019-1704-012363



My Reports

et Wepoets

Clhinck colurmn header 1o sort the column

Dt Saveedd (EST) M0 /WYY Resppont 11 Tithe  Waeport Type Descriptbion

Wore P vy efraf veperts click on Start Wewe Raport o begin

Whnasive rovaker suire an appropariate geoap is selected from the left wavigation waenw Befoce creating a report.
Sulwmbttod Meporty fvailabbe for §ollowse- i

€ Search for Submitted Reports

Click colurm header Yo sort the column

e Sulsmitrand (05T Wowgsamer . ) ) L
ﬁm FODIOYY (KST) mm& [l Wik Wt Wy Lhssoaniypt by
06/04/2018 0azaT: 10 PM 234836 (1) 2048966 (1)) BB B oy oy (ecbon

Valurtary R
¢ |

I O Sl
PRt i

O 05/19/2018 054412 PM 234154 (1) 2048088 ¢y | BB |

AR

Voluntary Reportable Food Report (Section

f G R oy e AN
SO ok Palbhis Lawe BI85 W)

el 2SI O WD 0 AICEIHS (1) ROAG1L76 (1 .

Wi ﬂ Wi IS | oo Page Lok 1ov v

PR A BEILICS | PIRERTIC GF D Cn T MET 1 e IR | CHGEL AR

2. Also, | have a 3 others that are not listed in my account but I'm pretty sure | reported. If not, I'll get them

submitted:;
[ ]
- B6
[ ]

3. | keep sending you the extra medical records that won't fit in the reporting portal. Is there someone else |

should send these to so | don't keep clogging your inbox?

Many thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www. petfoodology.org
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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: 2/28/2019 12:38:49 PM

Subject: DCM cases 2/28/2019- 0730

Attachments: 2063276- report pdf; CANIDAE- ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA--DRY

EON-381022; Taste ofthe Wild Pacrfrc Stream Canrne Form ula with Smoked Salmon: } B6

- EON- 350487 Taste of the Wild Whole Prey:i B6 - EON-381027; Taste Ofthe Wild:

B6 i- EON-381026; Zignature Kangaroo and Lentil: B6 i- EON-363773

Note there are some PFR follow ups- originals are included.

Original-350487/new 381026

381040- mentions 2 other dogs in household being screened

Original -364753/new 381035

Original 363773/new 381033

Not listed as a related PFR-- original 350487 (report 2063276) / new 381026

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

‘ ATYMITMNISTRATECGM

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:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification;i

2/27/2019 7:00:50 PM

B6

CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY
DOG FOOD: Lisa Freeman - EON-381040

2063286-report.pdf; 2063286-attachments.zip

A PFR Report has been received and PFR Event [EON-381040] has been created in the EON System.

A "PDF" report by name "2063286-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 "2063286-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-381040

ICSR #: 2063286

EON Title: PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA

DRY DOG FOOD; 2063286
AE Date 02/25/2019 Number Fed/Exposed | 3
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Doberman Pinscher
Age B6 vears
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063286
Product Group: Pet Food
Product Name: CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG FOOD

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

FDA-CVM-FOIA-2019-1704-012366



Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 1

Lot Number or | Best By

Product Name 1D Date

CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE
FORMULA DRY DOG FOOD

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-381040

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=398049

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.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think

FDA-CVM-FOIA-2019-1704-012367



you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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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: 3/29/2019 11:03:55 AM
Subject: DCM cases 3/29/2019 0630
Attachments: Crave Adult Dry Cat Food With Protein From Salmon & Ocean F|sh B6 -
__I§__Q[}l___§83623 Crave Adult Dry Cat Foqg__\_/_\f___t__h__P___r_c_)_t_(_a_l_n__Erom Salmon & Ocean Fish:i B6 !
i B6_i- EON-383624; Orijen Original:i B6 i- EON-383507; Rachel Ray peak open

range reC|pe (beef: Lisa Freeman - EON- 370720; Rachel Ray peak open range recipe (beef:
Lisa Freeman - EON-383627

Working under the new process. In general, if echo is described in the report or if it is from our frequent flyers

(Freeman,, B6  ‘etc), these will be sent. There may be others that come up at our weekly meeting.
Related 383627-370720
Related 383623-383624

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (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-malil
the sender immediately at david.rotstein@fda.hhs.gov.

i
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L CXR Report i B6 |

Final Report for Exam ID:

Patient ID Patient Name | BG
Sex: M ALTERED Birthdate: i
Weight a5

Hospital Name:

B6

Doctor Name: Date of Exam: L B6 :
Report Date: B 6 Report ID: 2386236
Reader:

History

Consult Type: FILMINTERP, SIG: DOB:L i
Doberman, Species: CANINE, Images: 3, Case Details: Referred for potenfial foe mass. Chest X-rays
revealed significant pleural effusion with suspected cardiomegaly. Echo confirmed cardiac disease with
Jailire. Primary concem is cardiac disease and not neoplasia. Current meds =| =13 i
iB6i

T cminri -4

Findings

Conclusion

Cardiomegaly consistent with patient history of cardiac disease. Pleural effusion and hepatomegaly with
suspected mild peritoneal effusion is most concerning for rght-sided cardiac dysfunction given patient
history and constellation of radiographic findings.

Increased interstitial opacity in the caudodorsal lung has differentials to include artifact secondary to partial
atelectasis and superimposition of pleural fluid, however mild pulmonary edema cannot be ruled out. If
clinically indicated a dorsoventral projection of the thorax could be considered for further evaluation of the
caudal lung fields and vasculature.

Degenerative changes of the spine and stemum.

FDA-CVM-FOIA-2019-1704-012466



B6

Recommendations

Continued radiographic monitoring of the thorax to assess response to treatment for heart failure are
recommended o evaluate response to treatment and befter evaluate for comorbidities.

i DVM, DACVR

12252 AM UTC

To contact me : If you have any questions or concerns regarding this report or would like to discuss this
case please contact me via email at B6 i

FDA-CVM-FOIA-2019-1704-012467



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: 10/26/2018 12:30:01 PM

Subject: DCM cases 10/26_»_/_2_0___1__8___(_)__8_2__7

Attachments: Blue Wilderness:; B6 i- EON-369415; Nov 2015-Nov 2017: Nature's Variety Instinct
Limited Ingredlent Lamb-Nov 2017- Aug 2018: Blu<_a___l3__t_1_f_f_a__l_9__l§_:_a_s|cs Grain Free-Aug 2018-Oct
2018: American Journey Lamb and Sweet Potato:i ~ B6 ! - EON- f_:’_@g§_7_§___ga__§1§ of the wild
grain free pacific stream-taste of the wild prey trout fimited mgredlents ~_B6 -
EON-369346; Taste of the Wild High Prame Lisa Freeman - EON-369325; WELLNESS CORE
GRAIN FREE:! B6 - EON-369373

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

HH MO BATMD S TR ATICM

Ed | |

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: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-
SARAH. PELOQ>

To: i _..B6_

CcC: Guag, Jake

Sent: 9/6/2018 4:46:04 PV

Subject: RE: 800.267 FDA Case Investigation for' B6 (EON 358522)

Wonderful. Jake Guag (cc’d on this email) will be sending you shipping/tracking information within the next
week.

Thanks so much, and have a great rest of your week!

From: B6
Sent Thursday, September 6, 2018 12:30 PM

Hello,
Sorry for the late response. There was no autopsy performed on _______ B6 | iAlso | double checked and | think we

have enough food for the 2 pint sized bags like you had mentioned. | would definitely like to do what | can to
help with the research.

Thank you

On Wed, Sep 5, 2018 at 10:54 AM Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov> wrote:
Hello again,

| want to thank you again for taking the time to speak with me today! As | mentioned, we_y\_/_gg_l_g__l_ilge to collect a

sample of the Halo food. Also, | forgot to ask you—was an autopsy performed wheni B6 ipassed
away? | didn’t see it in the record, but wanted to double check.

As an FYI. We are developing our testing plan for food collected from cases. However, individual samples from
consumers may not undergo all these tests, because there is not enough to run all the tests. Therefore the
testing of an individual case may provide data for only one or two components of the testing plan. The results of
the testing need to be interpreted as a group, not by individual sample test results. The data from all the different
cases is then evaluated for evidence of root cause for the ilinesses. During an active investigation,
individual product test results are not released to the public because such reporting would provide a
very incomplete representation of the overall data.

If you're still interested in providing the food, we can send a pre-paid box to your home. Please let me know.

Here are the links | mentioned:
https://iwww.fda.gov/AnimalVeterinary/ResourcesforYou/AnimalHealthLiteracy/ucm8616272.htm -- FAQs on DCM
and Grain-Free Foods

https.//www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm591327.htm -- FDA Center for Vet
Medicine Updates

Thank you so much!

Dr. Peloquin

From:! B6 ’
Sent: Thursday August 30, 2018 12:40 PM

FDA-CVM-FOIA-2019-1704-012477



To: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Hello,
That sounds good, the best number would bei B6
Thanks,

On Thu, Aug 30, 2018 at 12:18 PM Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov> wrote:
Hello,

No problem for the delay. | will call you on Wednesday, September 5 at 10:00am. What is the phone number |
should call?

Thanks,
Dr. Peloquin

From: B6 |
Sent: Thursday, August 30, 2018 11:00 AM

To: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.qu> _
Subject: Re: 800.267 FDA Case Investigation fori B6 (EON-358522)

Hello Dr. Peloquin,
| apologize for emailing back so late but since |l am a B6 | just had to organize my schedule to know
what times | am available. On the fourth | would be availablé all day, On the fifth | would be free anytime before
11a.m, and on the 6th | would be free before 9 a.m. Let me know when | should be expecting your call.

Thank you,

times when you would be available to speak (for ~30 minutes) during the week of 9/4-9/7. My normal office
hours are Monday-Friday, 7:00 am to 3:00 pm EST, but please note that | will be out of the office on Labor Day.
Thank you,

Dr. Peloquin

From:: B6
Sent: Tuesday, August 28, 2018 4:18 PM

Dr, Peloquin, you should have received an email earlier today from thei B6 Land it
has records dating back to 2015. Let me know if you received them and if not | have the file now and will send
them over myself. If you have received them those are all the medical records | have.

Thanks,

On Tue, Aug 28, 2018 at 7:29 AM Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov> wrote:

P -y

B6 : thank you for your response. | believe | have one record from: B6 | dating

6/28/18. If this is the only one from that hospital, | will go ahead and start reviewing the medical records.

FDA-CVM-FOIA-2019-1704-012478



Thanks,
Dr. Peloquin

From: B6
Sent: Monday, August 27, 2018 7:35 PM
To: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Subject: Re: 800.267 FDA Case Investigation fori B6 i(EON-358522)

Hello Dr. Peloquin,

Thank you for your condolences It was tough to go through, but if his case can help learn more about DCM it

would make it just a bit easier.i B6 isaw a family vet so there aren’t any records for the small stuff like

\_{g_c__(_:_!_n__gg___gheck ups, etc. When somethlng more serious came upi__B6__isaw the! B6 .
. B6 i1 called them and you should be expecting an email sometime tomorrow. | also asked them to copy
me in the emall so | can see it as well.
Thark yod.

B6

| have received medical records from Dr. Lisa Freeman for.  B6 icase. I'm so, so sorry for your loss.

After | receive full records, | will review them in their entirety and may request a phone interview with you.
Please let me know if you have any questions.

Thanks,

Dr. Peloquin

Sarah K. Peloguin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

tel: 240-402-1218

fax: 301-210-4685

e-mail: sarah.peloquin@.fda.hhs.gov
<image002.png> <image004.png>
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 ! 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

U5, FOOD & DRUG
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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.

Kind Regards

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

Sent: Monday, April 1 2019 4:30 AM

To: Andrea Fascetti;i B6 '

Cc: Guag, Jake

Subject: RE: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

| 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

ulﬂ .5, FOOD & DRUG

AEIOAENDE YR AT W

From: Andrea Fascetti <ajfascetti@ucdavis.edu>

Sent: Saturday, March 23, 2019 1:30 PM

To:i B6 >

Cc: Guag, Jake <Jake.Guag@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: Heads up: Vet-LIRN (FDA) shipped 800.267 samples

FDA-CVM-FOIA-2019-1704-012480



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 > wrote:

Hi Jake,
May you help to confirm the samples are for dogs or cats? | could not find the information

Thanks,

From: Guag, Jake <Jake.Guag@fda.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

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.
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-2019-1704-012481
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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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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,
413 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).

4.2 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-LIRN (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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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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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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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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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Nemser, Sarah
Sent: 10/31/2018 3:50:12 PM
Subject: RE: DCM-help requesting MRx

That works

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

U5 FOOD & DRUG
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From: Nemser, Sarah

Sent: Wednesday, October 31, 2018 11:47 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: DCM-help requesting MRx

No order, | move them into med rec requested folder and then request.

Sarah Nemser M.S.
Vet-LIRN Network Coordinator
tel: 240-402-0892

fax: 301-210-4685
sarah.nemser@fda.hhs.gov

From: Jones, Jennifer L

Sent: Wednesday, October 31, 2018 11:45 AM

To: Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>

Subject: RE: DCM-help requesting MRx

Thank you, are you starting at the top of the list or bottom?

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421 )
L8 U.S, FOOD & DRUG
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From: Nemser, Sarah

Sent: Wednesday, October 31, 2018 11:39 AM

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

Subject: RE: DCM-help requesting MRx

FDA-CVM-FOIA-2019-1704-012526



| am requesting some now

Sarah Nemser M.S.
Vet-LIRN Network Coordinator
tel: 240-402-0892

fax: 301-210-4685
rah.nemser@fda.hhs.gov

From: Jones, Jennifer L

Sent: Wednesday, October 31, 2018 9:51 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: RE: DCM-help requesting MRx

I’'m requesting a bunch now. Finally caught up on the 40 to triage! I'll handle any to BG since there are
alot.

F:\6-CASES\800.267-EON-Multi-DCM-Cluster\2-Cases\07-email templates

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

5. FOOD & DRUG - M
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From: Reimschuessel, Renate

Sent: Tuesday, October 30, 2018 2:45 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: RE: DCM-help requesting MRx

May take me till thurs to begin
Remind me where templates are

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

http:/fwww fda . gov/ Animalveterinary/ScienceResearch/ucm247334 . him

From: Jones, Jennifer L

Sent: Tuesday, October 30, 2018 11:38 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>

Subject: DCM-help requesting MRx

Hi team,

If the point of contact is Lisa Freeman, please don't followup on those. I'm in touch with her about several other
cases, and she sends me updates.

We have an updated initial request email template. You can include the food statement if needed. I'm doing a

FDA-CVM-FOIA-2019-1704-012527



triage right now.
Thank you,
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/uom247334.hitm

S. FOOD & DRUG _

AT 0 0

FDA-CVM-FOIA-2019-1704-012528



From:

To: Rotstein, David; Queen, Jackie L; Carey, Lauren; Palmer, Lee Anne

CcC: Jones, Jennifer L; Nemser, Sarah; Ceric, Olgica; Reimschuessel, Renate
Sent: 8/28/2018 12:29:20 P

Subject: 800.267 EON-358522! B6 Halo GF

Attachments: Mrx.zip

Interview +/- food pending
Will ask O if necropsy was performed

i __B6__'—4yr MN Great Dane

No rDVM mrx per O
h/o: B6 ino other existing health conditions per cardio mrx; eats GF Halo

dropped pulses, harsh bilat BV sounds EKG a tachycardra absent/burled p waves, irregular RR |nterval, tFAST
_,pleural fluid, min LV contract, incr LA size; aFAST perltoneal fluid a transferred to Tufts

B6 :BID; WB tau
B6__i: recheck at Tufts; not eating well, lethargic; gallop, murmur 2/6; echo a large volum_e_ ascites, no
pleural/pericard effusion; EKG a a-fib, HR 220, rare B6 s removed {B6L straw fluid; BW
showed ! T 5; added B6 idose

Died at homei B6

From: Rotstein, David

Sent: Monday, July 9, 2018 9:13 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser,
Sarah <Sarah.Nemser@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>

Subject: more DCMFW: Halo grain-free dry food (exact variety unknown): Lisa Freeman - EON-358522

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

ALY LN TR AT M

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

Sent: Monday, July 09, 2018 9:00 AM

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

Subject: Halo grain-free dry food (exact variety unknown): Lisa Freeman - EON 358522

A PFR Report has been received and PFR Event [EON-358522] has been created in the EON System.
A "PDF" report by name "2051557-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-358522

ICSR #: 2051557
EON Title: PFR Event created for Halo grain-free dry food (exact variety unknown); 2051557

AE Date ....B8 | Number Fed/Exposed

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

Age | B6 | Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2051557
Product Group: Pet Food
Product Name: Halo grain-free dry food (exact variety unknown)
Description: DCM and CHF Taurine not measured

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 Reacted With Product: 1

Product Name

Lot Number or ID

Best By Date

Halo grain-free dry food (exact variety unknown)

Sender information

Lisa Freeman
200 Westboro Rd

FDA-CVM-FOIA-2019-1704-012530




North Grafton, MA 01536
USA

Owner_information._.___

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-358522

USA

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
issueld=375146

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.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah; Peloquin, Sarah

Sent: 1/30/2019 1:19:09 PM

Subject: 800.267-DCM plans

Attachments: 800.267-Cases-All-summary-triage version-12-19-18-v2 .xlsx; 800.267-VL Eval-No Followup-

1.30.2019.xlIsx

The EON# only for the cases we evaluate will be put into this spreadsheet: 800.267-VL Eval-No FoIIowup

(attached) and stored here:; B5 ; .
The EON can be saved in this folder if no MiRx: i B5
B5 ' and this folder if there are MRx but no Echo:

! B5 |

If we do follow-up on a case, it can be entered here: 80U 267-CEsE5-AN- -summary-triage version-12. 19 2018
We'll follow the same process of MRx request and summary for these cases.

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/fwww.fda gov/AnimalVeterinary/ScienceResearch/uom247334.him

W5 FOOD & DRUG .. v:;&;
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B6

;’-CXRReport i B6 |

Final Report for Exam ID: 2546992

Patient ID i B6 | Patient Name | B6 i
sex M ALTERED Birthdate: i B6 |

Weight g5

Hospital Name: B 6

Doctor Name: DateofExam: | B6

Report Date: B 6 Report ID: 2386236

Reader

History
Consult Type: FILMINTERP, SIG: DOB:{_B6_|

L cm iy =

_EY. Sex: M ALTERED, Wi: 9Slbs, Breed:

Doberman, Species: CANINE, Images: 3, Case Details: Referred for potential toe mass. Chest X-rays
revealed significant pleural effusion with suspected cardiomegaly. Echo confirmed cardiac disease with

failure. Primary concem is cardiac disease and not neoplasia. Current meds 2

B5 ;

PRN
Findings
Three lateral radiographic projections of the thorax dated 8/6/2015.

Conclusion

Cardiomegaly consistent with patient history of cardiac disease. Pleural effusion and hepatomegaly with
suspected mild peritoneal effusion is most concerning for rght-sided cardiac dysfunction given patient

history and constellation of radiographic findings.

Increased interstitial opacity in the caudodorsal lung has differentials to include artifact secondary to partial
atelectasis and superimposition of pleural fluid, however mild puimonary edema cannot be nuled out. If
clinically indicated a dorsoventral projection of the thorax could be considered for further evaluation of the

caudal lung fields and vasculature.
Degenerative changes of the spine and stemum.
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B6

Recommendations

Continued radiographic monitoring of the thorax to assess response to treatment for heart failure are
recommended o evaluate response to treatment and befter evaluate for comorbidities.

"""B6 __IDVM.DACVR

e - A

872018 112252 AM UTC
To contact me : If you have any questions or concerns regard

case please contact me via email ati B6

ng this report or would like to discuss this

FDA-CVM-FOIA-2019-1704-012550



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-

JENNIFER.JO>

To: Peloquin, Sarah

Sent: 9/19/2018 5:55:36 PM i
Subject: i - taurine
Attachments:

Filed.

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

it .5, FOOL & DRLG

ADMENIETRATICH

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Wednesday, September 19, 2018 11:16 AM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: FW: Name:! B6 - taurine

Taurine results

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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Cummings School of Veterinary Medicine

Clinical Pathology Laboratory
200 Westboro Road
North Grafton, MA 01536

Name/DOB: i B6 Provider:! B6 | .
Patient ID:i B6 : Sex: CM Order Location: V320422:i__ B6__ ¥und Lipitor Study
Phone number: Age: 6 Sample ID: 1809100105
Collection Date: 9/10/2018 2:31 PM Species: Canine
Approval date:  9/18/2018 11:01 AM Breed: Great Dane
eSS NAME . 0 RESIE] - RANGE = = UNIIS °  REFERENCE
. INRANGE | OUTOF RANGE | RANGE
Taurine: Whole Blood Level | B6 |
Whole Blood Taurine | B6 | [ %] nmol/mL 200-350
09/10/18 2:52 PM 5200 nmol/ml=no risk for taurine deficiency
Reviewed by:

Sample ID: 1809100105/1
END OF REPORT (Final)
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From:

To:

CC:
Sent:
Subject:

Attachments:

Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-
JENNIFER.JO>

Rotstein, David; Carey, Lauren; Palmer, Lee Anne; Queen, Jackie L

Ceric, Olgica; Nemser, Sarah; Peloquin, Sarah

8/24/2018 6:41:49PM

RE: 800.267-EON- 3542511 B6 :4Health large breed dry food

EON-354199-251-Tufts-MRX-combined. pdf

Food, interview, rDVM MRx pending

B6

;-developed a hacking cough w/ panting, worse at pm after 2 weeks ago had a sedation to

“rémove porqupine qunls past week progressive cough w/ lethargy, hyporexia; when occurred owners changed
diet from 4Health to Purlna dry w/ wet to entice hIS appetlte

perlodontal dz harsh Iung sounds bllat m|IdIy wobbly on ambulatlon (recent ax)
Cardio PE: weak art. Pulse, gallop rhythm, mild dyspnea
Echo: DCM (LV/LA mark diI) +2 MV, +1 TV regurge, dec pulm/aortic velocity

Labs: inc Lact BG

Tx

B6

ECG. freq VPCs w/ 2 VPC coupolets, X-Rads: resolved PE w/ persis pulm v distention, mild improved

moderate cardiomeg
Taui

B6

B6 iocc cough walks 1.5-2 mi SID, not yet started L-carn

B6 \died

Jennifer Jones, DVM

PE. sinus arrhyth w/ premature beats
ECG: nsr; Chem/T4 nsf

Veterinary Medical Officer

Tel: 240-402-5421
WS, FOO & DRUG

AR EIND ST R ATEC B

From: Rotstein, David

Sent: Monday, May 21, 2018 8:05 AM

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

Subject: RE: 4Health large breed dry food: Lisa Freeman - EON-354251

Thank you Lauren!

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

CVM OSC/DC/CERT
7519 Standish Place
240-506-6763 (BB)
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.S, & DRUG

ALMINITETRAT WM

f jvioRug s

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: Carey, Lauren

Sent: Monday, May 21, 2018 8:02 AM

To: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: FW: 4Health large breed dry food: Lisa Freeman - EON-354251

PFR for the RFR.

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

Sent: Monday, May 21, 2018 8:00 AM

To: Cleary, Michael * <M|chael Cleary@fda.hhs.gov>; HQ Pet Food Report Notlflcatlon
<HQPetFoodReportNotification@fda.hhs.gov>;! B6

Subject: 4Health large breed dry food: Lisa Freéman - EON-354251

A PFR Report has been received and PFR Event [EON-354251] has been created in the EON System.
A "PDF" report by name "2048125-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-354251

ICSR #: 2048125
EON Title: PFR Event created for 4Health large breed dry food; 2048125

AE Date 05/18/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Unknown
Breed Great Dane

Age 2 Years

District Involved | PFR-New England DO
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Product information

Individual Case Safety Report Number: 2048125

Product Group: Pet Food

Product Name: 4Health large breed dry food

Description: Reported as RFR EON-354199. 2 year old Great Dane with DCM and CHF. Has eaten 4Health dog
food (large breed dry) since 6/2016. Taurine levels pending. Owner has switched to another food and has saved
the 4Health food

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: Unknown

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

4Health large breed dry food

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 ..

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-354251

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&issueType=12&
1ssueld=370733

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

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

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

\eterinary Medical Center

AT TUFTS UNIVERSITY
Cardiology Liason: SOB-BE7-4696

Cardiology Appointment Report
Date: 5/25/2018

Attending Cardiclopict
[ John E. Rush DVM, MS, DACVIM {Cardiology}, DACVECC

B6

B6

Cardiclopy Recident:

Cordiclopy Technician:

B6

Redhedk DCM - CHF on B6 |

Conamrment Diseases:
None

Genersl Medical History:

Almost badk to his baseline snce last discharge oni
couph after he eatsfdrinks fast

GﬂE: for 1.5~2mile walk daily

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

Diet ond Supplemernis:

Purina proplan high performance dog food 3 cups BID

Purina proplan 1 can 51D

High calory syrup covered medication

Also planning to start him on B6 AP lements tomormow

Cordiovaseular History:
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Prior CHF diagnosis? Yes

Prior ATE? No

Prior arvhythmia? Yes occasional VPCs

Cough? Yes after drinking/eat iz

Shoriness of breath or difficulty breathing? no

Smcope or collapse? no

Sudden onset lameness? no

Exercise into lerance? No

Prior heart murmur? yes grade | left apical systolic murmur

Cumvrernt Medicalions Pertinent 1o OV Systemn:

B6

Cordine Physical Exomnmanalon-

B6

Mustle condition:

ml\lurml Dmh'aham:luia

T mid muscle loss = marked cachena
Cardiovasculor Physicall Exam:
Murmur Grade:

[ none DMN

Y L wpn

M v

ETY.Y

Murmur locationfdesoription: Left apical systolic murmur

Jupular wein:
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i Bottomn 1/2 of neck
[ middle 1/3 of neck

Arterial pulses:
[ wweak
[ Fair
i Good
N Strong

Arrh#’mia:
| None

ﬁSiu.Emhfth'n
M premature beats

Gallop:
ol es
M nNo
[ mtermittent

Pulmonary assessments:
b Eupneic
DHﬂddﬁ;mEﬂ
] mMarked dysprea
& Normal BY sounds

Abdominal essm:
M Nomal

Dl-lqlatlmly
[ ahdominal distension

Problemns:
DCM and hx of HCF

Grade 11/V] left systolic murmur

VPC's
Not gaining weight

Differential Disproces:
DCMm

benign VPC, splenic mass, pain, cardiomyopathy
insufficient caloric intake, hyperthyroidism,

_JEdu:Itiugnrn
[ chemistry profie
M eoG

M Renal
DBhﬂp‘Eﬂl‘E

Echocardiopram Fndings:

General/2-D findings :
Not performed

ECS findings:

L Top 2/3* of neck

L pounding
[ pulse deficts

Dnlsmpmﬂnus
L other:

E Dialysts prafile

[ NT-praBNe

= Tropanin |
Other tesis= T4
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NSR

Assesanent and recommmendations:

The patient s clinically doing well, although the owner had to gnreai

oi

Fnal Diagnosis :
DCM with history of LCHF

Heart Foilhee Classhication Score:
ISACHC Classification:

Hia

H I

1

ACVIM Classification:
O a
Odm
(Y]

Ema
b

Cp

B6 bnce

B6

. B6 WE have also recommended a food chanpge 0 help with weight gain and for hw
Na ntake. Raiukahm:aldnm renal values, and ECG in 3-4 months
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Cummings " B6

Veterinary Medical Center et

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

AT TUFTS UNIVERSITY 5 Years Ol Male (Neutered) Great
Cardiology Liaon: SOB-BB7-4696 Dane

Ble BW- Weight{bs) 000

Cardiology Inpatient

Date B6
Weight Weight{lbs} 0.00

Attending Cardiclogict
I3 John E. Rush DVM, MS, DACVIM {Cardiology), DACVECC

B6

Cardiclopy Resiclent :

B6

Thoaradic radiopraphs svailable for review?
M Yes - in ER email
[ Yes _in PACS
[ No

Presenting complaint and imporiant conourent diseases:
suspect CHF with enlarged heart, suspect DCM

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

Key ixlication for consultation: {murmur, asthythmia, needs fluids, etc.}):
murmur, tachycardia, enlarged heat on rads wih B-lines and pulmonary edema on rads

Questions ta be answered fram the Consult:

medication recommendations

ks your consult time-sensitive? (e_g., anesthesia today, owner waiting, trying to get biopsy today}
2 Yes (explain}
M No

*STOP - remainder of form to be filled out by Cardiology*

B6

PR T ——
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Muscle condition:
[ Normal
[ mild musdle loss

Cordiouaccular Phyxical Exom
Murmar Grade:

[ None

[ 1w

11001

T g

M Moderate cachexia
[ Marked cachexia

v
Hwvivi
= vipvi

Murmur location /deaription: left apical sytolic

Jupular wvein:
M Bottom 1/3 of neck
[ mMiddle 1/3 of nedk

Arterial pulses:
s Weak
[ Fair
I Good
[ strong

Arrhythmia
[ None
[ Sinus arrhythmia
[ Premature beats

Gallop:
M Yes
[ No

] Imtermitbent

Pulmonary assessments:
= Eupneic
s il dyspnea
[ Marked dy=pnea
[ Normal BV sounds

[ Top 2/3 of nedk

[ Bounding

[ pulse deficits

2 Pulsus paradoxus
[ Other {describe):

2 Bradycardia
Tachycardia

= Pronounced
[ other-

W Pulmonary Cradkles

] wheezes

L Upper airway siridor

= Other auscultatory findings:

Abdominal exam:
M Normal [ Ahdominal distension
= Hepatomegaly I mild ascites
| ]

B6
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Radbopraphic findings :
rDVM radiographs: severe generalized cardiomegaly with left arial enlarpement. The pulmonary vessels
arne distented. There is a difluse nterstitial pattern n the caudal lung field.

Assecoment and recommendotions:
Echocardiopram reveals DCM with a marked ly enlarped LA and adtive CHF. Recommend starting

i B6 : The patient was moderately
" dypneic during the examnation with diffuse crackles and murnmendl B6
’ B6 Once the patient is home and eating with a good qlpet[te,thenm B6

___________ B Gihuuld be started aswell. The MR gradient was low and ideally a blood pre<Sisa dhioni d Bs
obtained_ The patient has a history of eating an atypical diet in the past and DCM related to the diet
remains a posshility since the patient is relatively young. Taurine level will be submitted. Recommend
continuing with amore “typical™ commercial diet that is not grain free and tawrine supp lementation
could be started as well Rechedk renal values prior to discharge. A rechedk echocardiogram s
recommended in 3 months or sooner if the patient develops dinical sipgns such as moreased RR/RE,

cough, exercise intolerance, or syncope

Fnal Dispnosis:
- Advanced DCM with severe LA enlargement and active CHF rfo genetic v= nuiritional

Heort Foilere Clocdfieation Soore:

ISACHC Classification:
™ = na
b M Ilb
]

ACVIM CHF Classification:
da M
[ g1 O p
[ B2

M-Mode
Ivsd
viDd
IvPwd
IVSs
LVIDs
LVPWs BG
%FS

An Diam
LA Diam
LASAD
EPSS

3§®353533493

M-Mode Normalized
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IVSdN
LVIDdN
LVPWdN
IVSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

SA LA

Ao Diam

SA LA f Ao Diam
Iv5d

LVIDd

LvPwd
EDW{Teich}

IV5s

LVIDs

LVPWs
ESV{Teidch}
EH{Teich}

%FS

SV{Teidch}

LVid AAC
LVEDV MOD A4C
LVis AdC

LVESY MOD A4C
LVEF MOD A4C
5V MOD AdC

Doppler
MR Vmax
MR m=PG
MV E Vel
MV DecT
MV A Vel
MV E/A Ratio
E

A

E/E

PV Vimae
MY maxPG
TR Vmax
TR maxd'G

B6

{029 - D52}

{1.35-173}!
{033 - 053}

{043 -D.71}!
{079 - 114} 1
{053 -D.78} !
{D.68 - D.89} I
{0.64 D90} I

3i®R3I 33533833

ml

ml

ml
mfs
mmHg
myfs
mfs

mfs
mfs

mfs
mmHg
mfs

mmHg
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7/26/2018 6:19 PM

Ifreem01

Client Notes

for B6 ;

LMOM. Saldeas sorry about B6

iand hope she's domg

interested in learning more abouti “put I wanted to
talk to her first to see if she's willirngtoret me share
medical records and for FDA to contact owner. Please call
back and I will answer any questions she might have.

LMOM, want _to__l_<now what happened, we are very sorry to

hear that- B6 .passed away. Please give us a call if you
want to talk.”™™

Email from Switchboard Operator to MedRec:

Good Afternoon Medical Records Team,

B6 bwner called in to let us know that

Be _iunfortunately passed today.

owner called, spoke with both the operator and myseIf re:
message left by student earIier today. The operator tried to

She had questions re: counting Resp Rates prior togiving ", -
the medication since that is what she has done in the past.i

There were no notes re: the Resp rates, so I could not help”

with confidence as to what the owner should do. I
transfered her back to the operator for the o erator to
ema|I-

during the day, and then 100mg in the evening (total TID)
regime. Also told O that if th|s doesn't work out with her

B6 i BG

......................... -
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Cllent Notes

SWO O wondering if we drew blood for his thyroid level
while he was here. Told O that we did not check thryoid
level. O wondering because she read in the web that
hypothyroidism can cause DCM in some dogs and was

wondering if{ "gg” thas hypothyroidism or not. Told O if
she really wants t_(_)__(_:_h_ec_:k it she can request the blood work
to be done when:’ i

and |nvest|gate muItlpIe potential causes for DCM at once.
Also recommended making an appointment with Internal
medicine if she really wants to figure out why she is having
a hard time giving weight tGBGD understands and
said probably make an appomtment withiBsj and request T4

.............. r5e!

should be receiving 1 tablet of ¢ __B6 itwice a day
Apologized to O, O understands. ! B6 i

SWO regardlng the callbacks. O was wonderlng when to

causes of DCM on dogs from the information she got on the
internet. Told O that current evidence suggest genetic
predisposition and taurine deficiency are the big two
factors, and not probably quills entering her arteries. O
wishes to see the chest radiograph when she comes back
for recheck to take the photo of the radiograph O would

Reported case to FDA as potential diet-related DCM

BG
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Te lephone {508} 8395395

\leterinary Medical Center s

AT TUFTS UNIVERSITY i

Discharge Instructions

Ovwmer
Mamne B6 ! Mamne Patiewt W) BS__ !
Addre

Blue Male { Netered) Great Dane B6

[C]  lohnE RushDVM, M5, DACVIM {Cardinlogy), DACVECC
B6

B6

Diapnostic test resulls and findings:

Chest radiograph (x-ray) findings: The heart & enlarged and there i fid inthe ongs

Echncardiopram finding<: All dhambers of the heart are enlarged and there i a leak at the mitral vahe

EOG finding=s: The BECG showed frequant vaniricular premature contractions (VPC) withs few couplats {2 VICs

ocourring side by side)

Labwawk finding<
The kidney vahues are slightly elevated, but should be good enoupgh o continue the ourent medication
The results of the blood taurine lewd is still pending, we will call youas soonas that becomes available.

Case susmnary
Thank you so much for entnsting us with, B¢ jcared 36 prsentad i Tufis ERal. B6 :though refermal from your
primary veterinanan who found enlarged heart and fluid inhis bngs on dhest xrays.

At Tufts, with urther diagnostic tests]Be__ has been diagnosed with a primary heart musde disease cal ied dilated
cadiomyopathy (DOM). This disease s more comemen inlanse and iant breed dogs and s dharacterized by thinming of the
walls of the heart, redured candiac pump function, and enlanrement of the upper dhambers of the heart. Many dogs with
DOM will also have significant ardhythmias which can be life-threatening and also requare medical management The heart
enlarsement has now progressed to the point of congest ive heart faihre, meaning that fuid & backing up ifto the bngs ar
belly. Urnirhunately this s a progressive disease and we carmot reverse the dhanges o theheart muscle, however wecan
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Marw of the VPCs meuulah!l_. but we did find couple itihmﬂmtm:ﬂha%m‘edﬂakmmdwﬂln
another {a couplet). Since the heart failure & known 10 cuse arhythmias, and the madication we would vse s not benion
either, we wimild lie to monitor his ECG at his next recheck in 1-2 waels 1o see ifhe oot e to have alrormal riwythms.

muemamﬁrtiﬂesalilghmmmmm

Ronineing at homner

o Wewould lieyutommir! B reathing rate and effort at home, ideally during sleep or at a time of rest.
ﬂedmuflhgsumlheaijﬁ:ﬁaihaﬁedmmehaﬂmnteaﬂelht

O  In general, most dogs with heart faiure that i well condrolled havea breathing ate at rest of less than 3510 40
breaths per minule. Inaddition, the beeathing eflort, noted by the amount of belly wall motion used for each
breath, is Fairly minimal ifheart faire & contmolled,

o Aninoease in breathing rate or effort will uaslly mean that you should sive an exira dose of: B6 i IF
cifficulty breathing is not improved by within 30-60 minuitesafer ghving esdral 86
that a rechedk evam be scheduled andfor that your dog be evahsied by an emergency dinic.

O Thereae nsinections for monibaring breathine, and a form o halp keep tradk of breathing rate and drog doses, on
the Tufts HeartSmart web site (htipffvet tufis eduyheartameart fat-home- monforing /).

O Wealso wart you towatdh for wealness or collapse, a reduction in appetite, warsening couph, or distertion of the
belly as these findings indiatethat weshould do a redheck ecmination

o Ifymlmeawmmmﬁmﬂamlltrlnm'_'_gémerdlﬂaﬂqavdatmﬁrmnguqdmmmﬂlﬂ
m'm ............

Recosmnenvded Medicalions
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Dict suppesions:

Daogs with heart faihure acosmiatermore fuid intheir body i they eat lange anounts of sodium {salt]. Sodum can be found
inall fonds, bt some foods are lower in sodiuom than others. Many pet treals, people foods, and supplements used to ohve
pills often have more sodium than is desiable- a sheet that has upmestions for low sodium reals can be found onthe
HeartSmart web site (hittpef feet tufts ecdufhearamant fdiet /)

;’ """ Be__ may alsn henefit fromgeiting | -camitine supplement. The recommended dise of L-camitine i B6 EL B6

B6 + You can find over-the-counter produd for L-camitine supplements, and there snoneed
tu[htan;lm:riltimirit.

Berdse Recommnendstions
For the fast 71010 days after starting medications for heart ailure we recommend very limited activity. Leash walking only
is ideal, and short walks to start. Dn:ethelmtfa‘hmishethxurﬁulhlﬂmsligl'ﬂy longer walks are acceptable.

areadvised hMMMﬁMWMhHlBHﬁMEFﬂHMNI chasing, nunning fast ofHeash, etc)
are generally not ardvised at this stage ofheart faikre

Ilﬂ:llm:l\&ils

Thank you for eninstinguswithh - B6_care. Pleaseoniact our Cardinlogy liaismn,| B6 o
amail s at candiowsl@Eiulils edu for schediling and non-emergant questions or conerTs.

Sincerely,
B6

Please visit our HeartSmart wehsite for more irommation
hittpeffwet tulfts. edyheartsmartyf

Presriplinn Refill Dis closoe -
For the sofely omd well-be img of oar polients, your pel mesd ene hod on eseminadion by one of our velerimorions within the sl
yeor it order o obioin presoriplion medicetions.

Onderiog Food:

Pleose oheck with your primovy velersmoion o pordrese e recommended dietifs). 5 you wish o erechose your food from s,
plecse ool 7-10deys e odvence [SO8-887-4620) In ensure Hthe food & in siock. Allermolive . velerimory dicls con be ondered from
onlane reloders with o presoriplion/ve lerinory opprevel.

Clinio Trinks:
Chinricxd Trioks ore studies inwhich ourvelerinery dociors werk with you ond your pet o invesiigole o speeific diseose prooess or g
promisimg mew test orireolment. Pleose see our welsite: vet hufls. eduy/ovmnc/oliniosl-shdies

Caxi B6 | Owner:i  Be i DiEdhape ndnactions

FDA-CVM-FOIA-2019-1704-012573



Cummings T —

. - Morth Grafion, MA 01536
Veterinary Medical Center e
AT TUFTS UNIVERSITY hittp:{/vetmed tufts eduf

Discharpe Instructions
EIZE@ZH ﬂth: - i Patienk WX B6 |
Eﬁﬁﬁmm = B6

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

Attemding Cardiningisi-
[ 1ohn E. Rush DV, MS, DACVIM {Cardiolooyl, DACVECC

B6

WT&’.&E it
B6

AdelDote . B6.______

DbchageDate  B6 |

Diapnoses:

Dilated cardiomyopatisy (DO ) with mngestive heart faikre

CEnical m

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

of druags will headjlsha:lhasaimmel:lmjlig rate and effort. in general, most dogs wilth heart failre that & well
conirolled hawve a breathing rate 2t rest of less than 35 1040 breaths per sinute. In addition, thebreathing effort,
noted by the amount of belly wall motion used for sach breath, i fairly minimal i heart faire s contmoled. An inoease in
Iremh'lgmhaurd‘htwﬂl mﬂhnmﬂntyuudnﬂguemmdmeui B6 i F ciffiualty breathing is

hedp keep track of breathing rate and dng doses, on the Tuls HeartSmart web sie

{hittpf Avet tufts.edufheartsmart fat-home monibaring /). We also want yourto waich for wealness or collapse, aredhuction
inappetite, woarsening anph, or disterntion of the belly as these findings indicate that we should do a redheck examination.
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Diet Suppestinns:
As disoussed, we have talked to our naatritionist for low sodiem diet that's appropriatefor: 86| They have reoommended

Purina OME Smartbiend Beallly PppyFormes.
nlmjww“dmfﬂmﬂﬂ}mhﬂhgahuaﬂmﬂ?ﬂﬂ]h B6 Wermommendgving 6 cups of this

Tood per day iotal {so 2 oxps nﬂmmmaﬂEmnﬂedemﬁuﬂl}. We understand this diet is
indicated for puppies, bul cnsidering his need o gain weisht, we think this diet is the best option while meating the low
sodium requiremerit of candiac patients. Please monitor his weisht repularly and increase the amount fed as needied.

Youmeriioned that youare using hish calory syrup o avat medication for’ gg ™ | \‘Iﬂ:iﬂ(p.lh]dﬂ:kﬂl:ﬂﬁmmtﬂit
inthat symup and find a better altemat ive iFthe sodaem level 5too hgh.‘l’m-'lmsitTuﬂs HeartSmart wehsite o low
sodnam treat opbions

Recosmnended Medicotions:

HPiease nole that we may adisst the doses and frequeency of these medicatinon depending on wihot we ind on
bloodwork™™

Redheck Wisis:

A recheck edhocardiosram s recsmmmendied in 3-4 maorths. Please schedile this as soon as possible as our appoinimant slols

teruds 1o fill up very quickly and may need 1o be scheduled up o 4maonths inadvance. Please contact our Candioloey [aison,
i B6 ior email us at candiowel@uits edu for scheduling and non-emergent questions aor

" care. He &5 such a good boy, and always a pleasure to wark with!

Please visit our HeartSmart website for more infomation
hittpcffvet tults. edhyheartsmarty

For the safely ond welHbeimg of car palients, your pel mast e hod on exominalion by one of ourvelerinorions within Lhe post
yeor in order o oldomn prescription medicotions.

Ondeniog Food:

Pleose ohve ok with your primory velerinorion 1o puarohoer the recommended diel{s). I youwish o meehose your food from s,
please eoll 7-10doys in edvence [SO8-887-96.29) o ensare the food B in siock. Allernolve ¥, velerinory diels con be ordered from
online reloiders with o prescription/ve lerimory opproved.

Choicol Tiinks:
Chnicl trials ore studies i which our velerinary doctors work with your ond your pel io invesligolre o speciic dsease process or @
promisimg new lest ortreatment. Pleose see our welsite: vet_ s edu/evime/olinionl stuoies

Caoe  B6 | Owner: | B6 5 Dischanpe Instnctions
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ECG from Cardio

.....................
B6 i i B6 i3:41:18 PM
i (EETN = opby PR i
' Tufts University
Tufta Cummings School of Vet Med
Cardiology
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ECG from Cardio

B6 E i B6 i3:41:46 PM

Tufts University

Tufta Cummings School of Vet Med
Cardiology
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Cummings

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals

55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: E B6 i Patient: [ "Bé i
Veterinarian: 4 Species:  Canine
Patient ID: B 6 Breed: Great Dane
Visit ID: Sex: Male (Neutered)
Age: {Be iYears Old

Lab Results Report
Chemistry 21 (Cobas) . B6 3:57:20PM Accession ID: 55
|Test IResLu-l.;s? ............. - IReference Range IUnits
GLUCOSE B 67-135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL.
GLOBULINS 23-42 g/dL
A/G RATIO 0.7-16
SODIUM 140 - 150 mEq/L
CHLORIDE B6 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29 - 40
T BILIRUBIN 0.1-03 mg/dL
DBILIRUBIN 0-0.1 mg/dL
I BILIRUBIN 0-02 mg/dL
ALK PHOS 12-127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L
T4 Add On/Clin Path . B6_15700PM Accession IDL. Bg i
Test [Results | Reference Ran|ge |Units
T4/TOSOH i1B6i 1-4.1 ug/dl

Y 1/1 i _B6 i B6 i

stringsoft

Printed Friday, August 03, 2018
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Foster Hospital for Small Animals

Cummings S

Telephone [S0R) 8395395

\eterinary Medical Center e iy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Pt Owaner
Mames B Mamne: B2 ’ B .
Spedes Canine Address Dateofrequest::  _B6 |
BlueMale { Neulered) Great Dane B6
Birthdate: 5T
Attending Clnicia’ B6 i{Resident, Candiolooy] Sthsdeni-
Date ofexam  B6 |
Patient Locationr Ward/Cape: ICUrnn 2 Weight {kg} 46.10
Secdation
M Inpatient [l paG
[ Outpatient Time: Tl oaac
] waiting [ 172 dose OBAG
[ Emergency DexDomitor/Butorphanol

[ Anesthesia to sedatefanesthetize
Examinaolion Desred: LA 1 view [ateral

Presenting Complait and Chnical Cheections you wisch 1o answer:
**Active heart failure™™ Great Dane, so please use large animal radiograph machine for 1 view |ateral
Want to know if there is any signs of active congestion

Pertinent History:
2yo MN great dane with histroy of 2 week long cough and panting. Dx with DCM and CHF yesterday

Fandling <
RIGHT LATERAL THORAX, TWO VIEWS. Compared to rDVM images in stringsoft.

The cardiac silhovette is mildly generally enlarged with the mpression of being mildly smaller in size
compared to the riDVM study. The cranial lobar vein remains mildly enlarged compared to the artery and
the tertiary vessels within the caudodorsal ung field are more conspicuous than typically expected. The
previously noted intersitial pattern has resolved. There are three ECG lead pads overlying the lateral

thorax

There are non-obstructive mineral opaque foci withwin the region of pylorus and ntestines
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cranioventrali. The visible osseous structures are nomeal.

Condusions
- Resolution of pulmonary edema with persistence of pulmonary veinous distention.
- Mildly mproved moderate cardiomegaly consistent with reported DCM.

Radiclogicts

Primary: B
Reviewng:

Dole=x

Iiapulted B6
Finalized:
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1890/
1 8902 BG

Sample Submission Form

UC CUSTOMERS ONLY:
Amino Acid Laboratory Non-federal funds ID/Account Number
University of California, Davis to bill;
1020 Vet Med 3B

1089 Veterinary Medicine Drive
Davis, CA 95616
Tel: (530)752-5058, Fax: (530)752-4698

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html
Vot fTac Contuetl - S ;
Company Name: Tufts Cummings School of Veterinary Medicine
Address: 200 Westboro Road
North Grafton, MA 01536

Email:_clinpath@tufts.edu

Tel: 508-887-4669 Fax: 508-839-7936

Billing Contact:[__ " B6 : TAX ID:

Email: B6
Patient Name: ‘ BG

Species: Cananl. ,

Owner’s Name:__ B6 i

Sample Type: ‘@lasma @ Whole Blood DUrine 5 D Food I:I Other:

Test Items: EI aurine I:I Complete Amino Acid DOther:

Plasma:___ B6 Whole Blood: BG Urine: Food:

Reference Ranges (nmol/ml)

Plasma Whole Blood
Normal Range No Known Risk for Normal Range No Known Risk for
Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

B6

Canine
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........................ -

Soap Text Created By - Veterinarian: Clinician, Unassigned FHSA - Updated oni_ B6 15:08:38 PM By:

i Be___SIGNALMENT: 2yo MC Great Dane

PRESENTING COMPLAINT: ref: possible CHF

HISTORY:

2 weeks ago, P was quilled by a porcupine and had to be sedated for removal. After that time, he developed
a hacking cough and panting. It got progressively worse over the past week. O has also noted that he has
been lethargic with worse coughing and panting at night, as well as a decreased appetite. When this all
occurred, P was switched from a low-protein For Health diet to Purine One with a high-calorie supplement

cause of his cough. He was placed under GA for endoscopy which did not yield any results. The coughing
continued, so rDVM took CXR which showed an enlarged heart and pulmonary edema. P was then referred
to Tufts.

SUBJECTIVE:

OBIJECTIVE:

B6

B6

with CRT=2sec

ASSESSMENT:
Al: Advanced DCM
A2: CHF

PLAN:
P1
P2
P3
P4
P5
P6
P7

Diagnostics Completed:
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Tufts:
AFAST/TFAST: B-lines in most fields, LV dilation with limited contractility, negative for fluid

Client Comm:

Discussed with O that based on initial assessment and rDVM rads, concern for DCM and CHF. P has already
possibly nutritional in origin - now on appropriate diet. Most likely degenerative disease. General prognosis
is 6-12mo, P needs to stay in-hospital overnight to help get him out of failure, then would go home on meds
for the remainder of his life. Recommended starting with a cardiology consultation with echocardiogram,

1 O agreed and wanted to wait for the consult before leaving.

significant followup including bloodwork, CXR and echos. Repeated full conversation to both female O and
male O during visit. Both would like to take him home ASAP and male O will be the one picking him up as
female O is working.

B6
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went to rDVM for endoscopy under general anesthesia to look for a quill as the cause of his
cough At this visit, rDVM took CXR that revelaed enlarged heart and pulmonary edema.

Current medications:

B6

Overnight Update:

appetite has returned with normal urnination as well. Review of his ECG revealed that he had frequent VPC's
throughout the night with 2 episodes of VPC coupolets. BAR upon morning examination and had normal
breathing effort.

Subjective:

Objective:

B6

Heart: grade I-11/VI left apical systolic murmur, femoral pulse good and synchronous, no gallop or arrythmia

ausculted

NOVA: Lactate g6} (0-2), BUN=issi, Creat 86

Diagnostics Completed:
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Cardiology Consultation: DCM with LAE and mild MR

Assessments:

Al: CHF secondary to DCM - improving
A2: Frequent VPC's with 2 episodes of couplets

Plan:

P1:
P2:
P3:
P4.:
P4.:

SOAP completed b
SOAP reviewed by:

B6
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Palmer, Lee Anne; Queen, Jackie L; Rotstein, David

CcC: Peloquin, Sarah

Sent: 11/13/2018 4:.48:41PM

Subject: RE: 800.267-EON-355590-355703a _______ I§_5_§_______;-4health Grain-Free Large Breed Formula Adult
Dog Food

Attachments: eon-355590-mrx.zip

Deceased.

MRx below. Interview pending.

6 yr MC White Shepherd Dog

Hx B6

B6

B6 i at rDVM for coughlng rads were heart dz vs lung dz; 2 wk hx cough w/ some phlegm,
tachypnea dyspnea poss DCM on flash, presumptive DCM on ER US; UTD vx/flea tick prev; no recent travel;
ate 4Health GFE_L.arce Breed doa food

5/29 PE: mod MCS, mod periodontal dz w/ calc, mod bilat mandib lymphadenopathy, fair-weak femoral pulse,
mild inc RR/RE w/ abd component; mm wasting cver hind legs/spine, stiff on rising w/ valgus deviation-bilat;
Occ VPCS, intermitt S3 gallop
Labs : B6
Tau: B6 i
Echo DCM-LV marked dil, hypocontract thin wall, mod LA enl, mild-mod R heart enl, hyperechoic spot
below aorta in middle of IVS-high VSD or echo drop out; +1 MR, occ VPCs often from LV than RV, one couplet
of R on TVPCs, L-CHF;
5/29 Rads: mod L cardiomeg w/ LA enl, venous distension, CHF-L
ECG-single R on T couple w/ intermitt isolated VPCs
5/30: add Tau 1g PO BID, enal
Labs: B6 ;
6/12: recheck, on Royal Canin Large Breed and Tau-1 g SID
PE: intermitt gallop
BP: borderline hypotensivei B6 |

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

uﬂ W5, FOOD & DRUG

AU R DE TR ATTCO M

From: Carey, Lauren

Sent: Wednesday, June 06, 2018 8:48 AM

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

Subject: FW.: 4health Grain-Free Large Breed Formula Adult Dog Food: Lisa Freeman - EON-355703

FYI, this is the PFR created for the Tufts DCM RFR (EON-355590). Not a lot of info as far as dog, etc. If we
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collect anything on this one | can update within our databases.

Thanks,
Lauren

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

Sent: Wednesday, June 06, 2018 8:00 AM :
To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notification
<HQPetFoodReportNotification@fda.hhs.gov>: B6 ]

Subject: 4health Grain-Free Large Breed Formula Adult Dog Food: Lisa Freeman - EON-355703

A PFR Report has been received and PFR Event [EON-355703] has been created in the EON System.
A "PDF" report by name "2049063-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-355703

ICSR #: 2049003
EON Title: PFR Event created for 4health Grain-Free Large Breed Formula Adult Dog Food; 2049063

AE Date 05/29/2018 Number Fed/Exposed | 1

Best By Date Number Reacted |

Animal Species Dog Outcome to Date Unknown
Breed Unknown

Age

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2049063

Product Group: Pet Food

Product Name: 4health Grain-Free Large Breed Formula Adult Dog Food

Description: possible diet- associated DCM 4health Grain-Free Large Breed Formula Adult Dog Food. Owner

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

diagnosed by echocardlography

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: Unknown

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date
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4health Grain-Free Large Breed Formula Adult Dog Food ‘ ‘

Sender information
Lisa Freeman

200 Westboro Road
North Grafton, MA 01536
USA

Owner information

B6 ..

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-355703

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
issueld=372224

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.

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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Date/Time | Patient Descriptior Type

Accession ID:__B6

5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2
5/28/2

B6

OSMOLA |Chemi
AMYLAS |Chemi
TRIGLYC |Chemi
CHOLES |Chemi

CK Chemi
AST Chemi
ALT Chemi
GGT Chemi

ALK PHO |Chemi
I BILIRU |Chemi
D.BILIRU|Chemi
T BILIRU|Chemi
NA/K Chemi
AGAP Chemi
tCO2 (BI |Chemi
POTASSI | Chemi
RETICS (|CBC
RETIC(A |CBC
CHLORI |Chemi
PLTCRT |CBC
SODIUM |Chemi
POIKILO |CBC
MPV (AD |CBC
A/G RAT |Chemi
WBC MO |CBC
EOS (AB |CBC
GLOBULI|Chemi
PLT(ADV |CBC
RDW (A |CBC
MONOS |CBC
ALBUMI |Chemi
T. PROT |Chemi
MCHC(A |CBC
LYMPHS |CBC
SEGS (A |CBC
MCH(AD |CBC
MAGNES |Chemi
NRBC CBC
MCV(AD |CBC

Lab Work

Resultsit/Meas:her Res High

315.
1250
338.
355.
422.
54.0
86.0
10.0
127.
0.20
0.10
0.30
40.0
19.0
28.0
5.40
113.
1.60
116.
0.40
150.
0.00
13.2
1.60
0.00
1.40
4.20
486.
15.2
1.50
4.00
7.80
34.3
4.80
11.5
25.9
3.00
1.00
77.5

Low Notes:terinariechnicieiospitiessiorfile Nease Iag Numb

291.
409.
30.0
82.0
22.0
9.00
14.0
0.00
12.0
0.00
0.00
0.10
29.0
8.00
14.0
3.70
14.7
0.20
106.
0.12
140.
0.00
8.29
0.70
0.00
0.00
2.30
173.
11.9
0.10
2.80
5.50
31.9
1.00
2.80
21.3
1.80
0.00
64.5

B6

Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn

Techn

2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006

2006
B 6 2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
2006
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] Lab Work
for, B6

Date/Time PatientDescriptior Type Resultsit/Meas:her Res High Low Notes:terinariechnicielospitiessiorfile N&ase Ihg Numk

5/28/2 CALCIU 11.3 9.40 Techn 2006
5/28/2 EOS% 16.0 0.00 Techn 2006
5/28/2 HCT(AD 55.0/ 39.0 Techn 2006
5/28/2 PHOSPH 7.20| 2.60 Techn 2006
5/28/2 CREATIN 2.00| 0.60 Techn 2006
5/28/2 HGB(AD 20.5( 13.3 Techn 2006
572872 B@ | Mmonos 15.0, 1.00 B6: tecn BG 2006
5/28/2 RBC(ADV 8.50| 5.80 Techn 2006
5/28/2 UREA 30.0/ 8.00 Techn 2006
5/28/2 LYMPHS 47.0| 7.00 Techn 2006
5/28/2 GLUCOS 135. 67.0 Techn 2006
5/28/2 SEGS% 86.0| 43.0 Techn 2006
5/28/2 WBC (AD 15.1) 4.40 Techn 2006
Accession ID: B6__ |
5/28/2 FO2 0.00| 0.00 Techn
5/28/2 NOVA SA 0.00| 0.00 Techn
5/28/2 A 0.00| 0.00 Techn
5/28/2 HCO3 24.0| 18.0 Techn
5/28/2 BEb 0.00| 0.00 Techn
5/28/2 BEecf 0.00| 0.00 Techn
5/28/2 CA/MG 0.00| 0.00 Techn
5/28/2 GAP 0.00| 0.00 Techn
5/28/2 MG 0.00| 0.00 Techn
5/28/2 nCA 0.00| 0.00 Techn
5/28/2 TCO2 (P 0.00| 0.00 Techn
5/28/2 CREAT ( 2.10/ 0.20 Techn
52872, B O {Bun (PO 28.0 12.0 B6 e
5/28/2 LACTATE 2.00/ 0.00 Techn
5/28/2 GLUCOS 120.) 80.0 Techn
5/28/2 MG (POC 0.40| 0.10 Techn
5/28/2 CA (ioniz 1.38] 1.17 Techn
5/28/2 CL(POC) 120. 109. Techn
5/28/2 K (POC) 4.80| 3.60 Techn
5/28/2 NA (POC 154, 140. Techn
5/28/2 HB (POC 16.0| 12.6 Techn
5/28/2 HCT (PO 48.0| 38.0 Techn
5/28/2 502% 100., 94.0 Techn
5/28/2 PO2 100.| 80.0 Techn
5/28/2 PCO2 44.0| 36.0 Techn
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Date/Time  Patient Descriptior Type

Accession ID!

5/29/2
5/29/2

5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2
5/29/2

5/29/2
5/29/2,

IRMA

Lab Work

Resultsit/Meas:her Res High

PCV ** |PCV/T

TS (FHS |PCV/T

7.46

0.00
0.00

350.
120.

Chemi

Chemi
Fi02 NOVA
NOVA SA NOVA
A NOVA
HCO3 IRMA
BEb NOVA
BEecf NOVA
CA/MG |NOVA
GAP NOVA
nMG NOVA
nCA NOVA

B6

B6

TCO2 (P NOVA
CREAT ( |NOVA
BUN (PO NOVA
LACTATE NOVA
GLUCOS |NOVA
MG (POC NOVA
CA (ioniz| NOVA
CL(POC) |NOVA
K (POC) |NOVA
NA (POC |NOVA
HB (POC |NOVA
HCT (PO |NOVA
S02% | NOVA

0.00
0.00
0.00
24.0
0.00
0.00
0.00
0.00
0.00
0.00
0.00
2.10
28.0
2.00
120.
0.40
1.38
120.
4.80
154.
16.0
48.0
100.
100.
44.0
7.46

PO2 nova
PCO2  |IRMA
PH IRMA
PCV **  PCV/T !

TS (FHS | PCV/T i

B6

0.00
0.00

7.33

0.00
0.00

200.
60.0

0.00
0.00
0.00
18.0
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.20
12.0
0.00
80.0
0.10
1.17
109.
3.60
140.
12.6
38.0
94.0
80.0
36.0
7.33

0.00
0.00

B6

B6 12006

B6
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Date/Time  Patient Descriptior Type

Accession ID:  B6 |

5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2
5/30/2

FiO2

NOVA

NOVA SA|NOVA

A NOVA
HCO3 IRMA
BEb NOVA
BEecf NOVA
CA/MG |NOVA
GAP NOVA
nMG NOVA
nCA NOVA
TCO2 (P [NOVA
CREAT ( |[NOVA
BUN (PO |NOVA
B6 LACTATE NOVA
GLUCOS |NOVA

CL(POC)
K (POC)

SO2%
PO2
PCO2

Accession IDi” B6 i

5/30/2
5/30/2

Accession ID:i B6 i

6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2

s g e s i

MG (POC NOVA
CA (ioniz| NOVA

NOVA
NOVA

NA (POC |NOVA
HB (POC |NOVA
HCT (PO |NOVA

NOVA
nova

IRMA
IRMA

PCV/T
PCV/T

B6

i Chemi
Chemi
Chemi
Chemi
Chemi
Chemi

Chemi

Lab Work

Resultsit/Meas:her Res High

B6

B6

0.00
0.00
0.00
24.0
0.00
0.00
0.00
0.00
0.00
0.00
0.00
2.10
28.0
2.00
120.
0.40
1.38
120.
4.80
154.
16.0
48.0
100.
100.
44.0
7.46

0.00
0.00

0.00
315.
355.
54.0
86.0
127.
0.20

Low Notes:terinariechnicieiospitiessiorfile Nease Iag Numb

0.00
0.00
0.00
18.0
0.00
0.00
0.00
0.00
0.00
0.00
0.00
0.20
12.0
0.00
80.0
0.10
1.17
109.
3.60
140.
12.6
38.0
94.0
80.0
36.0
7.33

0.00
0.00

0.00
291.
82.0
9.00
14.0
12.0
0.00

B6

B6

Techn
Techn
Techn
Techn
Techn
Techn

Techn
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Date/Time  Patient Descriptior Type

6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2
6/12/2

B6

D.BILIRU|Chemi
T BILIRU|Chemi
NA/K Chemi
POTASSI | Chemi
CHLORI |Chemi
SODIUM |Chemi
A/G RAT | Chemi
GLOBULI|Chemi
ALBUMI |Chemi
T. PROT |Chemi
CALCIU |Chemi
PHOSPH | Chemi
CREATIN|Chemi
UREA Chemi
GLUCOS |Chemi

r—l-ah.Wotk
fori B6

Resultsit/Meas:her Res High

0.10
0.30
40.0
5.40
116.
150.
1.60
4.20
4.00
7.80
11.3
7.20
2.00
30.0
135.

Low Notes:terinariechniciciospitiessiorfile Nease Iag Numb

0.00
0.10
29.0
3.70
106.
140.
0.70
2.30
2.80
5.50
9.40
2.60
0.60
8.00
67.0

B6

Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn
Techn

Techn
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NOVA Recheck 5/29/18 6:35 pm

Sample Profile

Patient ID: R B6 !

Patient Name: -

Analyzed: 05/29/2018 06:39:12 PM

Analyzer ID:

Sample Tvpe Venous

Panel Critical Care

Operator: i B ]

Releaser: auto

RequiredFields Optional Fields

Measured

r Test Value Units Reference Range Flags

pH 5
pCO2 mmHg -
p02 mmHg
S02% =
Hct % -
Hb g/dL -
Na+ mmol/L -
K+ mmol/L
Ck mmol/L
Ca++ mmol/L -
Mg++ mmol/L
Glu mg/dL
Lac mmol/L -
BUN mg/dL .
Creat mg/dL
TCO2 mmol/L =

Calculated
Test Units Reference Range Flags J
nCa mmol/L =
nMg mmol/L
Gap mmol/L
Ca++/Mg++ mol/mol *
BUN/Creat mg/mg
BE-ecf mmol/L
BE-b mmol/L =
SBC mmol/L
HCO3- mmol/L e
P50 mmHg =
02Cap mL/dL
02Ct mL/dL
A mmHg
Osm mOsm/kg -

\/
1 Of 1
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Soap Text Created By - B6 'Updatedon_____B6____7:09:58PM By: _ B6 |
Subjective
NEW VISIT (ER)

Referral visit? yes (referred fromi B6 for coughing workup - was going to make appointment)

HISTORY:

Signalment: 6yo MN Caucasian Shepherd Dog

Current history: Owners noticed increased respiratory rate (60/min) and short, shallow breaths this
afternoon. Patient was in a cool house and resting at the time. He has been coughing for the past 2 weeks,
with sometimes coughing up phlegm. The owner reports that he has a few of these coughing episodes a day.

found at a veterinarian |iB6|n 2012 or 2013, where they noticed a "hole in his heart", the owner is
unsure about what specific condition he has but says the vet told him that some of the blood in his heart
goes backward and not forward.

Prior medical history:i B6 i

— Be _._1
Current medications: none
Vaccination status/flea & tick preventative use: UTD

Travel history: none recently

EXAM:
S: BAR, very friendly

B6

C/V: No obvious murmur, but difficult to auscult due to patient size/coat and panting. NSA, FPSS.

ASSESSMENT:

Al: Increased respiratory effort: r/o cardiac disease (DCM (suspected) vs. structural defect vs CHF) vs. lung

FDA-CVM-FOIA-2019-1704-012612



disease (pneumonia vs. bronchitis vs. allergy)

PLAN:
P1:
P2:
P3:
P4.:
P5:
P6:
P7:

Diagnostics completed:
AFAST: No evidence of free fluid.
TFAST: Decreased LV contractility. La:Ao WNL. No pleural or pericardial effusion.

Diagnostics pending:
CBC, chemistry

Client communication: Confirmed history and discussed initial diagnostic plan with owner. Discussed
findings of TFAST with owner, and briefly discussed DCM. Recommended repeating CXR, owner would like

overnight and get full cardiology evaluation tomorrow who would make additional treatment and diagnostic
recommendations. Owner is happy with estimate. Advised owner that the new doctor will call tomorrow
morning between 10-noon with update and plan for the day.

SOAP approved (DVM to sign): B6 i
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Soap Text Created By - Veterinarian: Clinician, Unassigned FHSA - Updated on:i B6 §7:21:03 AM By:

Subjective
Exam, cardiology

B6

Hydration: euhydrated

Overall impression since arrival or since last exam: Cardiovascularly stable overnight with progressively
decreased HR other than with stimulation. Respiratory rate progressively decreased with continued mild

Appetite: Ate chicken well overnight. Ate remaining Proplan in bowl this morning when hand fed.

Diet Hx: Fed 4Health Grain Free Large Breed Dog food

B6

Heart: Difficult to auscult due to heavy haircoat. Normal sinus rhythm, femoral pulses fair- weak bilaterally.

Assessments

Al: Increased respiratory rate/effort: r/o cardiac disease (suspect DCM vs. congenital defect vs. CHF) vs
pulmonary disease (aspiration pneumonia vs. infectoius pneumonia vs. bronchitis)
A2: Occasional VPCs: 2* to DCM vs other myocardial disease

(0)

Plan
P1:

P2:
P3:
P4:

P5:

Diagnostics:

NOVA:Laci B6 |

PCV/TS{
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CBC: WNL

CXR: Moderate left-sided cardiomegaly w LA enlargement, venous distension and cardiogenic pulmonary
edema consistent with left-sided heart failure.
Telemetry O/N: Single incidence of R on T couplet with intermittent isolated VPCs

SOAP completed by:: B6 i
SOAP reviewed by: | B6
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Subjective
Exam, cardiology
(S) T:101.4

HR: 144

RR: panting
Mentation: BAR

Hydration: euhydrated
Overall impression since arrival or since last exam: Cardiovascularly stable overnight. Heart rate varied

overnight from 80-100 when quiet or resting to 130-170 when worked up and barking. Respiratory rate
difficult to ascertain overnight as the patient was often panting, whining or barking. Respiratory effort and

since the previous SOAP { 10:30am, 1:30pm, 7:20pm, 4:00 am).

Appetite: Ate well overnight whenever food was offered. Telemetry showed intermittent single intercalated
ventricular beats.

Diet Hx: Fed 4Health Grain Free Large Breed Dog food

B6

Heart: Difficult to auscult due to size and heavy haircoat. Normal sinus rhythm, femoral pulses fair
bilaterally.

Assessments

Al: Increased respiratory rate/effort: DCM + CHF

A2: Occasional VPCs: 2* to DCM

(0)

B6

Plan
P1:

B6

P4:
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P5:
B6
P7:

B6 :

CXR: Moderate left-sided cardiomegaly w LA enlargement, venous distension and cardiogenic pulmonary
edema consistent with left-sided heart failure.

NOVA: Lac=1E%} BUN=iB&! Creat4"gs i

.B6 |
NOVA: Lac {86 ), BUN=[giCreat< B¢ Ki  B6
PCV/TS: i jBe i
SOAP completed by
SOAP reviewed by: 86
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Amino Acid Lab Taurine panel 5/29/18

Sample Submission Form

Amino Acid Laboratory

University of California, Davis

1020 Vet Med 3B

1089 Veterinary Medicine Drive

Davis, CA 95616

Tel: (530)752-5058, Fax: (530)752-4698

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html

Vet/Tech Contact! B6 ;

UC CUSTOMERS ONLY:
Non-federal funds ID/Account Number
to bill:

Company Name: Tufts Cummings School of Vet Med - Clinical Pathology Laboratory

Address: 200 Westboro Road

North Grafton, MA 01536

Email: clinpath@tufts.edu;
Tel: 508-887-4669

Fax: 508-839-7936

Billing Contact:] B6 i TAXID
Email: | B6 E Teliomon.n, BE. ...}
patint ame: | BE

Species: canine

Owner’s Name: B6 i

Sample Type: Plasma Whole Blood l___:]Urine [:l Food DOther:

Test Items:

Taurine Results (nmol/ml)

aurine D Complete Amino Acid I:IOther:

E Whole Blood:__

B6

Urine:

Reference Ranges (nmol/ml)

Food:

Plasma

Whole Blood

Normal Range

No Known Risk for
Taurine Deficiency

Normal Range No Known Risk for
Taurine Deficiency

Cat 80-120

>40

300-600 >200

Dog 60-120

>40

200-350 >150

B6

FDA-CVM-FOIA-2019-1704-012620



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: — B6 .|

CcC: Peloquin, Sarah

Sent: 9/4/2018 2:46:16 PM

Subject: RE: 800.267-FDA Case investigation for B6 EON-360887)
Hi_.B6 !

My apologies for missing your call on Friday. I'm fine with you performing the necropsy in house. Please let me
know after you've completed the necropsy, and | can send you the boxes to collect the tissues.

Thank you,

Jen

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

|r" U.S. FOOD & DRUG

AT MERDSTRATIC R

From: B6

Sent: Friday; B8 i11:39 AM

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

Subject: Re: 800.267-FDA Case investigation fori B6 {EON-360887)

Hi Jennifer,

Oni B6 it 6:42 AM, Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov> wrote:

Good morningi__B6__}
| received a call from{__Bé__ithat! B6 i passed away B6 'm sorry to hear that she died. Thank
you for calling us to ask about a necropsy.
You do not need to submit a new pet food report, but we would like to request a necropsy.

For the necropsy, please collect the heart, intact, and place directly in formalin. The Rapid Necropsy document
provides additional instructions about what samples to take and how to store them.

After you complete the necropsy, we will send you two boxes to collect the samples (1 for fixed tissue, 1 for
frozen tissue). The boxes will have prepaid shipping labels, and I'll need to know the final weight of each sample
set (e.g. weight of all fixed tissue, weight of all frozen tissue).

After you receive the boxes, you'll reuse the box, package the tissues according to the instructions, affix the
prepaid label to the box, and call UPS for the pick-up. Please return ship the samples to us on a Monday-
Wednesday only. Please do not ship next Monday (Labor Day).

After you complete the necropsy, send me a copy of the invoice, and we’ll call back with our VISA information to
reimburse the hospital directly.

Thank you again for letting us know and offering to perform the necropsy,

Take care,

Jen
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Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image002.png> <image004.png>

From:: B6
Sent: Thursday, August 02, 2018 3:31 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: Re: 800.267-FDA Case investigation fori B6 {(EON-360887)
It should be ok to contact the owner. Iusually contact the owner on the home phone: B6
Thanks,

L_.B6_ |

Thank you, Beé :ls it ok to contact the owner for a dietary and environmental exposure interview and to also
collect the food?
Thank you,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From:i B6

Sent: Thursday, August 02, 2018 9:22 AM

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

Subject: Re: 800.267-FDA Case investigation for ! B8 i (EON-360887)

Good Morning Jennifer,

i

your help withi__B6__

Thanks,

Bé

Thank you for submitting your consumer complaint to FDA. I’'m sorry to hear about! B6 tillness.
As part of our investigation, we’d like to request:

e Full Medical Records

o Please contact vour veterinarian (primary veterinarian and cardiologist'specialist) and ask them to
email (preferred) or
fax (301-210-4685) a copy of ' B6 sntire medical history (not just this event).

o After we review the records, we may request a Phone interview about: B6 idiet and
environmental exposures
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o The interview will help us better understand the details in your case.

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

how owners help with our case investigations.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

LS. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)
8401 Muirkirk Road. G704

Laurel. Marvland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenmiferjonesicofda hhs. gov

Web: http:owwwfda gov AnsnalVeterinaryv: ScienceResewrch uem 247334 htm

<image001 png> <image003.png>

<02-Vet-LIRN-NetworkProceduresVets-12.22.2015. pdf>
<800.267-Vet-LIRN Rapid Necropsy-DCM-v7.pdf>
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Burkholder, William
CcC: Peloquin, Sarah; Ceric, Olgica; Reimschuessel, Renate

Sent: 7/23/2019 12:42:45 PM

Subject: RE: FYI-Great article that helps us

Attachments: Cavanaugh et al-2019-AA Echos Plants-ACVIM.pdf

To make sure | shared this:

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

W WS, FOO & DRUG
m "m AUMEMISTRATICH

From: Rotstein, David

Sent: Tuesday, July 23, 2019 8:38 AM

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

Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>

Subject: Re: FYI-Great article that helps us

Very interesting.

I wonderé B5

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

Date: July 23, 2019 at 8:22:20 AM EDT

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Carey, Lauren <Lauren.Carey@fda.hhs.gov>,
Rotstein, David <David.Rotstein@fda.hhs.gov>, Burkholder, William <William.Burkholder@fda.hhs.gov>
Cc: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>, Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>,
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>

Subject: FYI-Great article that helps us

Offers multiple solid dietary explanations using rat/human models for understanding why Tau/Cys/Met def|C|ency
might be caused by diets high in legumes. | B5

Highlights:

e humans (estimated using a rat model): “low protein digestibility and amino acid bioavailability of grain
legumes or pulses is well documented.”

o “Presence of residual antiphysiological factors in cooked beans, peas, and lentils may stimulate excretion
of endogenous proteins resulting in a low digestibility of protein and amino acids.”

e (p 970 to 971 on trypsin inhibitors): “Inhibitors of enzymes, such as trypsin, chymotrypsin...apear in many
food products, including legumes, cereals, potatoes, and tomatoes.”

e Trypsin Inhibitors:

o P 973: “Protein and/or amino acid digestibility have/has been reported to be negatively affected in
animal models by the presence of high levels of dietary trypsin inhibitors and other antinutritional
factors form soybean, kidney bean, and other grain legumes such as peas, lentil, black bean...”

o P. 973-True fecal digestibility Table 7 in autoclaved samples: Lentils have 41% methionine and 40%
cystine digestibility (rat balance method), pea protein concentrate at 73% and 87% respectivly, pea
flour 77% and 84%.
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o P974: “In legume diets, the true digestibility values of methionine (51%-82%), cystine (46%-85%)
were considerably lower than the true digestibility values of protein (72%-90%). Protein digestibility
may not be a good predictor for the bioavailability of dietary limiting amino acids in grain legumes.”

e Tannins-“p 975-Presence of dietary tannins in cereals such as sorghum, and grain legumes, such as field
beans and fababeans, has been reported to reduce protein and amino acid digestibilities in various animal
models. Negative correlation between in vitro protein digestibility and dietary tannin content.”

o Table 10 p 976: high tannin fababean hulls had either 2% or 20% ileal digestibility of cystine in pigs!

o Lysine, methionine + cystine and threonine digestiblities were significantly lower in high tanning vs

low tannin varieties. (pigs and chickens)
e Phytates/Racemic change to D amino acids

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: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334.htm

W5 FOOD & DRUG
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-

SARAH.PELOQ>

To: Jones, Jennifer L
Sent: 6/14/2019 12:37:01 PM
Subject: RE: link to VL DCM update for June 2019

B5

Sarah Peloquin, DVM
Veterinary Medical Officer
tel: 240-402-1218

From: Peloquin, Sarah

Sent: Friday, June 14, 2019 8:31 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: link to VL DCM update for June 2019

| know someone will probably catch this, but the last sentence in this paragraph (under “Course of disease”) has

a grammatical error.

Sarah Peloquin, DVM
Veterinary Medical Officer
tel: 240-402-1218

From: Jones, Jennifer L
Sent: Thursday, June 13, 2019 10:55 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica

<QOlgica.Ceric@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Subject: link to VL DCM update for June 2019

F:\6-CASES\800.267-EON-Multi-DCM-Cluster\1-Mtgs-Strategy\2-CVM Communications\1-CVM Web

Updates\03-June 2019

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: htp://iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-

SARAH.PELOQ>

To: Jones, Jennifer L
Sent: 6/14/2019 12:30:49 PM
Subject: RE: link to VL DCM update for June 2019

| know someone will probably catch this, but the last sentence in this paragraph (under “Course of disease”) has

a grammatical error.

Sarah Peloquin, DVM
Veterinary Medical Officer
tel: 240-402-1218

From: Jones, Jennifer L
Sent: Thursday, June 13, 2019 10:55 AM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<QOlgica.Ceric@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Subject: link to VL DCM update for June 2019

F\6-CASES\800.267-EON-Multi-DCM-Cluster\1-Mtgs-Strategy\2-CVM Communications\1-CVM Web

Updates\03-June 2019

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

W5, FOOD & DRUG .
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

To: Norris, Anne; Hartogensis, Martine; Carey, Lauren; Jones, Jennifer L; Burkholder, William;
Reimschuessel, Renate

CcC: DelLancey, Siobhan

Sent: 8/13/2018 7:02:14 PM

Subject: RE: Food Safety News Query: DCM follow-up

That will work!

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

I #ovinisTRATION

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: Monday, August 13, 2018 3:01 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

Went with a less is more approach. Please advise if you see anything you'd recommend changing.

Thanks,
Anne

1. Approximately how many additional reports of possible canine (or feline) DCM has FDA received since
the initial investigation notice of July 12, 2018
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From: Palmer, Lee Anne

Sent: Monday, August 13, 2018 10:55 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Burkholder,
William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

Hi — just a few additional comments.

From: Hartogensis, Martine

Sent: Monday, August 13, 2018 10:51 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris,
Anne <Anne.Norris@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessael,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

Added to #3.

From: Carey, Lauren

Sent: Monday, August 13, 2018 10:28 AM

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

Cc: DelLancey, Siobhan <Siocbhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

My comments below.

From: Jones, Jennifer L

Sent: Monday, August 13, 2018 9:45 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

My comments below.
Jennifer Jones, DVM

Veterinary Medical Officer
Tel: 240-402-5421

FDA-CVM-FOIA-2019-1704-012635
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From: Norris, Anne

Sent: Monday, August 13, 2018 9:34 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@ida.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.qgov>

Subject: Food Safety News Query: DCM follow-up

Good morning!

FDA-CVM-FOIA-2019-1704-012636
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Thanks,
Anne

Anne Norris
Strategic Initiatives

Office of the Director

Center for Veterinary Medicine
U.S. Food & Drug Administration
0:240-402-0132

M: 240-704-0579
Anne.Norris@fda.hhs.gov

FDA-CVM-FOIA-2019-1704-012637



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

To: Carey, Lauren; Rotstein, David; Norris, Anne; Hartogensis, Martine; Burkholder, William;
Reimschuessel, Renate

CcC: DeLancey, Siobhan

Sent: 8/13/2018 7:09:06 PM

Subject: RE: Food Safety News Query: DCM follow-up

Excellent

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

it .5, FOOLD & DRUG
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From: Carey, Lauren

Sent: Monday, August 13, 2018 3:04 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis,

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

William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

| think that's very good, Anne. | support your approach. J

From: Rotstein, David

Sent: Monday, August 13, 2018 3:02 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>;
Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Burkholder,
William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

That will work!

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

ADMIMIETRATICM

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: Norris, Anne

Sent: Monday, August 13, 2018 3:01 PM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

Went with a less is more approach. Please advise if you see anything you'd recommend changing.

Thanks,
Anne

1. Approximately how many additional reports of possible canine (or feline) DCM has FDA received since
the initial investigation notice of July 12, 2018

From: Palmer, Lee Anne

Sent: Monday, August 13, 2018 10:55 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>;
Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Burkholder,
William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>;
Rotstein, David <David.Rotstein@fda.hhs.gov>

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

Hi - just a few additional comments.

From: Hartogensis, Martine

Sent: Monday, August 13, 2018 10:51 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris,
Anne <Anne.Norris@fda.hhs.gov>: Burkholder, William <William.Burkholder@fda.hhs.gov>: Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

Added to #3.

FDA-CVM-FOIA-2019-1704-012639



From: Carey, Lauren

Sent: Monday, August 13, 2018 10:28 AM

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

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

My comments below.

From: Jones, Jennifer L

Sent: Monday, August 13, 2018 9:45 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov=>;
Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Sicbhan.Delancey@fda.hhs.gov>

Subject: RE: Food Safety News Query: DCM follow-up

My comments below.

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

US. FOOD & DRUG .-, wp
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From: Norris, Anne

Sent: Monday, August 13, 2018 9:34 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel,
Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.qgov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Cc: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>

Subject: Food Safety News Query: DCM follow-up

Good morning!

FDA-CVM-FOIA-2019-1704-012640
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Thanks,
Anne

Anne Norris
Strategic Initiatives

Office of the Director

Center for Veterinary Medicine
U.S. Food & Drug Administration
0:240-402-0132

M: 240-704-0579
Anne.Norris@fda.hhs.gov

el
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-
ANNE.NORRIS>

To: Jones, Jennifer L; DeLancey, Siobhan; Hartogensis, Martine; Burkholder, William; Rotstein,
David; Palmer, Lee Anne; Carey, Lauren; Peloquin, Sarah

CcC: Ceric, Olgica; Reimschuessel, Renate

Sent: 12/7/2018 1:13:58 PM

Subject: RE: FYI-DCM Article-FW. article

Thanks!

From: Jones, Jennifer L

Sent: Friday, December 7, 2018 8:07 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Peloquin, Sarah
<Sarah.Peloquin@fda.hhs.gov>

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>

Subject: FYI-DCM Article-FW: article

From Dr. Adin.

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

L&, FOOI & DRG
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Sent: Friday, December 07, 2018 7:49 AM
To: Jones, Jennifer L <Jennifer. Jones@fda. hihs, gov>
Subject: article

Hi Jen,

Just thought I'd share out diet DCM paper from NCSU with you. It is available for sharing but won’t be in the
journal til 2019.

It was great to talk this week and hear all the progress you've made!

Take care
Darcy

Darcy B. Adin, DVM, Diplomate ACVIM (Cardiology)
Clinical Associate Professor, Cardiology

University of Florida

College of Veterinary Medicine

PO Box 100136

2015 SW 16t Ave

Gainesville, FL 32608

(352) 294-8606

FDA-CVM-FOIA-2019-1704-012642



From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-
SARAH.PELOQ>

To: Jones, Jennifer L
Sent: 12/7/2018 1:12:38 PM
Subject: RE: FYI-DCM Article-FVWV: article

B5

Sarah Peloquin, DVM
Veterinary Medical Officer
tel: 240-402-1218

From: Jones, Jennifer L

Sent: Friday, December 7, 2018 8:07 AM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>;
Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William
<William.Burkholder@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Peloquin, Sarah
<Sarah.Peloquin@fda.hhs.gov>

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>

Subject: FYI-DCM Article-FW: article

From Dr. Adin.

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

UG, FOOD & DRUG
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Sent: Friday, December 07, 2018 7:49 AM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject: article

Hi Jen,

Just thought I'd share out diet DCM paper from NCSU with you. It is available for sharing but won’t be in the
journal til 2019.

It was great to talk this week and hear all the progress you've made!

Take care
Darcy

Darcy B. Adin, DVM, Diplomate ACVIM (Cardiology)
Clinical Associate Professor, Cardiology

University of Florida

College of Veterinary Medicine

PO Box 100136

2015 SW 16t Ave

FDA-CVM-FOIA-2019-1704-012643



Gainesville, FL 32608
(352) 294-8606
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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAAS8>

To: B6

ccC: “Ci'éﬁ'é"'t')’l'éi’c’:’é"’

Sent: 8/3/2017 4:47:50 PM

Subject: RE: head's up: FDA samples shipping today: taurine, carnitine

Received. Thank you.

Jennifer Jones, DVM
Veterinary Medical Officer

From: B6

Sent: TAUFSAEY, AUgust 03,2017 TI58°AM

To: Jones, Jennifer L

Cc: Ceric, Olgica

Subject: RE: head's up: FDA samples shipping today: taurine, carnitine

Thank you. Attached is the COA for the previous sample.

SOLUTION

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

Sent Thursday, August 03, 2017 10 41 AM

To: i a B6 :

Cc: Cerlc, Olgica

Subject: [External] head's up: FDA samples shipping today: taurine, carnitine

EXTERNAL: This email originated from outside of the organization. Do not click any links or open any
attachments unless you trust the sender and know the content is safe.

Hii_ B6 |

We're shipping a dog food sample for testing. It should arrive tomorrow morning.
Tracking: 1.2A4420TLES2S 7 3895

Thank you,

Jen

Jennifer L. A. Jones, DVM
Veterinary Medical Officer

FDA-CVM-FOIA-2019-1704-012645



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

U.S. FOOD & DRUG
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Confidentiality Notice: In accordance with Covance's Data Classification Policy, this emall, including
attachment(s), is classified as Confidential or Highly Confidential. This e—mail transmission may contain
confidential or legally privileged information that is intended only for the individual or entity named in the
e—mail address. If you are not the intended recipient, you are hereby notified that any disclosure, copying,
distribution, or dissemination of the content of this e—mail is strictly prohibited.

If vou have received this e—mail transmission in error or this email is not intended for you, please delete or
destroy all copies of this message in your possession and inform the sender. Thank you.
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From: Nemser, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5FC1EB8D2F5944ECAA02F40E225C2054-

~SNEMSER>_____.
To: B6 i
CC: .Jones, Jennifer L
Sent: i B6__ 11:49:07 PM
Subject: RE: Necropsy authorization
Hii _B6 ]
B6 ~ sorry | missed your email.

| am including Dr. Jennifer Jones, who coordinates all of our DCM cases.

I'm very sorry to hear about B6 |

Could you forward the medical records to Dr. Jones for initial review so we can understand the case in more
detail?

Thanks,

Sarah

Sarah Nemser M.S.

Vet-LIRN Network Coordinator
tel: 240-402-0892

fax: 301-21.0-468%
sarah.nemser@fda.hhs.gov

From:i " L

Sent:; B6 12:01 PM

To: Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Necropsy authorization

Hi Sarah,
| left a message on your number this morning but figured | would also follow up with an email. Dr. Josh Stern
gave us your contact information. We have a nutrition mediated DCM case, diagnosed at UC Davis that will be

euthanized B6 {B6_|is in CHF and isn’t responding to treatment. She is a 3.5yrold, FS, Golden
Retriever. The owner is willing to submit the body/tissues towards research on this condition. Bé ___:is out of
the office today. Please give me a call at your earliest convenience to discuss next steps: B6 5

Sincerely,

FDA-CVM-FOIA-2019-1704-012647
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-
ANNE.NORRIS>

To: Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren
Sent: 8/15/2019 11:36:09 PM
Subject: RE: Official Job Titles for JAVMA Article

The reporter came back and asked if you could review the information below and address one question. If
possible, could you please get back to me before the weekend? He didn’t use the titles | gave him so I'll double
back on that front when sharing your responses.

TY!

As I'm wrapping up the article on DCM, | drafted a few paragraphs that | also want to run by Drs.
Palmer and Jones to verify the details are accurate. Could you also help me check the following?

From: Norris, Anne

Sent: Thursday, August 15, 2019 12:43 PM

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

Subject: RE: Official Job Titles for JAVMA Article

Perfect. Thanks, all!

From: Jones, Jennifer L

Sent: Thursday, August 15, 2019 12:39 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne. Palmer@ida.hhs.gov>; Carey,
Lauren <|auren.Carey@fda.hhs.gov>

FDA-CVM-FOIA-2019-1704-012649



Subject: RE: Official Job Titles for JAVMA Article
Yes, I'm a VMOQ for Vet-LIRN
Jennifer Jones, DVM

Veterinary Medical Officer
Tel: 240-402-5421

Wﬂm U.S. FOOD & DRUG -
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From: Norris, Anne

Sent: Thursday, August 15, 2019 12:33 PM

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

Subject: RE: Official Job Titles for JAVMA Article

Great, thank youl!
So Jen, you're a VMO with CVM’s Office of Research? Should Vet-LIRN be in there somehow?

And Lauren, you're a VMO with CVM’s Division of Veterinary Product Safety and Lee Anne, you're a
Supervisory VMO for CVM’s Division of Veterinary Product Safety?

From: Palmer, Lee Anne

Sent: Thursday, August 15, 2019 12:23 PM

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

Subject: RE: Official Job Titles for JAVMA Article

Supervisory Veterinary Medical Officer @). Thanks!

From: Carey, Lauren

Sent: Thursday, August 15, 2019 12:12 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.lihs.gov>; Norris, Anne <Anne. Norris@fda.hhs.gov>; Palmer, Lee
Anne <|_eeAnne.Palmer@fda hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Veterinary Medical Officer here as well. Thanks, Anne!

Lauren

From: Jones, Jennifer L

Sent: Thursday, August 15, 2019 12:12 PM

To: Norris, Anne <Anne. Norris@fda.hhs. gov>; Palmer, Lee Anne <L eeAnne. Palmerdida.hhs.gov>; Carey,
Lauren <[ auren.Carey@fda.hhs. gov>

Subject: RE: Official Job Titles for JAVMA Article

Veterinary Medical Officer
Thanks, Anne

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

Sent: Thursday, August 15, 2019 12:11 PM

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

Subject: Official Job Titles for JAVMA Article

Hi ladies,

A reporter from JAVMA News reached out to ask if you could provide your official FDA titles for an article he’s
writing about your recent DCM presentation at AVMA. Could you please let me know when you have a moment?

Thanks,
Anne

Anne Norris
Strategic Initiatives

Office of the Director

Center for Veterinary Medicine
U.S. Food & Drug Administration
0O: 240-402-0132

M: 240-704-0579
Anne.Norris@fda.hhs.gov

prd U.S. FOOD & DRUG
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Norris, Anne; Jones, Jennifer L; Palmer, Lee Anne
Sent: 8/16/2019 11:39:15 AM
Subject: RE: Official Job Titles for JAVMA Article

Nothing from me, other than the misspelling of Lee Anne’s name — “e” at the end of Anne is missing.

Thanks,
Lauren

From: Norris, Anne

Sent: Friday, August 16, 2019 7:23 AM

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

Subject: RE: Official Job Titles for JAVMA Article

Great. Thank you!

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

Date: August 16, 2019 at 6:35:43 AM EDT

To: Norris, Anne <Anne. Norris@fda hhs. gov>, Palmer, Lee Anne <LeeAnne. Palmer@fda. hhs.gov>, Carey,
Lauren <|auren.Carey@fda.hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Thanks, Anne. | don’t have any edits to the language. For the question:

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

HHH‘ G BT BT £

From: Norris, Anne

Sent: Thursday, August 15, 2019 7:36 PM

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

Subject: RE: Official Job Titles for JAVMA Article

The reporter came back and asked if you could review the information below and address one question. If
possible, could you please get back to me before the weekend? He didn’t use the titles | gave him so I'll double
back on that front when sharing your responses.

TY!

FDA-CVM-FOIA-2019-1704-012652




As I'm wrapping up the article on DCM, | drafted a few paragraphs that | also want to run by Drs.
Palmer and Jones to verify the details are accurate. Could you also help me check the following?

From: Norris, Anne

Sent: Thursday, August 15, 2019 12:43 PM

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

Subject: RE: Official Job Titles for JAVMA Article

Perfect. Thanks, all!

From: Jones, Jennifer L

Sent: Thursday, August 15, 2019 12:39 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmercida hhs.gov>; Carey,
Lauren <[ auren.Carey@fda.hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Yes, I'm a VMQ for Vet-LIRN

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

2
e il ) 196 T T

From: Norris, Anne

Sent: Thursday, August 15, 2019 12:33 PM

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

FDA-CVM-FOIA-2019-1704-012653



Subject: RE: Official Job Titles for JAVMA Article
Great, thank youl!
So Jen, you're a VMO with CVM’s Office of Research? Should Vet-LIRN be in there somehow?

And Lauren, you're a VMO with CVM’s Division of Veterinary Product Safety and Lee Anne, you're a
Supervisory VMO for CVM’s Division of Veterinary Product Safety?

From: Palmer, Lee Anne

Sent: Thursday, August 15, 2019 12:23 PM

To: Carey, Lauren <Lauren.Carey@ifda.hhs gov>: Jones, Jennifer L <Jennifer.Jones@fda.hhs.qgov>; Norris,
Anne <Anne.Norris@fda.hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Supervisory Veterinary Medical Officer @). Thanks!

From: Carey, Lauren

Sent: Thursday, August 15, 2019 12:12 PM

To: Jones, Jennifer L <Jennifer.Jones@ida.hihs.aov>: Norris, Anne <Anne. Norris@fda. hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Veterinary Medical Officer here as well. Thanks, Anne!

Lauren

From: Jones, Jennifer L

Sent: Thursday, August 15, 2019 12:12 PM

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

Subject: RE: Official Job Titles for JAVMA Article

Veterinary Medical Officer
Thanks, Anne

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

U5 FOOD & DRUG o s
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From: Norris, Anne

Sent: Thursday, August 15, 2019 12:11 PM

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

Subject: Official Job Titles for JAVMA Article

Hi ladies,

A reporter from JAVMA News reached out to ask if you could provide your official FDA titles for an article he’s
writing about your recent DCM presentation at AVMA. Could you please let me know when you have a moment?

Thanks,
Anne

FDA-CVM-FOIA-2019-1704-012654



Anne Norris
Strategic Initiatives

Office of the Director

Center for Veterinary Medicine
U.S. Food & Drug Administration
0: 240-402-0132

M: 240-704-0579
Anne.Norris@fda.hhs.gov
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-
ANNE.NORRIS>

To: Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren
Sent: 8/16/2019 11:22:31 AM
Subject: RE: Official Job Titles for JAVMA Article

Great. Thank you!

From: Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>
Date: August 16, 2019 at 6:35:43 AM EDT

To: Norris, Anne <Anne Norris@fda hhs gov>, Palmer, Lee Anne <LLeeAnne Palmer@fda hhs.gov>, Carey,

Lauren <Lauren.Carey(@fda. hhs.gov>
Subject: RE: Official Job Titles for JAVMA Article

Thanks, Anne. | don’t have any edits to the language. For the question:

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

Wm U.S. FOOD & DRUG vﬁm
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From: Norris, Anne
Sent: Thursday, August 15, 2019 7:36 PM

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

Carey, Lauren <Lauren.Carey@fda.hhs.gov>
Subject: RE: Official Job Titles for JAVMA Article

The reporter came back and asked if you could review the information below and address one question. If

)

possible, could you please get back to me before the weekend? He didn’t use the titles | gave him so I'll double

back on that front when sharing your responses.

TY!

As I'm wrapping up the article on DCM, | drafted a few paragraphs that | also want to run by Drs.
Palmer and Jones to verify the details are accurate. Could you also help me check the following?

FDA-CVM-FOIA-2019-1
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| also have one follow-up question for the presenters: | heard some dogs with DCM have improved
with changes in diet, even those without supplemental taurine. Does this match with your findings from
follow-up studies?

From: Norris, Anne

Sent: Thursday, August 15, 2019 12:43 PM

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

Subject: RE: Official Job Titles for JAVMA Article

Perfect. Thanks, all!

From: Jones, Jennifer L

Sent: Thursday, August 15, 2019 12:39 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmercfda hhs.gov>; Carey,
Lauren <[ auren.Carey@fda.hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Yes, I'm a VMQ for Vet-LIRN

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

WS, FOOD & DRUG
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From: Norris, Anne

Sent: Thursday, August 15, 2019 12:33 PM

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

Subject: RE: Official Job Titles for JAVMA Article

Great, thank youl
So Jen, you're a VMO with CVM’s Office of Research? Should Vet-LIRN be in there somehow?

And Lauren, you're a VMO with CVM’s Division of Veterinary Product Safety and Lee Anne, you're a
Supervisory VMO for CVM’s Division of Veterinary Product Safety?

From: Palmer, Lee Anne
Sent: Thursday, August 15, 2019 12:23 PM
To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@ida.hhs.gov>; Norris,

FDA-CVM-FOIA-2019-1704-012657




Anne <Anne.Norris@fda.hhs. gov>
Subject: RE: Official Job Titles for JAVMA Article

Supervisory Veterinary Medical Officer @). Thanks!

From: Carey, Lauren

Sent: Thursday, August 15, 2019 12:12 PM

To: Jones, Jennifer L <Jennifer.Jones@ida. hhs.gov>; Norris, Anne <Anne. Norris@ilda.hihs.gov>: Palmer, Lee
Anne <|.eeAnne. Palmer@fda. hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Veterinary Medical Officer here as well. Thanks, Anne!

Lauren

From: Jones, Jennifer L

Sent: Thursday, August 15, 2019 12:12 PM

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda hhs.qgov>; Carey,
Lauren <L auren.Carey@fda.hhs.gov>

Subject: RE: Official Job Titles for JAVMA Article

Veterinary Medical Officer
Thanks, Anne

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

U.5. FOOD & DRUG .. wim .
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From: Norris, Anne

Sent: Thursday, August 15, 2019 12:11 PM

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

Subject: Official Job Titles for JAVMA Article

Hi ladies,

A reporter from JAVMA News reached out to ask if you could provide your official FDA titles for an article he’s
writing about your recent DCM presentation at AVMA. Could you please let me know when you have a moment?

Thanks,
Anne

Anne Norris
Strategic Initiatives

Office of the Director

Center for Veterinary Medicine
U.S. Food & Drug Administration
0:240-402-0132

M: 240-704-0579

Anne Norbs@hfda hhs cov

1 U.S. FOOD & DRUG

l oministaarion
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200 Westboro Road
North Grafton, MA 01536

e 2 58

Tufts Cummings School Of Veterinary Medicine

DUPLICATE
Name/DOB: i B6 Provideri B6 i
Patient ID:i __B6 i Sex: F Order Location: V320559: Investigation into
Phone number: Age: 6 Sample ID: 1902050104

Collection Date: 2/5/2019 12:44 PM
Approval date: 2/5/2019 2:27 PM

Species: Canine
Breed: Irish Wolfhound

CBC, Comprehensive, Sm Animal (Research)

SLOPEZ T Ref. Range/Females
WBC (ADVIA) 4.40-15.10 K/uL
RBC (Advia) 5.80-8.50 M/uLL
Hemoglobin (ADVIA) 13.3-20.5 g/dL.
Hematocrit (Advia) 39-55%
MCV (ADVIA) B 6 64.5-77.5 fL
MCH (ADVIA) 21.3-25.9 pg
CHCM
MCHC (ADVIA) 31.9-34.3 g/dL
RDW (ADVIA) 11.9-15.2
Platelet Count (Advia) 3 , 173-486 K/uL
02/05/19 2:26 PM : B6 i
Mean Platelet Volume i B6_ | 8.29-13.20 fl
(Advia)
02/05/19 1:09 PM B6
Platelet Crit i.B6_ ) 0.129-0.403 %
02/05/19 1:09 PM BG
PDW
Reticulocyte Count (Advia) 0.20-1.60 %
Absolute Reticulocyte B 6 14.7-113.7 KAl
Count (Advia)
CHr
MCVr
Microscopic Exam of Blood Smear (Advia)
SLOPEZ Ref. Range/Females
Seg Neuts (%) 43-86 %
Lymphocytes (%) 7-47 %
Monocytes (%) 1-15%
Eosinophils (%) 0-16 %
Seg Neutrophils (Abs) B6 2.800-11.500 K/ul
Advia
Lymphs (Abs) Advia 1L 1.00-4.80 K/uLL
Mono (Abs) Advia 0.10-1.50 K/uL
Eosinophils (Abs) Advia 0.00-1.40 K/uLL
WBC Morphology I B6
Poikilocytosis BB
Research Chemistry Profile - Small Animal (Cobas)
Sample ID: 1902050104/1 Reviewed by:

This report continues... (Final)
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Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01536

e 2 58

DUPLICATE
Name/DOB: B6 Provider:! B6
Patient ID: 5 Sex: F Order Location: V320559 ThHvestigition ifito
Phone number: Age: 6 Sample ID: 1902050104

Collection Date: 2/5/2019 12:44 PM
Approval date: 2/5/2019 2:27 PM

Species: Canine
Breed: Irish Wolfhound

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

SMACHUNSKI Ref. Range/Females
Glucose 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-7.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 1.8-3.0 mEq/L
Total Protein 5.5-7.8 g/dL
Albumin 2.8-4.0 g/dL
Globulins 2.3-4.2 g/dL.
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
Chloride 106-116 mEq/L.
Potassium 3.7-5.4 mEq/L
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NA/K 29-40
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
Creatinc Kinasc 22-422 U/L.
Cholesterol 82-355 mg/dL
Triglycerides 30-338 mg/dl
Amylase 409-1250 U/L
Osmolality (calculated) 291-315 mmol/L
Comments (Chemistry)

Sample ID: 1902050104/2

REPRINT: Orig. printing on 2/5/2019 (Final)

Reviewed by:

Page 2
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Patient History Report

Client: Patient: B6
Phone: Species: _gje_trjings Breed: GoldenRetrigver
Address: Age: [TTTEETTTT Sex: M/Netttered
Color:- -Buff
Digte Type Staft History

FDA-CVM-FOIA-2019-1704-012768



B6 i records.

Patient History Report

Client: Patient:.! B6 i
Phoneg; Species: I_(_Z__emj[]g::s _____________ . Breed: Golden Retrigvear
Addhress; Ageri | B6 Sex: MMauterad
Color:- -Buff
Digte Type Staft History
Raasan forVisit TECH APP OINTRIENT
Date Patient Checked Gut:08/21.18 Practice
Bi212018 B 01z 1.00 Blood Draw/Pack B6 374y by 022
Bi720e o nEd Phone & Other Confact. - CLOSED 08172018 - Wanting to schadule blood draw to
check faurine levals
Fiaa2me © 325 Intermediale Exam - CLOSEDR 07407201 8- Lip depigmentation; sebacsouscyst L
pelvic area
TIEanie v 0ad Jul 2, CE0LE 11 r26 AM Staffc 083
e dght 6L e pounds

B6

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 : Page 2of 33 Date 8302008 219 BM
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B6 irecords.

Patient History Report

Client: Patient:! B6 |
Phone: B6 Species: Canine Braaed: Golden Ratriever
Ackiress: ! i Sex: MMolterad
Color: Buff

Date Type Staff History
T&2018 B (L
22018 B 025
FIA2018 B 025
5182018 B 014
42018 | olg
Bil42018 P 019
52018 © 03 WMeadical History Transier - CLOSED 06/0720018 - Fofwardad To
i B6 i
Whe nitiated Bagquesl? it
What Reconds™ Vacoinaticn recond
Haow W ere Regords Sant® | B6 i
¥hen Forwarded? e T
Whare Forwardsed? ; B6 i
Wha Prepared Records? BG
Wha Sent Retords?
Reagzn iorthis e nisigcls for chay
Trangler?
432018 C 025 Catine Generat Exam - CLOSED 042172018 - S monthcheckup

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6 i Page 3af 33 Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-012770



B6

irecords.

Patient History Report

Client: Patient: i B6 i
Phong: Species: Caning Breed: Golden Retrigver
Ackiress; : Sex: MMNoitered
Color: Buff
Digte Type Staft History
4152018 v =
4132018 CK 25
4132018 B 025
41132018 B 025
4132018 B 025
4132018 B 025
452018 | 0oz
diai2tls P a2
482018 B 0f
42018 W OBE
Jt4iete p 25
342me 083 Phone & Other Contact < CLOSED 03242018 - round worms

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Page 4 of 33

Date 8302008 219 BM
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B6 Erecords.

Patient History Report
Client: Patient: B6 ;
Phone: Species: Canitig -~ Breed: Golden Retricyer
Adkdress: Ageil Sex: Mbsutered
Color: Biiff

Digte Type Staft History
342018 B 025 BG
Feme o 088 PHong & Other-Comtact - CLOSED D3N F 2018 - Taurrine lavels

Fitisntinitiated Call ¢ Contact [Chv e Initiatesd Call £ Contact [Ciwom [Cin Parson [CE-mai

iBékallaciand said that she has basn okl thes have Baen issuag with Goklan tatrievars anc theaj I Jviads | okl har that Teks nit Know michabout
that. and they ame usuallydong on cats. She saidehe Uncderstands that bul seaots theny dong on
santy note o | gt e how should schedils thessand what info Fshould give ¢t as well: Bv’?il

, 2080m C«al!a\:i client back-pe rE_ s awo can chithis Kncd of tesh bt we tiged fo orler spetia
i it parbar. Clisnt will check inwith-hisr amengency vot tocsed how they price it

rripla-tube s fresm-ourlabiamel itwoukd cest-an und

SIRI0TE W nas Mar 5, 2018 08:30 BM Staff: 088
weight v 72,5 pounds

21e2018 B D

2122018 | ooz

2iZ2me P a2 B 6

L1720 R

=

, B6

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6 Page &af 33 Date 8302008 219 BM
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B6 records.

Patient History Report

Client: Patient: | B6 ;
Phone: : Species: Canineg Breed: Golden Betriever
Address; Age:i B | ; Sex: Mheutered
color: Biff T
Digte Type Staft History
Diagrestios/ Others  Mone

o arls

R Follow-up : Bé i
LIRS Y 081 Feb 8, 2018 03:04 PM Starf: 081
We doghet TE A pounds
2igi2nle CK ]
2/g2018 B an2
120142017 | ooz
121142m7 P onz
127142017 B ong
Tasaal7? o 0285 Phone & Other Contact - CLOSED 10M 52017 - Bloodwork tine, borderling angmia
stable, CE =10
[ riatvitated calls Conacto oo, Wi Inintc ol Conningl Cimons [T Beson [Emai ,
10/62017 L 025 Immanology rasults from IDEXK Referencs
Labsratory Reguisitieon ID: 107016035 Paosted Final
Tast Result Reference Range

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 : Page & of 33 Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-012773



B6 Erecords.

Patient History Report

Client: ; ; Patient: | B6 i
Phong: | i Specles: Canine B Breed: Golden Retricyer
Adkdress: | Age:i  B6 ! Sex: Mbsutered
i calor: Buft
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Page 7of 33 Date 8302008 219 BM
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1
irecords.

Patient History Report

Client: Patient: ! B6 i
Phione: BG Species: Canineg . Breed: Golden Betricier
Acklress: i Sex: W/Moutersd
Color: Buff

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

Date 8302008 219 BM

i B6 Page & of 33
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B6 f;'ecords.

Patient History Report

Client: Patient: B6 i
Phone: Species: Canine Braaed: Golden Ratriever
Address: Age: | B6 ; Sex: MNauitersd
Color: Buff
Digte Type Staft History
1062007 L 026 Chemistry results from IDEXM Reference Laboratory Reguisitien
ID: 107016035 Posted Fipmal
Test Rogult Reforenae Rangs
e €r - 114
ALE 2.7 = 3.9
ALKP 5o- 160
ALT 18 - 121
ANTCW GAP 11 = 28
RET 156 .~ 55
BICARE 13 = 27
BOH/UBRER 4.~ 31
Ca 2.4 - 11.8
Chleride 108 -~ 118
CHOL 121 -~ 345
CRER 6.5 ~ 1.5
DBIL 0.0 - 0.1
26T 0= 13
IBIL 0.0 - 0.2
FHOS 2.5 - 621
Petaszsium 4.0~ 5.4
TBIL 0.0 - 0.3
TP 5.5 - T.5
Sedium 14z -~ 152
B/C Ratio 0.7 - 1.5
B/ Batio
Na/K Batig 28 - 37
GLOB 2.4 -~ 4.0
CK 10 - 200
shMn ! S g - 14
A | e o
1082017 L 025 Henatology results from IDEXK Reference

Laboratory
Test

Requigition ID: 107016035

Result

Pogted Final

Refersnoe Rangs

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Page 0 of 33

Date 8302008 219 BM
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B6 records.

Patient History Report

Client: Patient:! B6 i
Phone: B 6
Ackiress; i

Breed: Golden Retrigvear
Color: Buff

Sex: MMeuterad

Digte Type Staft History

38.3 - 5645
12.4 ~ 20.7
21.% - 26:1
32.6 - 39.2
5% - T8
143 ~ 443
5.3% - 8.70
4.9 - 17.8%
O 100
T8 -~ 1450
1060 ~ 4950
1300 - 11580
2945 ~ 12870
106~ 110

SLIDE REVIEWED MICROSCORICALLY.

WG PARASITES SEEN

10/62017 L 025 Immanology results from IDEXY Reference

Laboratory Requisitien ID: 107016035 Posted Fimal

Test Result Reference Range

EHRLICHIA |

HEARTWORM 86 ;

ANA FH i

LYME coemmmmoctomeeo E

Bson: B6

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 : Page 10 of 33 Date 8302008 219 BM
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B6

i records.

Patient History Report

Client:
Phione:
Agkdress:

B6

Patient:
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Foster Hospital for Small Animals

Cummings M

Veterinary Medical Center Norh o M 153

AT TUFTS UNIVERSITY

Client: Patient: ._ ______ B6
Veterinarian: B 6 Species:  Canine
Patient ID: Breed: Golden Retriever
Visit ID: 2496995 Sex: Male (Neutered)
Age: B61 Years Old
Lab Results Report
T4/Clin Path 9/5/2018 5:43:00 PM Accession ID B6
|Test |Results IReference Range IUnits
T4/TOSOH B6 1-4.1 ug/dl
- 171 : B6 i
stringsoft Printed Friday, September 07, 2018

FDA-CVM-FOIA-2019-1704-012801



Species: CANINE
Breed:GREAT_DANE
Gender:MALE NEUTERED
Ape5Y

CARDICPET proBNP - CANINE

CARDIOPET proBNPI B6 :
- CANINE [T R 2

Comments:

0 - 900 pral’L

IDEXX VetCormect 1-888-433-9987
TUFTSUNIVERSITY
200 WES TBORO RD
NORTH GRAFTON, Massachuzens 01336-1528

508-839-7936

Account #80735

B6

1

Pageladl
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CARDIOLOGY DIET HISTORY FORM
Please answer the following questions about your pet

Pet’'s name: BG Owner’s name: B6 Today's date: 9/10/18

How would you assess your pet's appetite? On a scale of 1-10 with 1 being poor and 10 being excellent:

Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
[ ]Eats about the same amount as usual |:|Eats less than usual Eats more than usual
|:|Seems to prefer different foods than usual |:|Other

Over the last few weeks, has your pet (check one)
O Lost weight @Gained weight 0 Stayed about the same weight () Don't know

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.

Food (include specific product and flavor) Form Amount How often? Fed since
Examples are shown in the table — please provide enough detail that we could go do the store and buy the exact same food.

Food (include specific product and flavor) Form Amount How often? Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Potato Adulf dry 1 % cup 2x/day Jan 2018
85% lean hamburger microwaved 30z 1x/week Jan 2015
Pupperoni original beef flavor treat Y 1x/day Aug 2015
Rawhide treat 6 inch twist 1x/week Dec 2015
Blue Seal Natural 26 dry puppy-14 mos
Nature's Variety Instinct Raw Boost chicken dry 14 mos until 1/8/18
Rachel Ray Nutrish Chicken and Veggies dry 1/8/18-present
Cooked chicken or broth 1/3-1/2 cup per meal
Occasional peanut butter or sweet potato homemade treats

*Any additional diet information can be listed at the bottom of this sheet

Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any other
supplements)? @Yes@No 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 QYes ONo

Coenzyme Q10  OYes QNo
Other (please list):
Example: Vitamin C Nature’s Bounty 500 mq tablets — 1 per day

How do you administer pills to your pet?

|:|I do not give any medications |:| | put them directly in my pet’s mouth without food
| put them in my pet's dog/cat food [] | put them in a Pill Pocket or similar product

|:|I put them in foods (list foods):

Additional diet or supplement information:

Information below to be completed by the veterinarian:
Current body weight: kg Current body condition score (1-9): /9

Muscle Condition Score: normal muscle@ mild muscle IossO moderate muscle Ioss@ severe muscle IossO

FDA-CVM-FOIA-2019-1704-012817



From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>
To: Jones, Jennifer L; Rotstein, David
Sent: 8/14/2018 1:46:04 PM
Subject: RE: Please Review-800.267-Rapid Necropsy Doc

B5

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

hip:/ fwww fda . govl AnimalVeterinary/ScienceResearch/ucm247334 him

From: Jones, Jennifer L

Sent: Tuesday, August 14, 2018 9:44 AM

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

Subject: RE: Please Review-800.267-Rapid Necropsy Doc

B5

| agree with the other edits.

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

M8 s FODD & DRUG

U LA A A R vA T

From: Reimschuessel, Renate
Sent: Tuesday, August 14, 2018 9:37 AM
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: RE: Please Review-800.267-Rapid Necropsy Doc

B5

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

http:/ fwww fda.gov/ Andmalveterinary/ScienceResearch/ucm247 334 . m

| made major edits
Frankly it is way too wordy

See if this works

FDA-CVM-FOIA-2019-1704-012832



From: Rotstein, David

Sent: Monday, August 13, 2018 3:45 PM

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

Subject: RE: Please Review-800.267-Rapid Necropsy Doc

Jen,

B5

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

"
it

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: Jones, Jennifer L

Sent: Monday, August 13, 2018 3:37 PM

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

Subject: RE: Please Review-800.267-Rapid Necropsy Doc

Importance: High

| made some edits. B5

Please let me know ASAP if you think otherwise. B5

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

e

,,,,,, g

From: Reimschuessel, Renate

Sent: Thursday, August 09, 2018 8:06 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>
Subject: RE: Please Review-800.267-Rapid Necropsy Doc

I've made some edits

B5

FDA-CVM-FOIA-2019-1704-012833



Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

hip:/ fwww fda . govl AnimalVeterinary/ScienceResearch/ucm247334 him

From: Jones, Jennifer L

Sent: Thursday, August 9, 2018 6:56 AM

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

Subject: RE: Please Review-800.267-Rapid Necropsy Doc

Round 1 of edits-thank you, Dave.

B5

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

FOOD & DRUG

LY 8 %

From: Rotstein, David

Sent: Wednesday, August 08, 2018 3:37 PM

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

Subject: Re: Please Review-800.267-Rapid Necropsy Doc

Looking now!

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

Date: August 8§, 2018 at 3:36:20 PM EDT

To: Rotstein, David <David.Rotstein(@fda.hhs.gcov>, Reimschuessel, Renate
<Renate Reimschuessel(@tda hhs.gov>

Subject: Please Review-800.267-Rapid Necropsy Doc

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: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334.htm

LG, PO 6 DRUG
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: ‘Freeman, Lisa’; ‘Darcy Adin’____

CC: 'Joshua A Stern';i ... Bé _____. ! Rotstein, David
Sent: 8/16/2018 12:13:20 PM

Subject: RE: a few NCSU cases

Attachments: 800.267-Vet-LIRN Rapid Necropsy-DCM-v7.pdf

(Good morning everyone,

Here’s our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

||" M u.s. FooD & DRUG
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <Lisa.Freeman@tufts.edu>; Darcy Adin <dbadin@ncsu.edu>
Cc: Joshua A Stern <jstern@ucdavis.edu>;! Bé
Subject: RE: a few NCSU cases

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

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

wrid U5, FOOD 8 DRUG
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From: Freeman, Lisa [mailto:Lisa. Freemanédiufts. edu]

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

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

Subject: RE: a few NCSU cases

That’s really interesting, Darcy!

| wonder; B5
Thanks for sharing

Lisa

From: Darcy Adin <ghadin@ncsu. edu>

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

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

__Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>;; B6

B6

| Subject: a few NCSU cases

Hi Jennifer,

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

FDA-CVM-FOIA-2019-1704-012836



One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana._Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs B6 i because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portal: B6 iSO

maybe the lowest I've ever seen).

Thank youl!
Darcy

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

FDA-CVM-FOIA-2019-1704-012837



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

DROTSTEI>
To: Jones, Jennifer L; Peloquin, Sarah
Sent: 8/16/2018 6:25:26 PM
Subject: FW: a few NCSU cases

Assuming this is about location.

I'd suggest two sites:

B5

B5 sut | think It's worth considering.

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

‘ ALIETIND S TR ATIC N

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

Sent: Thursday, August 16, 2018 2:18 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>;§ B6 i Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Hi Jen
Bs Just want to be sure we get what you're
We appreciate your putting this together. This will be helpful
Thanks
Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

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

Cc: Joshua A Stern <jstern@ucdavis.edu>:i B6 ! Rotstein, David
<PDavid.Rotstein@dfda. hhs.gov>

Subject: RE: a few NCSU cases

FDA-CVM-FOIA-2019-1704-012838



Good morning everyone,

Here’s our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

5. FOOD & DRUG /@m
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <lLisa.lFreeman@iufts. edu>; Darcy Adin <dbadin@ncsu.edu>
Cc: Joshua A Stern <jstern@ucdavis.edu>;i B6
Subject: RE: a few NCSU cases

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

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

5 FOOD & DRUG - wim
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From: Freeman, Lisa [mailto:Lisa. Freemanddiufts. edu]

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

To: Darcy Adin <dbadin@ncsu.edu>; Jones. JJlennifer L. <JenniferJones@fdahbs.aov> ...
Cc: Joshua A Stern <jstern@ucdavis.edu>; B6 :
Subject: RE: a few NCSU cases

That'’s really interesting, Darcy!

| wonder B5
Thanks forsmarmny

Lisa

From: Darcy Adin <ghadin@ncsu. edu>

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

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

Cc: Freeman, Lisa <lisa.freeman@tufts. edu>: Joshua A Stern <jstern@ucdavis.edu>;! B6
B6 1

Subject: a few NCSU cases

Hi Jennifer,

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

One of my residents saw a litermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs ! B6 i because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

FDA-CVM-FOIA-2019-1704-012839



| have asked our resident to report these dogs to the FDA usmg the porta B6 5 S0

maybe the lowest I've ever seen)

Thank youl!
Darcy

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

FDA-CVM-FOIA-2019-1704-012840



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

To: Rotstein, David; Peloquin, Sarah
Sent: 8/16/2018 6:39:15 PM
Subject: RE: a few NCSU cases

BS

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

it .5, FOOLD & DRUG
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From: Rotstein, David

Sent: Thursday, August 16, 2018 2:25 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: FW: a few NCSU cases

Assuming this is about location.

I'd suggest two sites:

| B5

f B5 But | think it's worth considering.

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

| U.S. FOOD & DRUG

MLIWETMTSTRATECM
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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: Freeman, Lisa [mailto:Lisa. Freemandiufts. edu]

Sent: Thursday, August 16, 2018 2:18 PM

To: Jones, Jennifer L <Jennifer.Jones@ida hihs gov>: Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>: B6 ERotstein, David
<PDavid.Rotsteingdfda hhs. gov> '
Subject: RE: a few NCSU cases

Hi Jen

FDA-CVM-FOIA-2019-1704-012841



B5 Just want to be sure we get what you're

“TOOKIFY TOT-

We appreciate your putting this together. This will be helpful
Thanks

Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>: Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>; B6 > Rotstein, David
<David. Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Good morning everyone,

Here's our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

&8 us. Foob & DRUG
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <l jsa.lFreeman@tufts.edu>; Darcy Adin <dbadin@ncsu.edu>
Cc: Joshua A Stern <jstern@ucdavis. edu>; B6

Subject: RE: a few NCSU cases

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

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

\ B, PO B IR
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From: Freeman, Lisa [mailto:l.isa.Freeman@tufts. edu]

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

To: Darcy Adin <dbadin@ncsu.edu>; Jones, Jennifer L <Jennifer. Jones@fda.hihs.qov>
Cc: Joshua A Stern <jstermn@ucdavis.edu>;i B6

Subject: RE: a few NCSU cases

That’s really interesting, Darcy!

| wonderi B5
Thanks for sharing

Lisa

From: Darcy Adin <gbadin@ncsu,edu>
Sent: Tuesday, August 14, 2018 8:00 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

Cc: Freeman, Lisa <lisa.freeman@iufts. edu>; Joshua A Stern <jstern@ ucdavis.edu>: B6
i B6 ;

' Subject: a few NCSU cases

Hi Jennifer,

FDA-CVM-FOIA-2019-1704-012842



| wanted to follow up on the case where NCSU sent you necropsy samples: B6 i3 yr Fs Great Dane).

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

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs ! B6 ibecause they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA usmg the portal Bé iSO

maybe the lowest I've ever seen)

Thank youl!
Darcy

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

FDA-CVM-FOIA-2019-1704-012843



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

DROTSTEI>
To: Jones, Jennifer L; Peloquin, Sarah
Sent: 8/16/2018 6:40:19 PM
Subject: RE: a few NCSU cases

We already did that!
Must be something else then.

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG
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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: Jones, Jennifer L

Sent: Thursday, August 16, 2018 2:39 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: RE: a few NCSU cases

B5

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

HHH‘H SN DN T T 440 8

From: Rotstein, David

Sent: Thursday, August 16, 2018 2:25 PM

To: Jones, Jennifer L <Jennifer. Jones@fda. hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@ida. hihs. gov>
Subject: FW: a few NCSU cases

Assuming this is about location.

I'd suggest two sites:

B5

FDA-CVM-FOIA-2019-1704-012844



B5 But | think it's worth considering.

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (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: Freeman, Lisa [mailto:lLisa.Freeman@tufts. edu]

Sent: Thursday, August 16, 2018 2:18 PM

To: Jones, Jennifer L <Jennifer. Jones@ifda. hhs.gov>; Darcy Adin <dbadin@ncsu. edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>;i B6 | Rotstein, David
<David. Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Hi Jen

; B5 1 Just want to be sure we get what you're
"TOURITTYTOT: '

We appreciate your putting this together. This will be helpful

Thanks

Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

To: Freeman, Lisa <lisa.freeman@iufts. edu>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <Hst@m@ucdaviis.‘@duzi B6 > Rotstein, David
<David. Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

(Good morning everyone,

Here’s our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

) ”‘W,n
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <ljsa.FFreeman@iufts.edu>; Darcy Adin <dbadin@ncsu.edu>
Cc: Joshua A Stern <jstern@ucdavis.edu>; B6

FDA-CVM-FOIA-2019-1704-012845



Subject: RE: a few NCSU cases
Thank you, Darcy! We'll be on the lookout for the cases.

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

o FOADED e DOPRLI
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From: Freeman, Lisa [mailto:lLisa.Freeman@tufts. edu]

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

To: Darcy Adin <dbadin@ncsu.edu>; Jones, Jennifer L <Jennifer. Jones@fda. hhs gov>

Cc: Joshua A Stern <jstern@ucdavis.edu>;i B6 >
Subject: RE: a few NCSU cases

That's really interesting, Darcy!

| wonderi B5
Thanks for sharing

Lisa

From: Darcy Adin <dgbhadin@ncsu,edu>

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

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

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>:i B6

B6 P

iSubject: a few NCSU cases

Hi Jennifer,
| wanted to follow up on the case where NCSU sent you necropsy samplesi  Bs____
I've attached her whole blood and plasma taurine concentrations for your records, which were normal.

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs: B6 ! because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portali B6 iso

hopefully you will see these soon. She will also be submitting a taurine deficient Golden eating Acanai__Be__
maybe the lowest |'ve ever seen).

Thank you!
Darcy

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

FDA-CVM-FOIA-2019-1704-012846



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

To: ‘Freeman, Lisa’; Darcy Adin

CC: Joshua A Stern;i_____ | B6 . iRotstein, David
Sent: 8/16/2018 7:02:05 PM

Subject: RE: a few NCSU cases

Thank you, Lisal B5

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

"W"m W&, FOOD & DRUG
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From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]

Sent: Thursday, August 16, 2018 2:18 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>;; B6 ! Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Hi.Jen _
B5 Just want to be sure we get what you're
“Tooking for.

We appreciate your putting this together. This will be helpful

Thanks

Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

To: Freeman, Lisa <l|isa.freeman@iufts.edu>; Darcy Adin <dpadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edy>;i B6 : Rotstein, David
<[Ravid.Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Good morning everyone,

Here’s our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

W% U.s. FOOD & DRUG .,
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <lLisa.Freeman@tufts edu>; Darcy Adin <dbadin@ncsu.edu>
Cc: Joshua A Stern <jstern@ucdayvis.edu>; B6

Subject: RE: a few NCSU cases

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

FDA-CVM-FOIA-2019-1704-012847



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

B U.S. FOOD & DRUG
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From: Freeman, Lisa [mailto:Lisa Freemanéiufts. edu]

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

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

Subject: RE: a few NCSU cases

That’s really interesting, Darcy!

| wonder B5
Thanks for sharing

Lisa

From: Darcy Adin <ghadin@ncsu. edu>
Sent: Tuesday, August 14, 2018 8:00 PM
To: Jones, Jennifer L <Jennifer. Jones@fda . hhs. gov>
Cc: Freeman, Lisa <lisa freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis,edu>: B6

B6

| Subject: a few NCSU cases

Hi Jennifer,

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

One of my residents saw a litermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs: B6 ibecause they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portal B6

maybe the lowest |'ve ever seen).

Thank you!
Darcy

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

FDA-CVM-FOIA-2019-1704-012848



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

DROTSTEI>
To: Jones, Jennifer L; Peloquin, Sarah
Sent: 8/16/2018 7:03:20 PM
Subject: RE: a few NCSU cases
If the question is why: B5
5 B5

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (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: Jones, Jennifer L

Sent: Thursday, August 16, 2018 2:39 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: RE: a few NCSU cases

B5

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

Gl 1S FOOD & DRUG . miss_.

|| Rerstveths

From: Rotstein, David

Sent: Thursday, August 16, 2018 2:25 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.agv>; Peloquin, Sarah <Sarah. Peloguin@ida.hihs.gov>
Subject: FW: a few NCSU cases

Assuming this is about location.

I'd suggest two sites:

B5

B5 TBUETThinK 1t'S Worth Considéring.

FDA-CVM-FOIA-2019-1704-012849



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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

& DRUG
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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: Freeman, Lisa [mailto:l.isa.Freeman@tufts. edu]

Sent: Thursday, August 16, 2018 2:18 PM

To: Jones, Jennifer L <Jennifer.Jones@fda. hhs. gov>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis. edu>;; B6 ! Rotstein, David
<David. Rotstein@fda. hhs.gov>

Subject: RE: a few NCSU cases

Hi Jen
: B5 iJust want to be sure we get what you're
“TOOKITTY Ul '

We appreciate your putting this together. This will be helpful

Thanks

Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

To: Freeman, Lisa <lisa freeman@tufts. edu>: Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>; B6 iRotstein, David
<PDavid. Rotsteinedfda hhs. gov>

Subject: RE: a few NCSU cases

(Good morning everyone,

Here’s our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

S, FOOD & ORUG -
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <lLisa.Freeman@tufts edu>: Darcy Adin <dbadin@ncsu.edu>
Cc: Joshua A Stern <jstern@ucdavis.edu>; i B6

Subject: RE: a few NCSU cases

FDA-CVM-FOIA-2019-1704-012850



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

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

U5, FOOD & DRUG .- m
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Rasays

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

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

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

Subject: RE: a few NCSU cases

That’s really interesting, Darcy!

| wonder: B5
Thanks o Sharing

Lisa

From: Darcy Adin <ghadin@ncsu.edu>

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

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> .
Cc: Freeman, Lisa <lisa.freeman@tufts. edu>; Joshua A Stern <jstern@ucdavis.edu>; ______ BS _____ i

B6 b

iSubject: a few NCSU cases

Hi Jennifer,

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

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

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs B6 because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portali B6 Eso
hopefully you will see these soon. She will also be submitting a taurine deficient Golden eating Acana: _Bé i
maybe the lowest I've ever seen).

Thank youl!
Darcy

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

FDA-CVM-FOIA-2019-1704-012851



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

To: Jones, Jennifer L

Sent: 8/16/2018 7:06:19 PM
Subject: RE: a few NCSU cases
Hi Jen

| wonder if we got the final version. See below
Thanks, Lisa

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

Sent: Thursday, August 16, 2018 3:02 PM

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

Cc: Joshua A Stern <jstern@ucdavis.edu>; B6 i Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Thank you, Lisa. B5

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

W‘Muw FOOD & DRUG hS
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From: Freeman, Lisa [mailto:Lisa. Freeman@diufts. edu]
Sent: Thursday, August 16, 2018 2:18 PM
To: Jones, Jennifer L <Jennifer. Jones@fda.hihs.gov>; Darcy Adin <dbadin@ncsu. edy>

FDA-CVM-FOIA-2019-1704-012852



Cc: Joshua A Stern <jstern@ucdavis.edu>;: B6 ! Rotstein, David
<PDavid. Rotsteingdfda.hhs.gov>
Subject: RE: a few NCSU cases

HiJen

B5 i Just want to be sure we get what you're
looking for.

We appreciate your putting this together. This will be helpful

Thanks

Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

To: Freeman, Lisa <|isa.freeman@iufts. edu>; Darcy Adin <dbadin@ngcsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>:i Bé iRotstein, David
<David. Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Good morning everyone,

Here's our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <l jsa.lFreeman@tufts. edu>; Darcy Adin <dbadin@ncsu,edu>
Cc: Joshua A Stern <jstern@ucdavis.edu>; B6
Subject: RE: a few NCSU cases

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

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

G FOOD & DRUG
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From: Freeman, Lisa [mailto:lLisa.Freeman@tufts. edu]

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

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

Subject: RE: a few NCSU cases

That's really interesting, Darcy!

| wonder: B5
Thanks 67 SAETRY

Lisa

From: Darcy Adin <dbadin@ncsu.edu>
Sent: Tuesday, August 14, 2018 8:00 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

FDA-CVM-FOIA-2019-1704-012853



Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; Joshua A Stern <jstern@ucdavis.edu>: Bé
i B6 i

iSubject: a few NCSU cases

Hi Jennifer,

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

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs B6 because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portal B6 iSO

hopefully you will see these soon. She will also be submitting a taurine deficient Golden eating Acana { ""gg
maybe the lowest I've everseen). T

Thank youl!
Darcy

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

FDA-CVM-FOIA-2019-1704-012854



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

To: 'Freeman, Lisa'

Sent: 8/16/2018 7:11:52 PM

Subject: RE: a few NCSU cases

Ah...my mistake. Thank you for catching this. I'll resend. J

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

uﬂ W5 FOOD & DRUG
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From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]
Sent: Thursday, August 16, 2018 3:06 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: a few NCSU cases

Hi Jen
| wonder if we got the final version. See below
Thanks, Lisa

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

Sent: Thursday, August 16, 2018 3:02 PM

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

Cc: Joshua A Stern <jstern@ucdavis.edu>; B6 i Rotstein, David
<David. Rotstein@fda.hhs.gov>

FDA-CVM-FOIA-2019-1704-012855



Subject: RE: a few NCSU cases

Thank you, Lis B5

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

W&, FOOL & DRUG
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From: Freeman, Lisa [mailto:Lisa. Freemanediufts. edul

Sent: Thursday, August 16, 2018 2:18 PM

To: Jones, Jennifer L <Jennifer. Jones@ifda.hhs.gov>; Darcy Adin <dhadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>;! B6 i Rotstein, David
<Pavid. Rotsteingdfda hhs. gov>

Subject: RE: a few NCSU cases

HiJen
B5 Just want to be sure we get what you're
[GTKITTG TOT.
We appreciate your putting this together. This will be helpful
Thanks
Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

To: Freeman, Lisa <|isa.freeman@iufts.edu>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis.edu>; i B6 i Rotstein, David
<David. Rotstein@fda. hhs.gov>

Subject: RE: a few NCSU cases

Good morning everyone,

Here's our Vet-LIRN rapid necropsy document.
Take care,

Jen

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

R 5. FOOD & DRUG
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <Lisa FFreeman@tufts edu>; Darcy Adin <dbadin@ncsu edu>
Cc: Joshua A Stern <jstern@ucdavis. edu>:i B6

Subject: RE: a few NCSU cases

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

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

. FOOD & DRUG
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From: Freeman, Lisa [mailto:lL.isa.Freeman@tufts. edu]

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

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

Subject: RE: a few NCSU cases

That's really interesting, Darcy!

| wonder ! B5
Thanks for sharing

Lisa

From: Darcy Adin <gbadin@ncsu.edu>

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

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

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>: Joshua A Stern <jstern@ucdavis.edu>:i______B6____ |
i B6 !

iSubje-ct: a few NCSU cases

Hi Jennifer,

| wanted to follow up on the case where NCSU sent you necropsy samples[ B6 i3 yr Fs Great Dane).

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

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs., B6 i because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portal: Bé i SO

maybe the lowest I've ever seen).

Thank youl!
Darcy

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

FDA-CVM-FOIA-2019-1704-012857



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

To: ‘Freeman, Lisa’; 'Darcy Adin’_____

ccC: ‘Joshua A Stemn';i______| B6 . iRotstein, David
Sent: 8/16/2018 7:12:22 PM

Subject: RE: a few NCSU cases

Attachments: 800.267-Vet-LIRN Rapid Necropsy-DCM-v7.pdf

Updated with specifications on Frozen skeletal muscle to obtain. Thank you, Lisa!

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

it .5, FOOLD & DRUG
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From: Jones, Jennifer L

Sent: Thursday, August 16, 2018 3:02 PM

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

Cc: Joshua A Stern <jstern@ucdavis.edu>;; B6 r Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: RE: a few NCSU cases

Thank you, Lisa.! _. B5

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

¥ u.5. FOOD & DRUG va
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From: Freeman, Lisa [mailto:Lisa. Freemanédiufts. edu]

Sent: Thursday, August 16, 2018 2:18 PM

To: Jones, Jennifer L <Jennifer. Jones@fda.hihs.gov>; Darcy Adin <dbadin@ncsu. edy>

Cc: Joshua A Stern <jstern@ucdavis. edu>; B6 i Rotstein, David
<PDavid. Rotsteingfda. hhs.gov>

Subject: RE: a few NCSU cases

Hi.len
B5 Just want to be sure we get what you're
[GOKING Tor.
We appreciate your putting this together. This will be helpful
Thanks
Lisa

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

Sent: Thursday, August 16, 2018 8:13 AM

To: Freeman, Lisa <lisa.freeman@iufts.edu>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis,edu>;! B6 i Rotstein, David
<PDavid. Rotsteingdfda.hhs.gov>

Subject: RE: a few NCSU cases

Good morning everyone,
Here's our Vet-LIRN rapid necropsy document.
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Take care,
Jen

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

W s FOOD & DRUG
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From: Jones, Jennifer L

Sent: Wednesday, August 15, 2018 2:49 PM

To: 'Freeman, Lisa' <l jsa.Freeman@iufts.edu>; Darcy Adin <dbadin@ncsu.edu>

Cc: Joshua A Stern <jstern@ucdavis. edu>;i B6 b
Subject: RE: a few NCSU cases

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

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

WS, FOOU & DRLIG

H‘ H ‘ TR I G Y

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

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

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

Subject: RE: a few NCSU cases

That’s really interesting, Darcy!

| wonder B5
Thanks fér-srianrig

Lisa

From: Darcy Adin <dbadin@ncsu.edu>

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

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

Cc: Freeman, Lisa <lisa.freeman@tufts. edu>: Joshua A Stern <jstern@ucdavis.edu>;i B6
B6 5

Subject: a few NCSU cases

Hi Jennifer,

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

One of my residents saw a littermate pair of Dobermans back for their 3 month recheck after being diagnosed
with DCM while eating Acana. _Taurines were normal on these dogs back in April and | honestly didn't have a
ton of hope for these dogs B6 i because they were dobermans and their genetic tests were
abnormal (the female is homozygous positive for one mutation and negative for a 2nd, the male was
heterozygous positive for one mutation and negative for a 2nd). But, 3 months after a diet change to Purina
grain-based (and no taurine supplementation), they both have shown significant improvement (the less severely
affected female has near normalized and the severely affected male (who was in heart failure) has also
significantly improved.

| have asked our resident to report these dogs to the FDA using the portali Bé iSO
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maybe the lowest |'ve ever seen).

Thank you!
Darcy

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

DROTSTEI>
To: Jones, Jennifer L; Peloquin, Sarah
Sent: 9/14/2018 1:53:05 PM
Subject: RE: Cardiomyopathy Heart Dissection Data Record.docx
Thanks!!!
| think by the week after next, ¥ B5

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG
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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: Jones, Jennifer L

Sent: Friday, September 14, 2018 9:48 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: RE: Cardiomyopathy Heart Dissection Data Record.docx

Filed here: F:\6-CASES\800.267-EON-Multi-DCM-Cluster\3-Testing\6-Necropsy

Looks great, Dave!

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

(s

M U.s. FOOD & DRUG - s
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From: Rotstein, David

Sent: Wednesday, September 05, 2018 10:41 AM

To: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: Cardiomyopathy Heart Dissection Data Record.docx

Jen and Sarah,

Hereis the! B5

thanks

FDA-CVM-FOIA-2019-1704-012861



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Gaffney, Dana

CcC: Reimschuessel, Renate

Sent: 8/5/2019 12:17:08 PM

Subject: RE: Material Transfer Agreements - pending one with

Thank you, Dana.

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

it .5, FOOL & DRLG

ADMENIETRATICH

From: Gaffney, Dana

Sent: Monday, August 05, 2019 7:35 AM

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

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Subject: RE: Material Transfer Agreements - pending one with

Thanks, Jennifer. | pulled her title info from UC Davis website, so hopefully it is correct on the attached.

Dana

From: Jones, Jennifer L

Sent: Monday, August 05, 2019 7:03 AM

To: Gaffney, Dana <Pana.Gaffney@fda.hhs. gov>

Cc: Reimschuessel, Renate <Renate, Reimschuessel@ida, hhs.gov>
Subject: RE: Material Transfer Agreements - pending one with

Thank you, Dana. Andrea Fascetti is the Pl on our UC Davis contract. | believe it may be B6 see
attached).

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
el LG, FOOD & DRUG

S A D

From: Gaffney, Dana

Sent: Friday, August 02, 2019 11:07 AM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda hhs.gov>
Subject: RE: Material Transfer Agreements - pending one with

Hey Jennifer,

| just got the signed coversheet for this back from Neal, and was preparing the finalized MTA for you, but wanted to confirm—Andrea
Fascetti should be listed as the authorizing official for UC Davis, correct? If so, | can make that update and send it back to you for
execution.

Thanks!
Dana
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From: Jones, Jennifer L

Sent: Wednesday, July 31, 2019 7:21 AM

To: Reimschuessel, Renate <[Renate.Reimschuessel@ida. hhs.gov>; Bataller, Neal

<Neal. Bataller@fda. hhs. gov>; Gaffney, Dana <Dana.Gaffney@fda.hhs gov>

Cc: McDermott, Patrick <Pafrick. McDermott@fda.hhs. gov>; Myers, Michael J <Michael Myers@fda. hhs, gov>
Subject: RE: Material Transfer Agreements - pending one with

Thank you very much for moving this forward, Dana. I’'m sorry for any confusion on our end.

Here is the contact for UC Davis contract (have the data we want to share).
Andrea Fascetti ajfascetticducdavis. edu
University of California, Davis
School of Veterinary Medicine
944 Garrod Dr.
Davis, CA 95616

Here are the contacts for recipients of the data we want to share:
Joshua Stern jstern@ucdavis. edu
B6 i@ucdavis.edu
University of California, Davis
School of Veterinary Medicine
944 Garrod Dr.
Davis, CA 95616

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

P Ly

From: Reimschuessel, Renate

Sent: Tuesday, July 30, 2019 12:23 PM

To: Bataller, Neal <Neal Bataller@fda. hhs.gov>; Gaffney, Dana <PDana.Gaffney@fda.hhs.gov>

Cc: Jones, Jennifer L <Jennifer.Jones@ida hhs. gov>; McDermott, Patrick <Patrick. McDermott@ida hhs.gov>;
Myers, Michael J <Michael. Myers@fda.hhs.gov>

Subject: RE: Material Transfer Agreements - pending one with

Will do — Jen — can you pls fill out the form if you don’'t have one already and get the contact info

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1-240-402-5404
Fax 301-210-4685

Wit/ ey fdda aov/ AnimalVeterinary/ScienceResearch/ucm247 334 him

From: Bataller, Neal

Sent: Tuesday, July 30, 2019 12:22 PM

To: Gaffney, Dana <[Dana.Gaffney@fda.hhs.gov>; Reimschuessel, Renate

<Renate. Reimschuessel@fda hhs.gov>

Cc: Jones, Jennifer L <Jennifer.Jones@fda hhs.gov>; McDermott, Patrick <Patrick. McDermott@ida. hhs.gov>;
Myers, Michael J <Michael Myers@ifda hhs. gov>

Subject: RE: Material Transfer Agreements - pending one with

Might you provide Dana with the correct coversheet? I'm not sure if | can provide the most recent one.

FDA-CVM-FOIA-2019-1704-012863



From: Gaffney, Dana

Sent: Tuesday, July 30, 2019 12:20 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs.gov>

Cc: Bataller, Neal <Neal Bataller@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@ifida.hhs.gov>
Subject: RE: Material Transfer Agreements - pending one with

Hi Renate,
Thatis correct that MTAs, RICAS etc. are signed at the office level. So._once | get the coversheet, this would be_appropriate for Neal 1o .

_sign. As for pending items -

Dana

From: Reimschuessel, Renate

Sent: Tuesday, July 30, 2019 12:13 PM

To: Gaffney, Dana <[ana.Gaffney@fda hhs.gov>

Cc: Bataller, Neal <Neal.Bataller@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Material Transfer Agreements - pending one with

-Dana

B5

Our OR SOP states as follows (attached)

5.1.2. MTAs, UBMTAs, DTAs, CDAs, publishing agreements, copyright agreements, STAs, NDAs, LOls and
LOSs: The appropriate DD/PD and DDOR must both concur on processing of these by affirming that these
particular technology transfer agreements are advantageous to CVM. In addition, management must verify that
MTAs, UBMTAs, and DTAs (a) have minimal associated costs (e.g., sample prep, shipping) for items being sent
by OR or (b) are related to a previously approved research protocol or concept paper for items being received
by OR. For CDAs, publishing agreements, copyright agreements, NDAs, and STAs, management must verify
the agreements are advantageous to CVM. For LOIs and LOSs, OR management, the SAG, and the SRC must
verify that the proposed efforts are mission related and customer supported; the normal process for design,
submission, approval and prioritization (DSAP) for proposed research collaborations will be followed (see
OPS-003, Concept Paper Design, Submission, Approval, and Prioritization Process).

We are actually only sending data, no samples.

B5

Jen prepared a timeline for me — this has been hanging a long time.

2/13/2019-We received Mary Allen concurrence and forwarded to Dana Gaffney for Concurrence.
As of 5/6/2019, RR asked Dana Gaffney if we had any action items on our end to get it completed.
DG requested the contract for UC Davis and Jen forwarded to DG on 5/7.
On 5/14, Jen emailed Mary Allen asking if there were any updates/action items on our end for the MTA

BS

Thanks

Renate Reimschuessel V.M.D. Ph.D.
Director: Vet—-LIRN

FDA-CVM-FOIA-2019-1704-012864



(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1~ 240-402-5404 Fax 301-210-~4685
EMAIL : renate.reimschuessel@fda.hhs.cov

Vet-LIRN

http:/ ' www.fda. cov: AnimalVeterinarv: ScienceResearchuem 247334 htm

Phish-Pharm

http://www.fda.gov/AnimalVeterinary/ScienceResearch/Tools Resources/Phish-Pharm/default. htm

Agquaculture

http:/Avww.fda.gov/AnimalVeterinary/ScienceResearch/ResearchAreas/ucm130892 htm
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From: i B6 i

Sent: Friday, February 2, 2018 10:41 AM

To: Jones, Jennifer L

Cc: i B6
Subject: Re: Vet-LIRN request for Metals Testing (800.218)
Follow Up Flag: Follow up

Flag Status: Flagged

Jennifer

WADDL can accept the samples.

All, these would be billed to the VetLIRN infrastructure account.

i B6 !

lmemimmm -1

On Feb 2, 2018, at 4:10 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:

Good morning{__ " BS . ... ;
We have 5 commercial dog food samples we’d like to test for:
¢ Selenium, Cobalt, Calcium, Phosphorous, Magnesium, Copper, Iron, and Zinc
We received reports of dogs developing dilated cardiomyopathy after consuming these foods-often a
grainfree diet with a chicken/kangaroo and/or lentil based diet.
Please let me know if you accept, and I'll send the samples Monday. Please plan to bill the infrastructure
grant.
Please also report the results on a dry matter basis.
Thank you kindly and have a nice weekend,

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

FDA-CVM-FOIA-2019-1704-012866



Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer.jones@fda.hhs.gov

Web: http:/lwww fda.gov/AnimalVeterinary/ScienceResearch/ucm247334. htm

<image001.png> <image004.png>
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From: B6

To: B6 i- Jones, Jennifer L

CC: B6

Sent: 2/16/2018 11:58:11 PM

Subject: RE: Vet-LIRN request for Metals Testing (800.218)

This case was logged vesterday as WADDL 2018-2078. Samples had been shipped directly to ASL.

From; B6 7
Sent: Friday, February 02, 2018 7:41 AM
To: Jones, Jennifer L <Jennifer.Jones/«@ fda.hhs.gov>

‘ B6

Subject: Re: Vet-LIRN request for Metals Testing (800.218)

Jennifer
WADDL can accept the samples.

All, these would be billed to the VetLIRN infrastructure account.

B6

On Feb 2, 2018, at 4:10 AM, Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov> wrote:

We have 5 commercial dog food samples we’d like to test for:
Selenium, Cobalt. Calcium, Phosphorous, Magnesium, Copper, Iron, and Zinc
We received reports of dogs developing dilated cardiomyopathy after consuming these foods-often a grainfree diet with a
chicken/kangaroo and/or lentil based diet.
Please let me know if vou accept, and I'll send the samples Monday. Please plan to bill the infrastructure grant.
Please also report the results on a dry matter basis.

FDA-CVM-FOIA-2019-1704-012868



Thank you kindly and have a nice weekend,
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: jenmiferjonesicofida hhs. gov

Web: http:wwvw fda gov- AnimalVeterinary BoienceResearch uem247334 htm

<image001 png> <image004.png>
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
i_.(EY_DJB_QHEZ&SEDJ..I\/_G.[I.:_RGB.G&D.i.QI’JIS/_QUEQIGQ&.’IZQ&&QBAB_QQPa4Cbb1 e829af244-Jennifer.Jo>

To: i

Sent: 3/28/2018 6:47:27 PM

Subject: RE: Vet-LIRN request for Metals Testing (800.218)
Attachments: 800.218-ID-metals results.pdf

Good afternoon;_

| just want to confirm, ! BE

B5

Thank you kindly,
Jen

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

WMM U.S. FOOD & DRUG

From:i B6
Sent: Friday, February 02, 2018 12:47 PM _
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; ! Bé

Subject: RE: Vet-LIRN request for Metals Testing (800.218)

Dear Jen-

| echo! B6 reply; we'll look for the samples early next week.

Best regards,

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Sent: Friday, February 02, 2018 4:11 AM

To: | B6

Subject: Vet-LIRN request for Metals Testing (800.218)

Good morning‘: Bé L
We have 5 commercial dog food samples we’d like to test for:
Selenium, Cobalt, Calcium, Phosphorous, Magnesium, Copper, Iron, and Zinc
We received reports of dogs developing dilated cardiomyopathy after consuming these foods-often a grainfree

FDA-CVM-FOIA-2019-1704-012878



diet with a chicken/kangaroo and/or lentil based diet.

Please let me know if you accept, and I'll send the samples Monday. Please plan to bill the infrastructure grant.
Please also report the results on a dry matter basis

Thank you kindly and have a nice weekend,

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: i B6

To: Jones, JenniferL;i____B6 |
Sent: 3/28/2018 6:59:01 PM
Subject: RE: Vet-LIRN request for Metals Testing (800.218)
Hi Jen-
You are correct —| B5
‘ B5 t If you have additional questions, please don't hesitate to contact me.

Best regards,

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Sent: Wednesday, March 28, 2018 11:48 AM

To§ B6

Subject: RE: Vet-LIRN request for Metals Testing (800.218)

Good afternoon Steve,

| just want to confirm, ! B5

B5

Thank you kindly,
Jen

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

W5, FOOD & DRUG .
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From; B6
Sent: Friday, February 02, 2018 12:47 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>} B6

Subject: RE: Vet-LIRN request for Metals Testing (80'0.218)

Dear Jen-

FDA-CVM-FOIA-2019-1704-012880



Best regards,

B6

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Sent: Friday, February 02, 2018 4:11 AM

To: B6
Subject: Vet-LIRN request for Metals Testing (800.218)

Good morning | B6
We have 5 commercial dog food samples we’d like to test for:
Selenium, Cobalt, Calcium, Phosphorous, Magnesium, Copper, Iron, and Zinc
We received reports of dogs developing dilated cardiomyopathy after consuming these foods-often a grainfree
diet with a chicken/kangaroo and/or lentil based diet.
Please let me know if you accept, and I'll send the samples Monday. Please plan to bill the infrastructure grant.
Please also report the results on a dry matter basis
Thank you kindly and have a nice weekend,
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
L5, FIRILY B DYRGVG /,,m .
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From: Jones, Jennifer L </o-ExchangeLabs/ou-Exchange Administrative Group

To: B6 : B6 I )
Sent: 3/28/2018 7:00:10 PM
Subject: RE: Vet-LIRN request for Metals Testing (800.218)

Excellent, thank you for the quick reply.

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

uﬂ W5 FOOD & DRUG

DS EREDET R ATEC b

From: ! B6 H B6 ) [mailto: B6 1]
Sent: Wednesday, March 28 2018 2:59 PM _ .
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;i B6 i< B6 >

Subject: RE: Vet-LIRN request for Metals Testing (800.218)

Hi Jen-

You are correct — ou BS ivalue. B5
‘ B5 5. If you have additional questlons please don’t hesitate to contact me.

Best regards,

www.webpages.uidaho.edu/asl

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Sent: Wednesday, March 28, 2018 11:48 AM

To: B6 ( B6 5, B6 |
Subject: RE: Vet-LIRN request for Metals Testing (800.218)

| iust want to conﬁ'f'r_ﬁmd B5 i?! B5

B5 p

Thank you kindly,
Jen
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Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

M5, FOOL & DRSG
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From: B6 i B6 ) [mailtos B6 i
Sent: Friday, February 02, 2018 12:47 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>;: B6 g B6 >

Subject: RE: Vet-LIRN request for Metals Testing (800.218)

Dear Jen-

www.webpages.uidaho.edu/asl

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Sent: Friday, February 02, 2018 4:11_AM !
To:: B6 i B6 C B6
Subject: Vet-LIRN request for Metals Testing (800.218)

Good morning: B6iand: B6 :
We have 5 commercial dog food samples we’d like to test for:
Selenium, Cobalt, Calcium, Phosphorous, Magnesium, Copper, Iron, and Zinc
We received reports of dogs developing dilated cardiomyopathy after consuming these foods-often a grainfree
diet with a chicken/kangaroo and/or lentil based diet.
Please let me know if you accept, and I'll send the samples Monday. Please plan to bill the infrastructure grant.
Please also report the results on a dry matter basis
Thank you kindly and have a nice weekend,
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
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Nutritional and micronutrient
determinants of idiopathic
dilated cardiomyopathy:
diagnostic and therapeutic
implications

Idiopathic dilated cardiomyopathy (IDCM) is the term used to describe a group of myocardial
diseases of unknown cause whose common clinical presentation is heart failure. The prevalence
of IDCM is estimated to be between 7 and 13% of patients with systolic heart failure. Throughout
medical history, several nutrient-deficient states have been identified as the root cause of IDCMs,
Keshan's disease being one such example, where selenium deficiency-induced heart failure is
now well documented. This raises the question of whether a micro- or macro-nutrient imbalance
can provide the milieu for inefficient energy expenditure and cardiac metabolism in the context
of IDCMs, either causing or exacerbating the condition. To date, there is insufficient evidence
in the literature to support this theory, although numerous studies suggest a link between
nutrient deficiencies, inefficient energy expenditure and subsequent heart failure. Given the
unigue metabolic needs of the failing heart, the role of micronutrient testing and supplementation
in IDCMs warrants further well-designed studies.
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www.expert-reviews.com
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: i B6
Sent: 2/2/2018 12:10:44 PM

Subject: Vet-LIRN request for Metals Testing (800.218)

Good morning! B6

We have 5 commercial dog food samples we’d like to test for:
Selenium, Cobalt, Calcium, Phosphorous, Magnesium, Copper, Iron, and Zinc
We received reports of dogs developing dilated cardiomyopathy after consuming these foods-often a grainfree
diet with a chicken/kangaroo and/or lentil based diet.
Please let me know if you accept, and I'll send the samples Monday. Please plan to bill the infrastructure grant.
Please also report the results on a dry matter basis.
Thank you kindly and have a nice weekend,
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: http//www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htim
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From: Peloquin, Sarah </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8607f880df2b494aa639e6d9a3874132-Sarah.Pelog>

To: Carey, Lauren; Palmer, Lee Anne; Rotstein, David
Sent: 10/24/2018 11:56:18 AM
Subject: RE: 800.267 DCM -- did we get reports from these cases?

Thanks so much for checking—Lisa Freeman was just following up so I'll ask her to submit the reports again if
she already hasn’t.

From: Carey, Lauren

Sent: Wednesday, October 24, 2018 7:54 AM

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

Subject: RE: 800.267 DCM -- did we get reports from these cases?

can try to look that way.

We have not received any new PFR reports since the weekend. EON is not delivering reports to us, so if they're
new reports they are probably trapped somewhere within the bowels of the internet with all the other reports.

I'll keep an eye out.

Thanks,
Lauren.

From: Peloquin, Sarah

Sent: Wednesday, October 24, 2018 7:49 AM

To: Palmer, Lee Anne <LeeAnne. Palmer@fda hhs.gov>; Rotstein, David <David. Rotstein@fda. hhs.gov>;
Carey, Lauren <|.auren, Carey@ifda.hhs.gov>

Subject: 800.267 DCM -- did we get reports from these cases?

Did we receive PFR reports from any of the following cases from Tufts?

- B6

Let me know. Thanks!!

Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

e-mail: sarah.peloguin@fda.hhs.gov
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Peloquin, Sarah

CcC: Jones, Jennifer L

Sent: 10/24/2018 12:05:53 PM

Subject: RE: question on fda pet food reports re decm
Hi Sarah

If there was a problem, let me know and I'll get all 3 of those submitted.
Have a few more new ones to submit this week as well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Sent: Wednesday, October 24, 2018 7:46 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: question on fda pet food reports re dem

Hi Lisa,
| see that we have records forir ........... B Gand '''''''''' B6  ifrom this August, but no reports. | don’'t see anything
fori B6 iI'll double check with my team and get back to you.

Thanks for all of your help!
Sarah

From: Freeman, Lisa <l jsa.l"reemaneiiufts. edy>
Sent: Sunday, October 21, 2018 6:40 PM

To: Peloquin, Sarah <garah. Peloguin@ida.hihs.gov>
Subject: question on fda pet food reports re dem

Dear Sarah
I'm trying to confirm whether the following cases were received by the FDA. I'm nearly positive | reported them
but don't see them in my list of submitted cases on the FDA reporting portal. Could you confirm?

. B6

Many thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Board Certified Veterinary Nutritionist™
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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: Freeman, Lisa

Sent: Saturday, September 15, 2018 10:28 AM

To: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Subject: RE: 800.267 FDA Case Investigation for'g B6 :EON—364568) and B6 _E(EON—365002)

Hi Sarah,

¢ B6 imom is fine with you contacting her. Email is best for initial contact

b2 L L A D LT VYL Y M e Al L e =

i B6
Please let me know if you need more info on this case
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Sent: Friday, September 14, 2018 9:51 AM

To: Freeman, Lisa <l|isa.freemanciufts. edy>

Cc: Jones, Jennifer L <Jennifer. Jones@fda hhs.gov> . ;
Subject: RE: 800.267 FDA Case Investigation for, B6 _iEON-364568) and; B6

___________________ {(EON-365002)
Hi Lisa, thanks so much for passing those along. Sorry for the multiple emails—it looks like we've received
everything we need for these two.

1
Please let me know when you confirm permission to contact: B6 Lowner.

Thanks!
Sarah

From: Freeman, Lisa <L jsa_ lFreeman@Dtufts edy>
Sent: Friday, September 14, 2018 9:44 AM

Hi Sarah — ,
| sent additional records oan:' _____ directly to Dr. Jones since there were too many to upload individually. | think

that should have everything you need on him but if not, please let me know
The owner is happy to talk to you.

Attached are RDVM records oni B6 | also have a food sample for her. I'll need to confirm it's ok to

FDA-CVM-FOIA-2019-1704-012899



contact
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloquin@fda.hihs. gov>
Sent: Friday, September 14, 2018 9:36 AM
To: Freeman, Lisa <|iga.freeman@iufts edu> . ______

Subject: 800.267 FDA Case Investigation for.  B6 (EON-364568) and! B6 {EON-365002)

Good morning Dr. Freeman,
Thank you for submitting a few more consumer complaints to FDA!

As part of our investigation, we’d like to request:
e Full Medical Records ; _
o Please email (preferred) or fax (301-210-4685) copies of; B6 entire medical
history (not just this event), including any referral diagnostics/records.
m [f you do not have primary vet records, do you mind sending us the primary vets’ contact info?
m We have received the cardio records you attached to the reports.
e Owner phone interview about B6 diet and environmental exposures
o Please confirm permission to contact the owners.
o The interview generally lasts 30 minutes.

| have attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates
and how veterinarians help with our case investigations. | have also attached an owner-friendly version.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,
Dr. Peloquin

Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

e-mail: sarah.peloquin@fda.hhs.gov
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From: Peloquin, Sarah </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8607f880df2b494aa639e6d9a3874132-Sarah.Pelog>
To: 'Freeman, Lisa'

CcC: Jones, Jennifer L

Sent: 10/24/2018 2:28:43 PM

Subject: RE: question on fda pet food reports re decm
Hi Lisa,

those three patients. If it’'s not too much trouble would you mind re-sending the reports this week?

Thanks!
Sarah

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Wednesday, October 24, 2018 8:06 AM

To: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: question on fda pet food reports re decm

Hi Sarah

If there was a problem, let me know and I'll get aII 3 of those submitted.
Have a few more new ones to submit this week as well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>
Sent: Wednesday, October 24, 2018 7:46 AM

To: Freeman, Lisa <l|isa.freemanciufts. edy>

Cc: Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>
Subject: RE: question on fda pet food reports re dem

Hi Lisa,
| see that we have records forBG ___________ andBGfrom this August, but no reports. | don’t see anything
for, _B6 Il double check with my team and get back to you.

Thanks for all of your help!
Sarah

From: Freeman, Lisa <L jsa_ lFreeman@Dtufts edy>
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Sent: Sunday, October 21, 2018 6:40 PM
To: Peloquin, Sarah <garah. Peloguin@fda.hhs. gov>
Subject: question on fda pet food reports re dem

Dear Sarah
I'm trying to confirm whether the following cases were received by the FDA. I'm nearly positive | reported them
but don't see them in my list of submitted cases on the FDA reporting portal. Could you confirm?

®

- B6

Many thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Freeman, Lisa
Sent: Saturday, September 15, 2018 10:28 AM
To: Peloquin, Sarah <Sarah.Peloguin@fda. hhs. gov>

i_I:IJ._Sar_a.t,
: B6 'mom is fine with you contacting her. Email is best for initial contact

B6

‘Bleass et me know if you need more info on this case
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www. petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Sent: Friday, September 14, 2018 9:51 AM

To: Freeman, Lisa <|jsa.freemantiufts. edu>

Cc: Jones, Jennifer L <Jennifer. Jones@ida hhs. gov> N — .

Subject: RE: 800.267 FDA Case Investigation for; B6 (EON-364568) and: B6 (EON-365002)

Hi Lisa, thanks so much for passing those along. Sorry for the multiple emails—it looks like we've received
everything we need for these two.
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Thanks!
Sarah

From: Freeman, Lisa <l.isa.Freeman@tufts. eduy>
Sent: Friday, September 14, 2018 9:44 AM

that should have everything you need on him but if not, please let me know
The owner is happy to talk to you.

Attached are RDVM records on: B6 | also have a food sample for her. I'll need to confirm it's ok to
contact

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Sent: Friday, September 14, 2018 9:36 AM

To: Freeman, Lisa <lisa.freeman@tufts edu> S

Subject: 800.267 FDA Case Investigation for.  B6 (EON-364568) and; B6 (EON-365002)

Good morning Dr. Freeman,
Thank you for submitting a few more consumer complaints to FDA!

As part of our investigation, we'd like to request:
e Full Medical Records , ,
o Please email (preferred) or fax (301-210-4685) copies of! B6 ‘entire medical
history (not just this event), including any referral diagnostics/records.
= [f you do not have primary vet records, do you mind sending us the primary vets’ contact info?
m We have received the_cardio records vou attached to the reports.
e Owner phone interview about B6 diet and environmental exposures
o Please confirm permission to contact the owners.
o The interview generally lasts 30 minutes.

| have attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates
and how veterinarians help with our case investigations. | have also attached an owner-friendly version.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,

FDA-CVM-FOIA-2019-1704-012903



Dr. Peloquin

Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

e-mail: sarah.peloguin@fda.hhs.gov
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Peloquin, Sarah

CcC: Jones, Jennifer L

Sent: 10/24/2018 2:56:27 PM

Subject: Re: question on fda pet food reports re dcm
Attachments: image001.png; image002.png

Will do although may not be till next week
Thanks. Lisa

Sent from my iPhone

On Oct 24, 2018, at 10:29 AM, Peloquin, Sarah <Sarah Peloquin(otd

Hi Lisa,

hhis gov> wrote:

those three patients. If it’'s not too much trouble would you mind re-sending the reports this week?

Thanks!
Sarah

From: Freeman, Lisa <L isa.lFFreemanchtufts. edu>
Sent: Wednesday, October 24, 2018 8:06 AM

To: Peloquin, Sarah <Sarah. Peloquin@fda.hihs. gov>
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs. gov>
Subject: RE: question on fda pet food reports re dcm

Hi Sarah

If there was a problem, let me know and I'll get aII 3 of those submitted.
Have a few more new ones to submit this week as well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Sent: Wednesday, October 24, 2018 7:46 AM

To: Freeman, Lisa <l|isa.freemanciufts. edy>

Cc: Jones, Jennifer L <Jennifer.Jones@ida. hhs. gov>
Subject: RE: question on fda pet food reports re dem

Hi Lisa,

FDA-CVM-FOIA-2019-1704-012905



| see that we have records for, "~ "Be ~~“iandi _B6  ifrom this August, but no reports. | don't see anything

Thanks for all of your help!
Sarah

From: Freeman, Lisa <l.isa.Freeman@tufts. eduy>
Sent: Sunday, October 21, 2018 6:40 PM

To: Peloquin, Sarah <Sarah.Peloguin@fda.hhs. gov>
Subject: question on fda pet food reports re dem

Dear Sarah

I'm trying to confirm whether the following cases were received by the FDA. I'm nearly positive | reported them
but don't see them_in my list of submitted cases on the FDA reporting portal. Could you confirm?

- B6

Many thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Freeman, Lisa
Sent: Saturday, September 15, 2018 10:28 AM
To: Peloquin, Sarah <Sarah. Peloquin@fda.hihs. gov>

B6 :mom is fine with you contacting her. Email is best for initial contact

B6

i Please let me know if you need more info on fhis case
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>
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Sent: Friday, September 14, 2018 9:51 AM
To: Freeman, Lisa <l|isa.freeman@tufts. edu>
Cc: Jones, Jennifer L <Jennifer. Jones@fda. hhe.‘qov>

Subject: RE: 800.267 FDA Case Investigation for.  B6 | (EON-364568) and: Bé i(EON-365002)

Hi Lisa, thanks so much for passing those along. Sorry for the multiple emails—it looks like we've received
everything we need for these two.

Please let me know when you confirm permission to contact; B6 i owner.
Thanks!
Sarah

From: Freeman, Lisa <|jsa.Freeman@iufts edu>
Sent: Friday, September 14, 2018 9:44 AM
To: Peloquin, Sarah <Sarah. Peloquin@fda.hhs. gov>

Subject: RE: 800.267 FDA Case Investigation fori B@ E(EON-364568) and. B6 E(EON-365002)

Hi Sarah
| sent additional records on{_B6 ! directly to Dr. Jones since there were too many to upload individually. | think

that should have everything you need on him but if not, please let me know
The owner is happy to talk to you.

Attached are RDVM records on B6 .. | also have a food sample for her. I'll need to confirm it's ok to
contact

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>
Sent: Friday, September 14, 2018 9:36 AM

To: Freeman, Lisa <lisa.freeman@tufts edu>
Subject: 800.267 FDA Case Investigation fori B6 {(EON-364568) and B@ (EON-365002)

Good morning Dr. Freeman,
Thank you for submitting a few more consumer complaints to FDA!

As part of our investigation, we’d like to request:
e Full Medical Records
© Please email (preferred) or fax (301-210-4685) copies of | B6 iand B6 :entire medical

history (not just this event), including any referral diagnostics/records.
m |f you do not have primary vet records, do you mind sending us the primary vets’ contact info?

o Please confirm loerm|SS|on to contact the owhers.
o The interview generally lasts 30 minutes.

FDA-CVM-FOIA-2019-1704-012907



| have attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates
and how veterinarians help with our case investigations. | have also attached an owner-friendly version.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,
Dr. Peloquin

Sarah K. Peloguin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

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

<image001.png> <image002.png>
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Peloquin, Sarah

CcC: Jones, Jennifer L

Sent: 10/25/2018 11:46:44 AM

Subject: RE: question on fda pet food reports re decm

Hi Sarah

I've submitted these 3 dogs B6 . Will submit others early next week
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Sent: Wednesday, October 24, 2018 10:29 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: question on fda pet food reports re dem

Hi Lisa,

those three patients. If it's not too much trouble would you mind re-sending the reports this week?

Thanks!
Sarah

From: Freeman, Lisa <|isa.Freeman@iufts. edy>
Sent: Wednesday, October 24, 2018 8:06 AM

To: Peloquin, Sarah <Sarah. Peloguin@fda.hhs. gov>
Cc: Jones, Jennifer L <Jennifer. Jones@ida.hhs. gov>
Subject: RE: question on fda pet food reports re dem

Hi Sarah

If there was a problem, let me know and I'll get aII 3 of those submitted.
Have a few more new ones to submit this week as well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

FDA-CVM-FOIA-2019-1704-012909



Tufts University
www. petfoodology.org

From: Peloquin, Sarah <Sarah. Peloquin@fda.hihs. gov>
Sent: Wednesday, October 24, 2018 7:46 AM

To: Freeman, Lisa <|jsa.freemanciufts. edu>

Cc: Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>
Subject: RE: question on fda pet food reports re dem

Hi Lisa,
| see.thatwe have records for; ___B6 and __________ B 6from this August, but no reports. | don’t see anything
for___B6 iyl double check with my team and get back to you.

Thanks for all of your help!
Sarah

From: Freeman, Lisa <l.isa.Freeman@tufts. eduy>
Sent: Sunday, October 21, 2018 6:40 PM

To: Peloquin, Sarah <Sarah.Peloguin@fda.hhs. gov>
Subject: question on fda pet food reports re dem

Dear Sarah
I'm trying to confirm whether the following cases were received by the FDA. I'm nearly positive | reported them
but don't see them_in my list of submitted cases on the FDA reporting portal. Could you confirm?

[ ]

- B6

Many thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Freeman, Lisa

Sent: Saturday, September 15, 2018 10:28 AM

To: Peloquin, Sarah <Sarah. Peloquin@fda. hihs. gov>

Subject: RE: 800.267 FDA Case Investigation for B6 EON-364568) andEL B6 £ON-365002)

Hi Sarah,

i.....B8___nom is fine with you contacting her. Email is best for initial contact
B6

Please let me know if you need more info on this case

Thanks

Lisa

FDA-CVM-FOIA-2019-1704-012910



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: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Sent: Friday, September 14, 2018 9:51 AM

To: Freeman, Lisa <|isa.freeman@iufts edu>

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.aov> o

Subject: RE: 800.267 FDA Case Investigation for; _B6 'EON-364568) and; B6 ! (EON-365002)

Hi Lisa, thanks so much for passing those along. Sorry for the multiple emails—it looks like we've received
everything we need for these two.

Thanks!
Sarah

From: Freeman, Lisa <| isa.Freeman@iufts. edu>

Sent: Friday, September 14, 2018 9:44 AM

To: Peloquin, Sarah <Sarah. Peloguin@ida.hhs.aov> . oo

Subject: RE: 800.267 FDA Case Investigation forr B6 {EON-364568) and. B6 _E(EON-365002)

Hi Sarah

that should have everything you need on him but if not, please let me know
The owner is happy to talk to you.

Attached are RDVM records oni B6 i | also have a food sample for her. I'll need to confirm it's ok to
contact

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda hhs.gov>
Sent: Friday, September 14, 2018 9:36 AM
To: Freeman, Lisa <|isa.freeman@tufts. edu>
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Good morning Dr. Freeman,

Thank you for submitting a few more consumer complaints to FDA!

As part of our investigation, we’d like to request:
e Full Medical Records

o Please email (preferred) or fax (301-210-4685) copies of
history (not just this event), including any referral diagnostics/records.

'entire medical

m |f you do not have primary vet records, do you mind sending us the primary vets’ contact info?

m \We have received the cardio records you attached to the reports.

e Owner phone interview about: B6

o Please confirm permission to contact the owners.

o The interview generally lasts 30 minutes.

diet and environmental exposures

| have attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates
and how veterinarians help with our case investigations. | have also attached an owner-friendly version.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,
Dr. Peloquin

Sarah K. Peloguin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

e-mail: sarah.peloguin@fda.hhs.gov
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From: Peloquin, Sarah </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8607f880df2b494aa639e6d9a3874132-Sarah.Pelog>
To: 'Freeman, Lisa'

CcC: Jones, Jennifer L

Sent: 10/25/2018 1:03.22 PM

Subject: RE: question on fda pet food reports re decm
Wonderful! Two of them have already been forwarded to me ¢ B6 ), so I'll keep an eye out for
. B6 ' '

Thanks again!
Sarah

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Thursday, October 25, 2018 7:47 AM

To: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: RE: question on fda pet food reports re dem

Hi Sarah .

I've submitted these 3 dogs i B6 i Will submit others early next week
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>
Sent: Wednesday, October 24, 2018 10:29 AM

To: Freeman, Lisa <|isa.freeman@iufts. edu>

Cc: Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>
Subject: RE: question on fda pet food reports re dem

Hi Lisa,

those three patients. If it's not too much trouble, would you mind re-sending the reports this week?

Thanks!
Sarah

From: Freeman, Lisa <|jsa.Freeman@iufts edu>
Sent: Wednesday, October 24, 2018 8:06 AM

To: Peloquin, Sarah <garah. Peloguin@fda.hhs. gov>
Cc: Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>
Subject: RE: question on fda pet food reports re dem
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If there was a problem, let me know and I'll get all 3 of those submitted.
Have a few more new ones to submit this week as well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www, petfoodology.org

From: Peloquin, Sarah <Sarah.Peloquin@fda.hihs. gov>
Sent: Wednesday, October 24, 2018 7:46 AM

To: Freeman, Lisa <|isa.freeman@tufts edu>

Cc: Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>
Subject: RE: question on fda pet food reports re dem

Hi Lisa,

| see that we have records for; B6 iandiL B6 Hfrom this August, but no reports. | don’t see anything

Thanks for all of your help!
Sarah

From: Freeman, Lisa <|isa.Freeman@iufts. edy>
Sent: Sunday, October 21, 2018 6:40 PM

To: Peloquin, Sarah <Garah.Peloguin@fda.hhs. gov>
Subject: question on fda pet food reports re dem

Dear Sarah

I'm trying to confirm whether the following cases were received by the FDA. I'm nearly positive | reported them
but don't see them in my list of submitted cases on the FDA reporting portal. Could you confirm?

- B6

Many thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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From: Freeman, Lisa
Sent: Saturday, September 15, 2018 10:28 AM
To: Peloquin, Sarah <Sarah.Peloguin@fda. hhs. gov>

Subject: RE: 800.267 FDA Case Investigation fori  Bé6 i (EON-364568) and; B6 :(EON-365002)

RQ momis fine with you contacting her. Email is best for initial contact
B6 :

i Please let me know if you need more info on this case
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www. petfoodology.org

From: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>
Sent: Friday, September 14, 2018 9:51 AM

To: Freeman, Lisa <|jsa.freeman@iufts edu>

Cc: Jones, Jennifer L <Jennifer.Jones@ida.hhs. gov>

Hi Lisa, thanks so much for passing those along. Sorry for the multiple emails—it looks like we've received
everything we need for these two.

Thanks!
Sarah

From: Freeman, Lisa <| isa.Freeman@iufts. edu>
Sent: Friday, September 14, 2018 9:44 AM
To: Peloquin, Sarah <Garah.Peloguin@fda.hhs. gov>

Subject: RE: 800.267 FDA Case Investigation for,  B6 }(EON-364568) and: B6 i (EON-365002)

Hi Sarah
| sent additional records oni B6 ir directly to Dr. Jones since there were too many to upload individually. | think

that should have everything you need on him but if not, please let me know
The owner is happy to talk to you.

Attached are RDVM records on B6 | also have a food sample for her. I'll need to confirm it's ok to
contact
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Board Certified Veterinary Nutritionist™
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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: Peloquin, Sarah <Sarah. Peloquin@fda.hihs. gov>
Sent: Friday, September 14, 2018 9:36 AM
To: Freeman, Lisa <l|isa.freemanctufts. edu>

(EON-364568) andi B6 |(EON-365002)

Good morning Dr. Freeman,
Thank you for submitting a few more consumer complaints to FDA!

As part of our investigation, we’d like to request:
¢ Full Medical Records .
o Please email (preferred) or fax (301-210-4685) copies ofE B6 iand. B6 :entire medical
history (not just this event), including any referral diagnostics/records.
= [f you do not have primary vet records, do you mind sending us the primary vets’ contact info?

o The interview generally lasts 30 minutes.

| have attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates
and how veterinarians help with our case investigations. | have also attached an owner-friendly version.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,
Dr. Peloquin

Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

e-mail: aarah.peloquin@fda.hﬂha.qov
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Foster Hospital for Small Animals

55 Willard Street
North Grafton, MA 01536
(508) 839-5395

bumminas

Ueterinary Medical Ceotes

A TuFEE RHIFEREAY

All Medical Records
Client: Patient: LBG
Address: B 6 Breed: Golden Retriever Cross
: DOB: | B6 !

Work Phone: (
Cell Phone: a

Referring Information

Species: Canine
Sex: Male
(Neutered)

B6

Client: !
Patient: |

vy
(o2

Initial Complaint:

Initial Complaint:
New, DCM

| 12:07PM - B6

Disposition/Recommendations
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Client:
Patient:

B6
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Client:
Patient:

B6

Cummings

Veterinary Medical Cente

AT TUNRE BNl EETY

.

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client; ._ _________ B6 ________ J Patient; B6
Veterinarian: _ Species:  |Canine
Patient ID: lBG Breed: Golden Retriever Cross
Visit ID: Sex: Male (Neutered)
Age: B6 Years Old
Lab Results Report S
Accession ID:
|'1'est IResults IReference Range IUnitS
— 3123 . B6 | . B6 |
Printed Thursday, December 27, 2018
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Patient:
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Client:
Patient:

B6

Vitals Results

Weight (kg)
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Client:
Patient: B 6

ECG from Cardio
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Client:
Patient: B 6

ECG from Cardio
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Client:

Patient: |
Patient History

01:10 PM Appointment
04:29 PM Appointment
10:00 AM UserForm
10:14 AM Vitals
10:15 AM Purchase

B 6 10:49 AM Treatment
11:02 AM Purchase
11:11 AM UserForm
11:13 AM UserForm
11:31 AM Purchase
12:08 PM Purchase
03:13 PM Email
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NC State College of Veterinary Medicine

Veterinary Cardiac Genetics Laboratory

1060 William Moore Dr., RB 326
Raleigh, NC 27607
vecgl@lists.ncsu.edu

(919) 513-3314

To request swab collection kits, please visit:
https://cvm.ncsu.edu/genetics/cheek-swab-request/

Doberman Pinscher Dilated Cardiomyopathy (DCM) Genetic Testing

Dilated cardiomyopathy mutation (DCM) is a form of heart disease in the Doberman pinscher dog. It is an inherited
disease, and our laboratory has identified two mutations responsible for the development of DCM. Dogs that are
positive for both mutations are at the highest risk of developing DCM

Owner Name: | B8 NCSU Doberman DCM1 Positive Heterozygous
(PDK4) Result:
Dog’s Name: | Bg NCSU DobermanRDCIVIIt2 Negative
esuit:
m#: | B6

Below is an explanation for each possible test result so you can better understand all the possible results
and make informed breeding decisions:

Negative Result for
both DCM1 and
DCM2:

The absence of both mutations in a Doberman indicates that the risk of developing DCM is
low. It is still possible for a dog to develop heart disease. However, a negative result for both
DCM1 and DCM2 indicates that a dog does not have either mutation known to cause DCM.

Positive result for
NCSU DCM1 only :

Breeding
recommendations:

About 40% of dogs with this mutation will develop DCM. Dogs that are positive for only
DCM1 will not necessarily develop significant heart disease.

Dogs are positive for DCM1 should NEVER be bred to a dog that is positive for NCSU DCM 2
since this will lead to dogs that are highest risk of developing DCM. Dogs that are positive
homozygous for DCM1 should ideally not be bred.

Positive Result for
NCSU DCM2 only :

Breeding
recommendations:

About 50% of dogs with this mutation will develop DCM. Dogs that are positive for only
DCM2 will not necessarily develop significant heart disease.

Dogs are positive for DCM2 should NEVER be bred to a dog that is positive for NCSU DCM1
(PDK4) since this will lead to dogs that are highest risk of developing DCM. Dogs that are
positive homozygous for DCM2 should ideally not be bred.

Positive result for
both NCSU DCM1
and NCSU DCM2 :

Breeding
recommendations:

Dogs that positive for BOTH DCM1 & DCM2 are at a very HIGH risk of developing
DCM and should be carefully monitored by your veterinarian for signs of disease. Annual
evaluation by a cardiologist with an echocardiogram and Holter monitor after 3 years of age is
recommended.

Dogs that are positive for both DCM1 & DCM2 are at the HIGHEST risk of developing DCM and
should ideally not be bred since they can pass both traits on. They should never be bred to a
dog that is positive for either test.

As always, breeding decisions should be made carefully. Removal of a significant number
of dogs from the breeding population could be very bad for the Doberman Pinscher breed.
Remember that dogs that carry this mutation may also carry other important good genes

that we do not want to lose from the breed.
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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: Cardiovet@tufts.edu OR clinpath@tufts.edu

Gl Lab Assigned

Clinic ID: 11405
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