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: 6/10/2019 2:53:18 PM

Subject: FW: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-380716

Attachments: 2063119-report.pdf; Solid Gold Mighty Mini Beef: Lisa Freeman - EON-390030; 2063119-

attachments.zip

This is a Dr. Freeman report (follow-up)-not sure if this is one that you were working on.

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

1 U.S. FOOD & DRUG

AT AL TRATECHN

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

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

Sent: Sunday, February 24, 2019 6:57 PM

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

Subject: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-380716

A PFR Report has been received and PFR Event [EON-380716] has been created in the EON System.

A "PDF" report by name "2063119-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 "2063119-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-380716

ICSR #: 2063119
EON Title: PFR Event created for Solid Gold Mighty Mini Beef Sweet Potato and Apple grain free dry; 2063119

AE Date 01/02/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

FDA-CVM-FOIA-2019-1704-008140



Breed Chihuahua

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063119

Product Group: Pet Food

Product Name: Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry

Description: Has been regularly rechecked after: B6 ! Progressive reduction in left ventricular
contractile function noted on most recent echo. Eating BEG diet. Owner changed to Royal Canin Early Cardiac
diet and we will recheck in April

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

Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free 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-380716

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=12&
issueld=397725

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 sighed Acceptance of Commission.

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@@fda.hhs. gov immediately.
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Report Details - EON-380716

ICSR:

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

2063119

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2019-02-24 18:45:24 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:

ventricular contractile function noted on most recent echo. Eating BEG diet.
. Owner changed to Royal Canin Early Cardiac diet and we will recheck in April

Date Problem Started: 01/02/2019

Concurrent Medical Yes

Problem:

Pre Existing Conditions: |

B6

Outcome to Date; Stable

Product Name:
Product Type: Pet Food

Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry

Lot Number:

Package Type: BAG

Product Use pescription:
Information:. =

14 cup kibble (divided into 2 meals) 1 thsp cooked chicken

BID Owner switched to Weight Control version of same diet
(salmon, lentil, green bean) just a few days before visit

Manufacturer
/Distributor Information:

Purchase Location
Information:

Name: . B6
Type Of Species: Dog

Type Of Breed: Chihuahua

Gender: Female

Reproductive Status: Neutered

Weight: 3.72 Kilogram

Age: 9 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner
Information
provided:
Contact:
Address;

Yes

United States

Healthcare Professional practice Name:
Information:

| Tufts Cumhwings School of Vetérinafy Medicine

Contact: Name:

FOUO- For Official Use Only 1

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 \Westboro Rd
North Grafton
Massachusetts
01536
United States

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

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: T_26346.pdf

Description: Taurine - will send rest of records by email (too large)
Type: Laboratory Report

FOUO- For Official Use Only 2
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification;
i B6 i

Sent: 6/10/2019 2:48:46 PM

Subject: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-390030

Attachments: 2067990-report.pdf; 2067990-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390030] has been created in the EON System.

A "PDF" report by name "2067990-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 "2067990-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-390030

ICSR #: 2067990

EON Title: Related PFR Event created for Solid Gold Mighty Mini Beef Sweet Potato and Apple grain free dry;
2067990

AE Date 01/02/2019 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Chihuahua

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067990

Product Group: Pet Food

Product Name: Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry

Description: Has been regularly rechecked after! B6 ‘Progressive reduction in left ventricular
contractile function noted on most recent echo. Eating BEG diet. Owner changed to Royal Canin Early Cardiac
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weight.

Submission Type: Followup

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

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry

This report is linked to:
Initial EON Event Key: EON-380716
Initial ICSR: 2063119

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390030

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=10100&
1ssueld=407302& parentlssueTypeld=12

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390030

ICSR: 2067990

Type Of Submission: Followup

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

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

Report Submission Date: 2019-06-10 10:42:47 EDT

Initial Report Date: 02/24/2019

Parent ICSR: 2063119

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Has been regularly rechecked aftet | B6 iProgressive reduction in left

ventricular contractile function noted on most recent echo. Eating BEG diet.
 Owner changed to Royal Canin Early Cardiac diet and we will recheck in April
Abril cardiology recheck - echo measurements improved overall - eating Royal

k Dafe Probiem Staftedﬁ 01/02/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: | B6
Outcome to Date: Better/Improved/Recovering '
Product Information: Product Name:  Solid Gold Mighty Mini Beef, Sweet Potato, and Apple grain free dry
Product Type: Pet Food
Lot Number:
Package Type: BAG
Product Use Description: 1/4 cup kibble (divided into 2 meals) 1 tbsp cooked chicken
Information: . BID Owner switched to Weight Control version of same dist |
_ (salmqn, Ientil, green bean)vjust_ a few days befo_re vi_sit v
Manufacturer

{Distributor Information:

Purchase Location
Information:

Animal Information: Name: . . BB i
Type Of Species: Dog
Type Of Breed: Chihuahua
Gender: Female
Reproductive Status: Neutered
Weight: 3.72 Kilogram
Age: 9 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: ..BG _______

FOUO- For Official Use Only 1
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Address:

B6

United States

Healthcare Professional
Information:

Practice Name:
Contact: Name:

Phone:
Email:

North Grafton
Massachusetts
01536

United States

Sender Information:

Name: Lisa Freeman

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

Contact:

Phone: 5088874523

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:
Additional Documents:
Attachment: NT-proBNP & Diet Hx 4-5-19.pdf
Description: lab work

Type: Laboratory Report

Attachment: B6
Description: lab work

Type: Laboratory Report

Attachment: troponin 5-30-2019. pdf
Description: lab work results

Type: Laboratory Report

Tufts Cummings School of Veterinary Medicine

Address: 200 Westboro Rd

Email: lisa.freeman@tufts.edu

12019-01-03-1008 NT-proBNP - Copy. pdf

Lisa Freeman
(508) 887-4523
lisa.freeman@tufts.edu

FOUO- For Official Use Only
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RET OWNER:E__ 6 Tufts University Attn: Lisa Freeman LAB ID: 2303280698
SPECIES: Canine 200 Westboro Rd. ORDER ID: 338315
BREED: Chihuahua North Grafton, MA 01536 COLLECTION DATE: 1/1/19
GENDER: Unknown 508-839-5395 DATE OF RECEIPT:  1/2/19
AGE: 9 Years ACCOUNT #: DATE OF RESULT:  1/3/19
PATIENT ID: ATTENDING VET:! _ B6 _ _ i
IDEXX Services:
Chemistry o~
1/2/19 (Order Received)
1/3/19 10:08 AM (Last Updated)
TEST RESULT REFERENCE VALUE
Cardiopet ° 'B6! 0 - 900 pmol/L B6
proBNP (Canine) o :
Please note: Complete interpretive comments for all concentrations of
Cardiopet proBNP are available in the online directory of services. Serum
specimens received at room temperature may have decreased NT-proBNP
concentrations.
Generated by VetConnect® PLUS June 10,2019 10:38 AM Page 1 of1
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Client: B 6

Patient:

Diet Hx 4/5/19

” 5 5 ‘% 5 I\S : CARDIOLOGY. DIET_HISTORY FORM
iease answer the fo ns about your pet
Pet's name: B 6 Owner's name : B 6 Today's date: 4 | & I lf]

1. How wolld yoU s83838 Ver pét's appetite? (mark thefpomturramernnedelow that best represents your pet's appetite)

EXE:'?T'DIE_‘ Poor 1 Excellent
] e
o ,"/

Poor ! Excellent P e <

2. l?(/e 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 DEats less than usual OEats more than usual
OSeems to prefer different foods than usual EOther

2, ger the last few weeks, has your pet (check one)
Lost weight DOGained weight [OStayed about the same weight ODon't know

1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years.

Flease provide enough detail that we could go to the store and buy the exact same food - examples are shown in the table

: Food (include specific product and flavor) | Form _Amount | How often? Dates fed |
Nutro Grain Free Chicken, Lentil, & Sweet Potalo Adult | dry 1 % cup 2x/day Jan 2016-present
| 85% lean hamburger microwaved Joz 1xAveek June -Aug 2016
| Pupperoni original beef flaver treat . % fx/day | Sept 2016-present
| Rawhide - treat 6 inch twist | 1x/week | Dec 2018-present |
Yice cate - sodt Lo (4 b-%r’xf) teed- _ | X dlauq
ot Zy

Zelid Geld M Mz -Swee] Pewin 74 cup [ g ot b
: o - Jia:ﬁ» : 0| j ‘Ir‘)urrﬁ: =29 |

4 Ar'nlnw mdpé'

I

wn) - Early [ aidio 1 dind T copp |Spitzy | Tnin (9 = prézeri
s | daily

*Any additional diet information can be listed on the back of this sheet

2. Do you give any dietary suppjements to your pet (for example: vitamins, glucosamine, fatty acids, or any other

supplements)? DOYes ENo If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carmnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONa
Fish il OYes ONo

Coenzyme Q10 OYes ONo
Other (please list):
Example: Vitamin C Nature’s Bounty 500 mg tablels — 1 per day

3. How do you administer pills to your pet?
0, do not give any medications i
= put them directly in my pet's mouth without food [ | ichumlj
O | put them in my pet's dog/cat food
O | put them in a Pill Pocket or similar product
O | put them in foods (list foods):

Page 66/211
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Client: B 6

Patient:
NT-proBNP 4/5/19

IDEXX Reference Laboratories H

IDEXX VetConnect 1-885-433-9987

Clien Date: 04 05/2013 TUFTSUNIVERSITY
Patienti__ .~ _._i Requisition . 330313 200 WESTBORC RD
Speciess CANINE Accesion#,, 6 NORTH GRAFTON, Massachusetts 01336
‘B:r:id: CHIHUAHUA Ordered h_\-‘% 508-339-5385
er:
Ape: 5Y A ccours BG

CARDIOPET proBNP- CANINE

CARDIOPET proBNP !

- 90 | : i
sy 0- 900 pmoll i B6 !

Comments:

Page 67/211
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Gastrointestinal Laboratory
Dr. J.M. Steiner
Department of Small Animal Clinical Sciences
Texas A&M University
4474 TAMU
College Station, TX 77843-4474

Website User ID:! B6 |
Gl Lab Assigned Clinic ID: 23523
i B6 | Phone: 508 887 4696
Tufts Cummings School of Vet Med - Cardiology/Nutrition Fax:
200 Westboro Road ; .
North Grafton, MA 01536 Animal Name:
USA Owner Name:
Species:
Date Received: May 30, 2019

Tufts Cummings School of Vet Med - Gl Lab Accession: BG
Cardiology/Nutrition Tracking Number:

338315

Test Result Reference Interval Assay Date

Ultra-Sensitive Troponin | Fasting | B6 ing/mL <0.06 05/31/19
Comments:

Gl Lab Contact Information
Phone: (979) 862-2861

Fax: (979) 862-2864

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab

FDA-CVM-FOIA-2019-1704-008153



20340

_____ AL

Amino Acid Laboratory Sample Submission Form

Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 95616 B6
Telephone: 530-752-5058, Fax: 530-752-4698 iZ%Z%E&%EﬁZéEUSEoom
Email: ucd.aminoacid.lab@ucdavis.edu Lithium Heparin

www.vetmed.ucdavis.edu/labs/amino-acid-laboratory

Veterinarian Contact: _ B6

Clinic/Company Name:

Address:

Email: _ Clinpath@tufts.edu l} (Q(‘La'\d Que ((D)(UQB (’(l(’\

Telephone: _508-887-4669 Fax: __ 508-839-79368

Billing Contact:i B6 Email: | B6

Billing Contact Phone: _508-887-4267 Tax ID:

Patient Name: BG Species: (//[\Hﬂ{) __________________
Breed: _ ( \/1\ AT =N Owner’s Name:_% B6 -

Current Diet: _ YN 1 0 (AL L1 €0 boite s
Sample type: Plasma ole Blood " Urine Food Other

Test:@é’ Complete Amino Acids ~ Other:

Taurine Results (lab use only)

Plasma: Whole Blood: B6 Urine: Food:
Plasma (nMol/ml) Whole Blood (nMol/ml)
Normal Range | No known risk | Normal Range | No known risk
for deficiency for deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

* Please note with the recent increase in the number of dogs screened for taurine deficiency, we

are seeing dogs with values within the reference ranges (or above the “no known risk for deficiency
range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our
laboratory for assistance in evaluating your patient’s results.
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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: 3/12/2019 11:00:00 AM
Subject: RE: GlLab Results
Thanks, Lisal

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

u' W5 FOOD & DRUG

II AU R DE TR ATTCO M

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Sunday, March 10, 2019 2:48 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: FW: GlLab Results

Hi Jen, — -
Troponin results on a bunch of the dogs that I've already reported. The 4: B6 :poxers are recheck values —

B T

' 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: Tufts Veterinary Cardiology Service
Sent: Friday, March 08, 2019 10:40 AM _
To: Freeman, Lisa <l isa, IF:'r@@maﬂ@m'ﬁs.‘@du>;E B6
Subject: FW: GlLab Results '

| can put into SS.

From: Clinical Pathology Lab <clinpath@tufts. edu>
Sent: Friday, March 8, 2019 8:28 AM

To: Tufts Veterinary Cardiology Service <cardiovet@tufts. edu>: B6
Subject: FW: GlLab Results

Forwarding Troponin Results that I think were sent through Cardio service.

FDA-CVM-FOIA-2019-1704-008155



B6

! !
| -i

Clinical Pathology Laboratory

B6

From: gilab@cvm.tamu.edu [gilab@cvm.tamu.edu]
Sent: Wednesday, March 06, 2019 6:21 PM

To: Clinical Pathology Lab

Cci B6

Subject: GILab Results

Greetings:
Please see the attachment for updated results for your patient(s).
To obtain results faster, you can also login to our website at http://vetmed tamu.edu/gilab/service/clinic-login

to view results immediately when they become available.
Your username is B6

Thank you for using the GI Lab

The GI Lab - Promoting gastrointestinal health in companion animals
(979) 862 2801; FAX (979) 862 28064, http://vetmed tamu. edu/gilab

Accession] B
Patient:; B6 77

sk sk sk skt sk skt sk sk st sk sk st st sk sk steosko sk sheoske sk skosi sk st steosi sk stk sk steoskosk slokosk sk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting
Resulti B6
Range: 0 - 0.06

B6

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
s s sk sfeosie sk skt sl sk st s sk ste st sk she steosko sk sheoske sk skosi sk st steosie st stk sl sleoskoskoslokosk sk

Accession B6
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st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Ultra-Sensitive Troponin I Fasting

Timing; Fasting
Result B6
Range: 0 - 0.06

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
sk s e sl s e seosle e ook e sk sk e s sk sk sk sk sk sk skosk sl sk s sl sl e slesle sl sk skeoskoskeook

Accession; BB __ |

Patienté B6

S 3k o s sk ok s i sk ok s sk sk s s s sfe s sk ok s ok s o sk ok s e ok s sfe ok sfe s sk s sk sk ok

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

................. pu PO

Range: 0 - 0.06

sk sk sk skt sk skt sk sk st sk sk st st sk sk steosko sk sheoske sk skosi sk st steosi sk stk sk steoskosk slokosk sk

Report Comments:
st o sfe o o s sfe s ok sk s s ok ok s s s ok ok s sk s ok sk s s sk ok s s s ok ok s ok ook ok ke sk

Accessioni B6 !

Patient: B6 |

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting
Result: | 6 ]
Range: 0 - 0.06

B6
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B6

sk 3k sk sk ok sk sk sk ok 2k sk sk sk sk sk s sk st sk sk skook sk ok ok sk s sk ok s sk ok s sk sk sk sk sk ok

Report Comments:
st o sfe o o s sfe s ok sk s s ok ok s s s ok ok s sk s ok sk s s sk ok s s s ok ok s ok ook ok ke sk

s e she sfe e sfe sfe e ofe sk sfe e sk sde e she sfe se she sfe sl ofe she s ol sfe de e sfe sfe e e sfe se s sfe sl sk s

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Resulti B6 |

Range: 0 - 0.06

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Range: 0 - 0.06

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk
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Accession. B6
Patient: B6

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Ultra-Sensitive Troponin I Fasting

Range: 0 - 0.06

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
s s sk sfeosie sk skt sl sk st s sk ste st sk she steosko sk sheoske sk skosi sk st steosie st stk sl sleoskoskoslokosk sk

Accessior B6

prmrdememamem s, e emd

Patient:i B6 |

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Range: 0 - 0.06

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
sk sk sk sk sk st sk st skosik st sk ok ok sk ok ok sk ok ok sk sk sk sk sk s sk skosk sk sk sk

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Ultra-Sensitive Troponin [ Fasting
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Timing: Fasting

Range: 0 - 0.06

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Ultra-Sensitive Troponin I Fasting

Timing: Fasting

Result B6

.

Range: 0 - 0.06

st ok i sk ok s sk st ok sk sk s sk ok sk sk st ok sie sk sk sk sk sk ok sk sk st sk sk sk sk sk ok ook seskoskeosk

Report Comments:
she e sfe sfe e 2fe she e o s sfe e 3fe st sfe s sfe st she sfe sl ofe she s o ofe s e ofe s sfe e sfe st s she she ke sk sk
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Website User ID: clinpath@tufts.edu
Gl Lab Assigned Clinic ID: 11405

Dr. J.M. Steiner

4474 TAMU

Gastrointestinal Laboratory

" Department of Small Animal Clinical Sciences
I / _;,"’ Texas A&M University

College Station, TX 77843-4474

Dr. Freeman Phone: 508 887 4669
Tufts University-Clinical Pathology Lab Fax: 9508 839 7936
Attn: . B6 | ; )
200 Wesibors Road Animal Name: B6
North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received: Mar 06, 2019
Tufts University-Clinical Pathology Lab Gl Lab Accession:: B6
Tracking Number: 337144 R
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting { B6 | <0.06 03/06/19

Comments:

Gl Lab Contact Information

Phone: (979) 862-2861
Fax: (979) 862-2864

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab
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Website User ID: clinpath@tufts.edu
Gl Lab Assigned Clinic ID: 11405

Dr. J.M. Steiner

4474 TAMU

Gastrointestinal Laboratory

" Department of Small Animal Clinical Sciences
I / _;,"’ Texas A&M University

College Station, TX 77843-4474

Dr.: B6 ‘

Tufts University-Clinical Pathology Lab
Attn:i  B6 |

R SR |

200 Westboro Road

Phone:
Fax:
Animal Name:

508 887 4669
9 508 839 7936

B6

North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received: Mar 06, 2019
Tufts University-Clinical Pathology Lab Gl Lab Accessiorﬁ Bs
Tracking Number: I
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting . B6 <0.06 03/06/19

Comments:

Gl Lab Contact Information

Phone: (979) 862-2861
Fax: (979) 862-2864

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab

FDA-CVM-FOIA-2019-1704-008162
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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: clinpath@tufts.edu

Gl Lab Assigned Clinic ID: 11405

Dr. Freeman Phone:
Tufts University-Clinical Pathology Lab Fax:
Attn: B6 :

200 Westboro Road

North Grafton, MA 01536

USA

Animal Name:
Owner Name:
Species:

Date Received:

508 887 4669
9 508 839 7936

' B6

Mar 06, 2019

Tufts University-Clinical Pathology Lab

Tracking Number:

Gl Lab Accessioné B6

Test

Ultra-Sensitive Troponin | Fasting

Result Reference Interval Assay Date
,....B6 | <0.06 03/06/19

Comments:

Phone: (979) 862-2861
Fax: (979) 862-2864

Gl Lab Contact Information

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab

FDA-CVM-FOIA-2019-1704-008163



Gastrointestinal Laboratory

. Dr. J.M. Steiner
o " Department of Small Animal Clinical Sciences
f; [ / _;,"’ Texas A&M University
':‘ [ -:?
4'% L 4474 TAMU

- =L ¥
VEpppm i

College Station, TX 77843-4474
Website User ID: Cardiovet@tufts.edu OR clinpath@tufts.edu

Gl Lab Assigned Clinic ID: 11405

Dri __B6 | Phone: 508 887 4669
Tufts_Universitv-Clinical Pathology Lab Fax: 9 508 839 7936
Attn:i  B6 | i :
200 Westboro Road Aninal Names BG
North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received: Mar 06, 2019
Tufts University-Clinical Pathology Lab Gl Lab Accession B
Tracking Number:
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting B6 <0.06 03/06/19
Comments:

Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu

Fax: (979) 862-2864 vetmed.tamu.edu/gilab

FDA-CVM-FOIA-2019-1704-008164
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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

Attn:i B6

200 Westboro Road

North Grafton, MA 01536

USA

Phone:

Fax:

Animal Name:
Owner Name:
Species:

Date Received:

508 887 4669
9 508 839 7936

Tufts University-Clinical Pathology Lab

Tracking Number:

Gl Lab Accessioni B6 |

Test

Ultra-Sensitive Troponin | Fasting

Result Reference Interval Assay Date
B6 <0.06 03/06/19

B6

Comments:

Phone: (979) 862-2861
Fax: (979) 862-2864

Gl Lab Contact Information

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab
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Website User ID: clinpath@tufts.edu

Gl Lab Assigned Clinic ID: 11405

Gastrointestinal Laboratory

Dr. J.M. Steiner

Department of Small Animal Clinical Sciences
Texas A&M University

4474 TAMU

College Station, TX 77843-4474

Dr. Freeman Phone: 508 887 4669

Tufts University-Clinical Pathology Lab Fax: 9508 839 7936

Attni - . _

200 Westboro Roa animaliane BG

North Grafton, MA 01536 Owner Name:

USA Species: Canine

Date Received: Mar 06, 2019

Tufts University-Clinical Pathology Lab Gl Lab Accession B6

Tracking Number: T

Test Result Reference Interval Assay Date
. B6 ! <0.06 03/06/19

Ultra-Sensitive Troponin | Fasting

Comments:

Gl Lab Contact Information

Phone: (979) 862-2861
Fax: (979) 862-2864

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab
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Gastrointestinal Laboratory

. Dr. J.M. Steiner
o " Department of Small Animal Clinical Sciences
%_; [ / _;,"’ Texas A&M University
L &
4'% L 4474 TAMU

- =L ¥
VEpppm i

College Station, TX 77843-4474
Website User ID: clinpath@tufts.edu

Gl Lab Assigned Clinic ID: 11405

Phone: 508 887 4669
Fax: 9 508 839 7936
200 Westboro Road SR C B6
North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received: Mar 06, 2019
Tufts University-Clinical Pathology Lab Gl Lab Accession; BG
Tracking Number:
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting B6 <0.06 03/06/19
Comments:

Gl Lab Contact Information
Phone: (979) 862-2861

Email: gilab@cvm.tamu.edu
Fax: (979) 862-2864

vetmed.tamu.edu/gilab
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Website User ID: clinpath@tufts.edu
Gl Lab Assigned Clinic ID: 11405

Gastrointestinal Laboratory

Dr. J.M. Steiner

" Department of Small Animal Clinical Sciences
I / _;,"’ Texas A&M University

4474 TAMU

College Station, TX 77843-4474

Dri_ B6_ | i Phone: 508 887 4669
Tufts, University-Clinical Pathology Lab Fax: 9 508 839 7936
Attn:i B6 i .

200 WestBa76 Road Animal Name: B6
North Grafton, MA 01536 Owner Name:

USA Species: Canine

Date Received: Mar 06, 2019

Tufts University-Clinical Pathology Lab Gl Lab Accession BG
Tracking Number:
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting o B6 <0.06 03/06/19

Comments:

Gl Lab Contact Information

Phone: (979) 862-2861
Fax: (979) 862-2864

Email: gilab@cvm.tamu.edu

vetmed.tamu.edu/gilab
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Gastrointestinal Laboratory

Tk Dr. J.M. Steiner
a i Department of Small Animal Clinical Sciences
% b / _;:7’ Texas A&M University
%, N# 4474 TAMU
Verprms® College Station, TX 77843-4474

Website User ID: clinpath@tufts.edu
Gl Lab Assigned Clinic ID: 11405

DB T Phone: 508 887 4669
Tufts University-Clinical Pathology Lab Fax: 9 508 839 7936
Attn: B6 : .

200 Yvestboro KRoad AN N AmE?
North Grafton, MA 01536 Owner Name:
USA Species:
Date Received: Mar 06, 2019

Tufts University-Clinical Pathology Lab Gl Lab Accessioni B6
Tracking Number:

Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting : ____B6 | <0.06 03/06/19

Comments:
Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu
Fax: (979) 862-2864 vetmed.tamu.edu/gilab
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Gastrointestinal Laboratory

. Dr. J.M. Steiner
o " Department of Small Animal Clinical Sciences
%_; [ / _;,"’ Texas A&M University
L &
4'% L 4474 TAMU

- =L ¥
VEpppm i

College Station, TX 77843-4474
Website User ID: clinpath@tufts.edu

Gl Lab Assigned Clinic ID: 11405

Phone: 508 887 4669
Fax: 9 508 839 7936
200 Westboro Road Animal Name: BG
North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received: Mar 06, 2019
Tufts University-Clinical Pathology Lab Gl Lab Accession: B@
Tracking Number:
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting N <0.06 03/06/19
Comments:

Gl Lab Contact Information
Phone: (979) 862-2861

Email: gilab@cvm.tamu.edu
Fax: (979) 862-2864

vetmed.tamu.edu/gilab
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Gastrointestinal Laboratory
Dr. J.M. Steiner
Department of Small Animal Clinical Sciences
Texas A&M University

4474 TAMU
College Station, TX 77843-4474
Important Internal Medicine Conference
Notices: Join us for a unique continuing education event in Phuket, Thailand Oct 7th -

11th, 2019. For details see htip://texasimconference.tamu.edu

Ongoing studies

Cobalamin Supplementation Study- Dogs and cats with cobalamin deficiency with normal PLI,
and either normal or low(consistent with EPI) TLI to compare the efficacy of oral vs parenteral
cobalamin supplementation. Contact Dr. Chang at chchang@cvm.tamu.edu for further
information.

Chronic Pancreatitis with Uncontrolled Diabetes Mellitus- Seeking dogs with chronic
pancreatitis and uncontrolled diabetes mellitus for enroliment into a drug trial(medication
provided at no cost). Contact Dr. Sue Yee Lim at slim@cvm.tamu.edu or Dr. Sina Marsilio at
smarsilio@cvm.tamu.edu

Dogs with Primary Hyperlipidemia- Prescription diet naive dogs newly diagnosed with primary
hyperlipidemia are eligible to be enrolled in a dietary trial. Contact Dr. Lawrence at
ylawrence@cvm.tamu.edu for more information.

Dogs with Chronic Pancreatitis-Dogs with chronic pancreatitis (cPLi >400ug/L) and
hypertriglyceridemia (>300 mg/dl) are eligible to be enrolled in a dietary trial. Contact Dr.
Lawrence at ylawrence@cvm.tamu.edu

Chronic enteropathies in dogs-Please fill out this brief form http://tinyurl.com/ibd-enroll to see
if your patient qualifies.

Feline Chronic Pancreatitis- Cats with chronic pancreatitis for more than 2 weeks and fPLI >10
pg/L are eligible for enroliment into a treatment trial investigating the efficacy of prednisolone or
cyclosporine. Please contact Dr. Yamkate for further information at pyamkate@cvm.tamu.edu.

We can not accept packages that are marked "Bill Receiver"

Use our preprinted shipping labels to save on shipping. Call 979-862-2861 for assistance.
The Gl Lab is not here to accept packages on the weekend. Samples may be
compromised if you ship for arrival on Saturday or Sunday or if shipped via US Mail.

Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu
Fax: (979) 862-2864 vetmed.tamu.edu/gilab

FDA-CVM-FOIA-2019-1704-008171



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: 11/11/2018 1:56:12 AM

Subject: DCM (not Lisa Freeman and/or Tufts) 11/10/2018 2055

Attachments: Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon & Peas Formula

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.

FDA-CVM-FOIA-2019-1704-008172



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Naotification; B6

11/10/2018 6:44:26 PM

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon &

2058695-report.pdf; 2058695-attachments.zip

- EON-370755

A PFR Report has been received and PFR Event [EON-370755] has been created in the EON System.

A "PDF" report by name "2058695-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 "2058695-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-370755

ICSR #: 2058695

EON Title: PFR Event created for Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon
& Peas Formula Dry Dog Food; 2058695

AE Date 08/06/2018 Number Fed/Exposed | 1|
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Unknown

Breed Retriever - Golden
Age B6:Years
District Involved | PFRi  Bs DO

Product information

Individual Case Safety Report Number: 2058695
Product Group: Pet Food
Product Name: Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon & Peas Formula

Dry Dog Food

Submission Type: Initial

FDA-CVM-FOIA-2019-1704-008173



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

Lot Number Best By

Product Name or ID Date

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight
Salmon & Peas Formula Dry Dog Food

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-370755

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=387724

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-2019-1704-008174



Report Details - EON-370755

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2058695

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-11-10 13:35:47 EST

Yes

Problem Description:

Date Problem Started:

Concurrent Medical

Problem:
Outcome to Date:

08/06/2018

Low taurine level eating Wellness Simple grain free for 3 months prior to testing
and Wellness Core L ow fat Grain Free food for 3 years before that. Taurine level

No

Unknown

Product Name:

Product Type:
Lot Number:
UPC:

Package Type:
Package Size:
Purchase Date:

Possess Unopened

Product:

Possess Opened

Product;
Storage Conditions:

Product Use

Information:

 Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weioht Salmon &

Peas Formula Dry Dog Food

Pet Food

7634489329

BAG

24 Pound

05/21/2018

No

No

In original bag in covered container in garage

Description:
First Exposure

Date:

Last Exposure

Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the

Adverse Event:

Adverse Event
Abate After

Product Stop:

Product Use

Started Again:

Perceived
Relatedness to

Adverse Event:

Other Foods or
Products Given
to the Animal
During This Time

4 cups a day
05/21/2018

08/31/2018

3 Months

Yes

Unknown

No

Definitely related

Period:

No

Manufacturer Name:

FOUO- For Official Use Only 1

 WellpetLLC

FDA-CVM-FOIA-2019-1704-008175



Animal Information:

Sender Information:

Additional Documents:

IDistributor Information:

Contact:

Possess One or
More Labels from

This Product:

Purchase Location Name:
Information:

Address:

Name: i B6 !
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Male
Reproductive Status: Neutered
Weight: 71 Pound

Age! B6!Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional
Information:

Practice Name:

Contact:

Address:

Type of

Veterinarian:
Date First Seen:

Permission to
Release Records

to FDA:

Name:

B6

United States

Address:

Contact:

Reporter Wants to No
Remain Anonymous:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Attachment:

Description: Taurine results from UC Davis

Type: Laboratory Report

Type(s):
Address:

Email:

Distributor

Massachusetts
01876-1274
United States

Yes

Chewy.com
United States

UC Davis

Name: Joshua Stern
Phone: (530) 752-2475

Davis

California

United States

Referred veterinarian

08/14/2018
No

FOUO- For Official Use Only 2
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Attachment:

i B6 iecho pdf
Description: Echocardiagram report

Type: Echocardiogram

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-008177



UNIVERSITY OF CALIFORNIA

BERKELEY e DAVIS e IRVINE ¢ LOSANGELES e MERCED e RIVERSIDE e SANDIEGO e SAN FRANCISCO SANTABARBARA e SANTA CRUZ

B6

Cardiology Report

B6 -|s a 6-year-old FS golden retriever belonging to; B6 :who presented to thei . B6 .. i

i B6 i for a cardiac evaluation.

P |

Cardiac Diagnosis: Normal echocardiogram.

is eating a low fat grain free d|et j BG iis currently receiving eye medication fo; B6 5

B6

CV: I/VI left apical systolic heart murmur. Regular rhythm. Strong and synchronous pulses.

Cardiology Exam:

B6

Echocardiogram Subjective Findings: i B6

B6

Echocardiogram Obijective Findings: B6

B6

Assessment/Recommendations: There is no evidence of significant cardiomyopathy seen on this exam. There are
trace insufficiencies of the mitral and tricuspid valves, which are hemodynamically insignificant at this time. No
cardiac medications are warranted at this time. Consider switching to a non-grain-free diet due to low normal
contractile function.

Medications: No cardiac medications warranted at this time.

Follow-up: No recheck necessary unless signs of a heart murmur is ausculted or an arrhythmia is seen or
ausculted.

Thank you very much for allowing me to be of service to you and your clients. Please feel free to contact me with
any questions or concems.

B6 EDVM, DACYVIM (Cardiology)

FDA-CVM-FOIA-2019-1704-008178



UNIVERSITY OF CALIFORNIA, DAVIS

BERKELEY ¢ DAVIS ¢ IRVINE ¢ LOSANGELES ¢ MERCED <« RIVERSIDE <+ SANDIEGO < SAN FRANCISCO SANTABARBARA + SANTA CRUZ

STERN CARDIAC GENETICS LABORATORY
JOSHUA A. STERN, DVM, PHD, DACVIM (CARDIOLOGY)
sterngenetics@ucdavis.edu; August 9, 2018

FREQUENTLY REQUESTED INFORMATION REGARDING TAURINE & DILATED
CARDIOMYOPATHY IN GOLDEN RETRIEVERS

Taurine reference ranges for Golden Retrievers: The Stern Lab suggests that the following
clinical reference ranges be used for Golden Retrievers and be considered for other known taurine-
sensitive breeds such as Newfoundlands or American Cocker Spaniels. This is primarily based on 3
observations :

1. Golden Retrievers with marginal taurine levels (defined below) have been diagnosed with dilated
cardiomyopathy and have documented disease reversal after taurine supplementation and diet
change.

2. Previously published work documents taurine sensitivity in Golden Retrievers.

3. The most recently published reference on normal blood taurine values shows higher levels than
previously reported.

o Normal whole blood taurine: >250nmol/mL
o Normal plasma taurine: >70nmol/mL

o Marginal whole blood taurine: 200-250nmol/mL
o Marginal plasma taurine: 60-70nmol/mL

o Low whole Blood taurine: <200nmol/mL
o Low plasma taurine: <60nmol/mL

References:

Kramer GA, Kittleson MD, Fox PR, Lewis ], Pion PD. Plasma taurine concentrations with normal dogs and in dogs with heart disease. ] Vet
Intern Med 1995;9:253-258.

Belanger MC, Ouellet M, Queney G, Moreau M. Taurine-deficient dilated cardiomyopathy in a family of golden retrievers. ] Am Anim Hosp
Assoc 2005;41:284-291.

Kittleson MD, Keene B, Pion PD, Loyer CG, MUST Study Investigators. Results of the multicenter spaniel trial (MUST): taurine- and
carnitine-responsive dilated cardiomyopathy in American Cocker Spaniels with decreased plasma taurine concentration. ] Vet Intern Med
1197;11:204-211.

Backus RC, Choen G, Pion PD, Good KL, Rogers QR, Fascetti A]. Taurine deficiency in Newfoundlands fed commercially available complete
and balanced diets. ] Am Vel Med Assoc 2003;223:1130-1136.

Fascetti A], Reed JR, Rogers QR, Backus RC. Taurine deficiency in dogs with dilated cardiomyopathy: 12 cases (1997-2001).] Am Vet Med
Assoc 2003;223:1137-1141.

Freeman LM, Michel KE, Brown D], Kaplan PM, Stamoulis ME, Rosenthal SL, Keene BW, Rush JE. Idiopathic dilated cardiomyopathy in
Dalmatians: nine cases (1990-1995).] Am Vet Med Assoc 1996;209:1592-1596.

Delaney SJ, Kass PH, Rogers QR, Fascetti A]. Plasma and whole blood taurine in normal dogs of varying size fed commercially prepared
food. ] Anim Physiol a Anim Nutr 2003;87:236-244.

Plasma vs. whole blood taurine testing:

If at all possible, we recommend that paired (plasma and whole blood) taurine samples be submitted
for analysis. A low value on either or both tests is clinically relevant. If your dog is diagnosed with
DCM, submitting paired taurine samples (plasma and whole blood) is imperative. We recommend
that the UC Davis Amino Acid Laboratory be used for taurine testing, as this is where the literature
utilized for our reference ranges was generated. https: //www.vetmed.ucdavis.edu/labs/amino-acid-
laboratory. If a single testis submitted the Stern Lab recommends that whole blood be submitted
preferentially. This is due to the false elevation of taurine levels that is possible in plasma samples
due to sample handling issues. This is an area of some debate between clinicians and conflicting
information on preference for plasma vs. whole blood exists. This underscores the value of paired
sampling.
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Clinical Recommendations for Golden Retrievers based on taurine levels:

If taurine levels test <200nmol/mL in whole blood or <60nmol/mL in plasma
* An echocardiogram by a board-certified veterinary cardiologist is indicated
* After echocardiogram has been completed, a diet change is recommended.
o IfDCM is diagnosed, this patient may need a variety of cardiac medications that would
be prescribed by the attending cardiologist.
o If DCM is diagnosed, prescribed supplementation with oral taurine and I-carnitine is
recommended.
o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.
o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.
o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test 200 - 250nmol/mL in whole blood or 60-70nmol/mL in plasma

* Anechocardiogram by a board-certified cardiologist is recommended.

* After echocardiogram has been completed, a diet change is recommended.

* Werecognize that many dogs in this category may have normal echocardiograms and thus
the value of screening should be carefully considered. If the dog is eating a diet that falls
within the FDA warning or shares features with the diets identified in our study (see diets of
concern section below), we encourage echocardiographic screening with greater enthusiasm.

¢ [fan echocardiogram is not performed, a diet change is still recommended and a taurine level
reevaluation after three months on the new diet should be considered.

* [fDCM is diagnosed, this patient may need a variety of cardiac medications that would be
prescribed by the attending cardiologist.

o IfDCM is diagnosed, prescribed supplementation with oral taurine and l-carnitine is
recommended.

o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.

o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.

o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test >250nmol/mL in whole blood or >70nmol/mL in plasma
¢ Diet change is recommended if you are feeding a diet that falls within the FDA warning or
shares features with the diets identified in our study (see diets of concern section below)
* Ifyour pet shows any signs of cardiac disease (trouble breathing, exercise intolerance,
fainting/collapse, coughing) we recommend your veterinarian evaluate your pet.
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Diets of Concern & Choosing a diet

The FDA alert called attention to several dietary ingredients that should be considered when
evaluating whether your pet is at risk (for example legumes like peas and lentils, white or sweet
potatoes). These findings were largely recapitulated in our current study of Golden Retrievers with
low taurine levels and DCM. Our lab considers these ingredients to be of greatest concern when
present within the first 5 listed ingredients on the dog food bag. Additionally, we noted a high
percent of diets in our study were using protein sources other than chicken or beef and labeled as
grain-free.

Points to consider when making a diet change:
¢ Choose a diet that does not contain the concerning components listed above
¢ Choose a diet that meets the WSAVA Global Nutrition Assessment Guidelines published as
consensus by veterinary nutritionists from around the world:

o https://www.wsava.org/WSAVA/media/Arpita-and-Emma-editorial /Selecting-the-

Best-Food-for-your-Pet.pdf
¢ FDA alert found here:

o https://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm613305.htm

Choosing a taurine or l-carnitine supplement:

Selecting supplements should be performed based upon those that match their stated contents and
are readily available for absorption. Luckily a previous publication tested multiple taurine and I-
carnitine supplements. Based upon this publication our laboratory recommends the following
supplements as those meeting our quality criteria. (Bragg et al. 2009 | Am Vet Med Assoc; 234(2))

Tested taurine supplements that test within 5% of stated contents and if applicable disintegrated
within 30 minutes

*  Mega taurine caps by Twinlab (1000 capsule)

¢ Taurine by Swanson Health Products (500mg capsule)

¢ Taurine by NOW foods (500mg capsule)

*  Taurine 500 by GNC (500mg tablet)

Tested L-carnitine supplements that test within 5% of stated contents and if applicable disintegrated
within 30 minutes

*  L-carnitine 500 by Jarrow Formulas (500mg capsule)

¢ L-carnitine caps by Country Life (500mg capsule)

¢ Maxi L-carnitine by Solgar Vitamin and Herb (500mg tablet)

*  L-carnitine by Puritan’s Pride (500mg tablet)

The Stern lab does not recommend the empirical supplementation of taurine or I-carnitine to dogs
without evidence of DCM and/or significant deficiency. If DCM is diagnosed we typically recommend
dogs over 501bs receive 1000mg of taurine every 12hrs and dogs under 501bs receive 500mg of
taurine every 12hours. We recommend L-carnitine at a dose of ~50mg/kg orally with food every
8hrs. Your veterinary cardiologist or family veterinarian should be consulted for prescribing the best
dose for your dog.

Reporting to the FDA:

Understanding the basis of this condition requires a great deal of research and investigation. Clients
with affected dogs can contribute their data to help propel this research forward. You can report
cases of taurine deficiency, dilated cardiomyopathy, sudden cardiac death, or any combination of
these events to the FDA by following the information found here:

https://www.fda.gov/animalveterinary/safetyhealth /reportaproblem /ucm182403.htm

Additional questions or comments:
sterngenetics@ucdavis.edu
This document last updated: Aug. 20, 2018
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41 UCDAVIS
VETERINARY MEDICINE

CARDIOLOGY SERVICE UPDATES: DOG FOOD & DILATED CARDIOMYOPATHY

The Cardiology Service has developed this document in response to the alerts from the FDA. These alerts identify an
associated risk for some grain-free diets containing certain ingredients (legumes like peas, pea components, lentils; white
potatoes, sweet potatoes) and a diagnosis of dilated cardiomyopathy (DCM). The links provided throughout this document
can be copied and pasted to obtain additional information.

FDA Alerts found here:
https://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm613305.htm
https://www.fda.gov/AnimalVeterinary/ResourcesforYou/AnimalHealthLiteracy/ucm616279.htm

What is Dilated Cardiomyopathy (DCM)?

DCM is a heart muscle disorder that results in a weak pump function and heart chamber enlargement. In the early stages of
this disease pets may appear totally healthy with no apparent clinical signs. Later in the course of this disease, dogs may
have a heart murmur, an arrhythmia (irregular heart beat), collapse episodes, weakness or tiredness with exercise, and even
trouble breathing from congestive heart failure. While there are some breeds of dogs (like Dobermans) that have a genetic
predisposition to development of DCM, there are also nutritional factors that may resultin this disease.

What should | do?
If you are feeding a diet of concern based upon the FDA alert we recommend that you consult with your veterinarian or
veterinary cardiologist. We provide 4 general points for guidance below:

1. An initial step is to consider whether you are willing or interested in performing additional testing to assess whether
your pet is affected with DCM. If you believe your dog is at risk, showing any of the aforementioned clinical signs or would
prefer to simply rule out any heart disease, we recommend that you first have your pet’s taurine levels tested (both whole
blood and plasma levels) as well as seek an echocardiogram by a board-certified veterinary cardiologist. Low taurine levels
are associated with development of DCM in dogs and are sometimes a component of this current issue.

Information on taurine testing can be found here: https.//www.vetmed.ucdavis.edu/labs/amino-acid-laboratory

2. At this time, diet change is recommended when possible and should be considered regardless of the results obtained
from any testing. You can consult with your veterinarian in selecting a new diet that avoids the ingredients of concern listed
by the FDA. When selecting this diet, we recommend that you choose a diet that is manufactured with rigorous quality
control measures and research behind the formulation. A way to ensure that your diet meets these recommendations is to
follow the following guidelines that were generated by a large number of the world’s leading experts in veterinary nutrition.

Food selection guidelines found here:
https://www.wsava.org VWSAVA/media/Arpita-and-Emma-editorial/Selecting-the-Best-Food-for-your-Pet.pdf

3. If your pet is identified through testing to have a low blood taurine level or evidence of DCM by echocardiogram, we urge
you to report this information to the FDA.

FDA reporting guidelines found here: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem/ucm182403.htm

4. Work with your veterinarian(s) to determine the best course of action and medical treatments if indicated. In the case of
a DCM diagnosis, diet change alone may not be sufficient and additional medications may be prescribed.

Please continue to monitor the FDA website and the UC Davis School of Veterinary Medicine Newsfeeds for updates and
recommendations regarding this issue.
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L; Peloquin, Sarah
CcC: Rotstein, David; Carey, Lauren; Hartogensis, Martine
Sent: 8/1/2018 12:11:35PM )
Subject: RE: 800.267-FDA Case Investigation for‘é B6 EEON-359970

Thanks — | have been following a FB page from my home computer (without commenting in any way, of
course). | wonder if it's the same — many had been working with Josh Stern at UC Davis. Hopefully some will
report to us as well.

From: Reimschuessel, Renate

Sent: Wednesday, August 1, 2018 8:01 AM

To: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer
L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I'm sharing the file for your additional information.
rr

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

Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

From: Reimschuessel, Renate

Sent: Wednesday, August 1, 2018 7:54 AM

To: ! B6

Subject: RE: 800.267-FDA Case investigation for: B6 IEON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https:./iwww. safetyreporting. hhs. gov

Best Regards,
Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN

Phone 1- 240-402-5404
Fax 301-210-4685

FDA-CVM-FOIA-2019-1704-008183



hitp:/ www fda.gov/ AnimalVeterinary/GcienceResearch/ucm247 334 him

From} B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda hhs gov>
Subject: Re: 800.267-FDA Case Investigation for B6 EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. |  B6 IS ari B6 Eand is

their names.

All of the information on these pages was supplied by the individual dog owners. lItis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

B6
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>

To: Hartogensis, Martine; Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:16:19 PM

Subject: RE: 800.267-FDA Case Investigation for: B6  (EON-359970

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

Sent: Wednesday, August 1, 2018 8:13 AM

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

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov> !
Subject: RE: 800.267-FDA Case Investigation fc: B6 EON-359970

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <Qlgica.Ceric@fda hhs.gov>; Nemser, Sarah <Sarah Nemser@fda hhs. gov>; Jones, Jennifer
L <Jennifer. Jones@ida.hhs.gov>; Peloquin, Sarah <Sarah. Peloquin@fda hhs.gov>

Cc: Rotstein, David <David. Rotsteingfda. hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <|.eeAnne.Palmercfda. hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Subject: FW: 800.267-FDA Case Investigation for, B6 r EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I'm sharing the file for your additional information.
rr

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

Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

From: Reimschuessel, Renate
Sent: Wednesday, August 1, 2018 7:54 AM
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To:i B6 ‘ ............................. .
Subject: RE: 800.267-FDA Case Investigation for, B6 ' EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https:/www.safetyreporting.hhs. gov

Best Regards,

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

http:/ Awww fda . gov/ AnimalvVeterinary/Science Research/ucm247 334 him

From: BG
Sent: Tuesday, July 31, 2018 10:57 PM
To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 jEON-35997O

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. BG is an B6 and is

aware this document is being emailed to you. Out of respect for the privacy of tH& 6§ GWIEFS, TVE Trossed out
their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

B6
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From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>

To: Palmer, Lee Anne; Hartogensis, Martine; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:19:56 PM

Subject: RE: 800.267-FDA Case Investigation forEL B6 frEON-359970

This was sent to me by the owner of a dog that did report to FDA and has been sending me the dog’'s medical
records.

She mentioned the FB page. It looks like it might be the one Lee Anne has looked at since most of the
bloodwork is from Davis.

Jen — has Josh Stern been in the group that we spoke with?

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

From: Palmer, Lee Anne

Sent: Wednesday, August 1, 2018 8:16 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah
<Sarah.Peloquin@fda.hhs.gov>

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

Subject: RE: 800.267-FDA Case Investigationforr  B6 r EON-359970

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

Sent: Wednesday, August 1, 2018 8:13 AM

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

<QOlgica.Ceric@fda hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L

<Jennifer. Jones@fda hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@fda. hhs. gov>

Cc: Rotstein, David <Pavid.Rotstein@fda . hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda. hhs.gov> e

Subject: RE: 800.267-FDA Case Investigation for, B6 'EON-359970

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <QOlgica.Ceric@fda hhs.aov>: Nemser, Sarah <Sarah. Nemser@ida. hhs.gov>; Jones, Jennifer
L <Jennifer. Jones@ida.hhs.gov>; Peloquin, Sarah <Sarah. Peloquin@fda hhs.gov>

Cc: Rotstein, David <Ravid.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
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Anne <|_eeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine <Martine. Hartogensis@fda.hhs. gov>

Subject: FW: 800.267-FDA Case Investigation for; B6 ' EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I’'m sharing the file for your additional information.
rr

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

Wit/ e fda govl AnimalVeterinary/ScienceResearchiucm247 334 him

From: Reimschuessel, Renate

Sent Wednesday, August 1, 2018 7:54 AM

To: | B6

Subject RE: 800.267-FDA Case Investlgatlon for B6 !EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https./www.safetyreporting.hhs.gov

Best Regards,

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

http:/ Avww fda . gov/ AnimalVeterinary/Science Research/ucm247 334 him

From:: B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <[Renate. Reimschuessel@fda. hhs.gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 'EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet ________ B 6 ______ |s ar' B6 and is

aware this document is being emailed to you. Out of respect for the prlvacy of thé d6g dwners, Tvé &rssed out
their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.
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Please let me know when you receive this.

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

To: Reimschuessel, Renate; Palmer, Lee Anne; Hartogensis, Martine; Ceric, Olgica; Nemser, Sarah;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:25:18 PM e

Subject: RE: 800.267-FDA Case Investigation for,  B6 _ {EON-359970

Yes-Josh was in a group we spoke with. He mentioned his cases all involved Acana. After speaking w/ Andrea

_Fascetti at Davis, _ B5
i B5 !

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

W .5, FOOD & DRUG

A
ﬁ” I T EIN DS R AT b

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:20 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah
<8arah.Peloquin@fda.hhs.gov>

This was sent to me by the owner of a dog that did report to FDA and has been sending me the dog’'s medical
records.

She mentioned the FB page. It looks like it might be the one Lee Anne has looked at since most of the
bloodwork is from Davis.

Jen — has Josh Stern been in the group that we spoke with?

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

Wit/ e fda . govl AnimalVeterinary/ScienceResearch/ucm247 334 him

From: Palmer, Lee Anne

Sent: Wednesday, August 1, 2018 8:16 AM

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhis.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@ida hhs.gov>; Ceric, Olgica <Qlgica.Ceric@ida hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>; Peloguin, Sarah
<Sarah. Peloguin@fda. hhs.gov>

Cc: Rotstein, David <David. Rotstein@fda. hihs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine
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Sent: Wednesday, August 1, 2018 8:13 AM

To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Qlaica.Ceric@fda.hhis.gov>; Nemser, Sarah <Sarah. Nemser@fda.hihs.gov>; Jones, Jennifer L

<Jennifer. Jones@fda. hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@fda. hhs gov>

Cc: Rotstein, David <[David.Rotstein@fda. hhs.gov>; Carey, Lauren <|_auren. Carey@fda hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <QOlgica.Ceric@fda.hhs.qov>; Nemser, Sarah <Garah. Nemser@fda hhs.gov>; Jones, Jennifer
L <Jennifer. Jones@ida hhs gov>; Peloquin, Sarah <Sarah.Peloguin@fda hhs gov>

Cc: Rotstein, David <[David.Rotstein@fda. hhs.gov>; Carey, Lauren <|_auren. Carey@fda hhs.gov>; Palmer, Lee
Anne <L.eeAnne. Palmer@fda hhs gov>; Hartogensis. Martine <Martine. Hartogensis@fda.hhs gov>

Subject: FW: 800.267-FDA Case Investigation fo B6 i EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I'm sharing the file for your additional information.
rr

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

Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

From: Reimschuessel, Renate
Sent: Wednesday, August 1, 2018 7:54 AM

To: " B6 P I
Subject: RE: 800.267-FDA Case Investigation for B6 | EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
https://www.safetyreporting.hhs.gov

Best Regards,

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

Wit/ ey o aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him
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From: | B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida.hhs. gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. P B 6 __________ is ani B6 Eand is

aware this document is being emailed to you. Out of respect for the privacy of the dog owners, I've crossed out
their names.

All of the information on these pages was supplied by the individual dog owners. lItis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

FDA-CVM-FOIA-2019-1704-008192



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

To: '‘Darcy Adin’

cc: B6

Sent: 1/30/2019 4:37:05 PM

Subject: RE: Sample?

Hi Darcy,

Thank you for the kind words. B6 i1 apologize for the
delay.

We are definitely interested in the case. We'd just need a complaint submitted through the Safety Reporting Portal found
here: https://www.safetyreporting.hhs.gov/

After you submit the report, please send me the ICSR number (confirmation of report submission). We can send you a box
to collect the tissue. Was there also a full necropsy report with medical records you could share as well? Those can be
attached to the report you submit.

Please let me know if you have questions.

Thank you again for your help,

Jen

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

From: Darcy Adin <dbadin@ncsu.edu>

Sent: Friday, January 25, 2019 5:01 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Cci BS E
Subject: Sample?

Hi Jen,

| hope you are doing well - not sure how the partial government shutdown is impacting your area specifically?

B6 iwas able to collect fresh frozen myocardium from one of our presumed diet induced DCM cases and we

are wondering if we should hang on to this in a -80 freezer or send you the sample for testing? This is an almost 2yr Ml
Yorkie mix that was diagnosed in April 2018 and was eating Castor and Pollux Organic GF Small Breed. The owners tried
to change the diet to a grain based Royal canin diet but because of lack of interest he was changed to Primal (raw and
grain free). He represented in September 2018 for CHF and was then changed to Fromm Adult Gold Small breed,
grain-based supplemented with boiled chicken and rice. Progressive disease was noted at each exam

supplemented with taurine.

Thanks for your thoughts!
Take care
Darcy

FDA-CVM-FOIA-2019-1704-008193



From: B6 g
To: Jones, Jennifer L;i B6 EADIN,DARCY BRITTAIN

Sent: 1/31/2019 4:47:01 PM
Subject: Fwd: Safety Report ID 252600 Submission Confirmation
Hi Jennifer,

Here 1s the Safety Report Confirmation. Please contact me if you need any additional information.
i B6 i

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

From: <noreply.safetyreporting@hhs. gov>

Date: Thu, Jan 31, 2019 at 11:37 AM

Subject: Safety Report ID 252600 Submission Confirmation
To: B6 '

Your initial Pet Food Safety Report, ID 252600, was successfully submitted on 1/31/2019 11:24:47 AM EST to
the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2062004,

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have
questions please refer to the Portal’s Contact Us page for further instructions.

FDA-CVM-FOIA-2019-1704-008194



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

To: Bé i ADIN,DARCY BRITTAIN

CcC: Peloquin, Sarah

Sent: 2/1/2019 3:16:52 PM

Subject: RE: 800.267-cc-212- Safety Report ID 252600 Submission Confirmation

Thank you for submitting the report.

We will send you a box to collect the frozen heart tissue. You'll reuse the box, package the sample, use the
prepaid shipping label we provide, and call UPS for the pick-up. Please return ship the box to us on a Monday
through Wednesday.

***|f for some reason we are furloughed again mid-February, please do not ship during the government
shutdown. ***

Thank you again for your help,

Jen

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

W5, FOOD & DRUG

AL RATTO W

From:! B6
Sent: Thursday, January 31, 2019 11:47 AM _
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>i B6
ADIN,DARCY BRITTAIN <adind@ufl.edu>

Subject: Fwd: Safety Report ID 252600 Submission Confirmation

i Jennifer,
Here 1s the Safety Report Confirmation. Please contact me 1f you need any

additional information.
B6 |

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

From: <noreply.safetyreporting@hhs.gov>

Date: Thu, Jan 31, 2019 at 11:37 AM

Subiject; Safety Report 1D 252600 Submission Confirmation
To! B6

Your initial Pet Food Safety Report, ID 252800, was successfully submitted on 1/31/2019 11:24:47 AM EST to
the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2062004.

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have
questions please refer to the Portal’s Contact Us page for further instructions.

FDA-CVM-FOIA-2019-1704-008195



From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>
To: Jones, Jennifer L; Nemser, Sarah
Sent: FTTUBE T TH2:17:41 PM
Subject: FW: Nutritionally-mediated DCM case necropsy recommendations
Attachments: 800.267-Vet-LIRN Rapid Necropsy-DCM-v7.pdf

fyi

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

http/ wvww fda . gov/ Animalveterinary/ScienceResearch/ucm247 334 . him

From: Joshua A Stern <jstern@ucdavis.edu>

Sent:i B6 10:39 PM

To:! B6 E

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Subject: Nutritionally-mediated DCM case necropsy recommendations

future cases we have seen some dogs take 9-12months to show improvement after diet change and taurine +
carnation supplementation (regardless of measured taurine levels). I'm so glad to hear the owner had a positive
experience and wish this case wasn't ending this way for everyone!

The FDA can really use the help with tissue samples. Please ensure that you report the case to the FDA and if
you are abele to use the attached protocol to obtain samples for them they would greatly appreciate it. I believe
they will pay necropsy costs and cover shipping for you. The person to contact (Renate Reimschuessel) at the
FDA is CC'd on this email. Your willingness to help us get to the bottom of this horrible disease is greatly
appreciated.

Best

Josh

Joshua Stern, DVM, PhD, DACVIM (Cardiology)
Associate Professor & Chief of Service: Cardiology

Interim Small Animal Clinic Director
Department of Medicine & Epidemiology

FDA-CVM-FOIA-2019-1704-008196



University of California Davis; CCAH Room 258
(614) 390.1516 cell (530) 752.2475 office
istern@ucdavis.edu

Associate Editor - Journal of Veterinary Cardiology
www.journals. elsevier.com/ournal-of-veterinary-cardiology

FDA-CVM-FOIA-2019-1704-008197



Rapid necropsy for Vet-LIRN’s Case Investigation into Canine Dilated Cardiomyopathy (DCM) 2018

Prior to Necropsy:
1. Contact Vet-LIRN if you think you have a case of DCM to request authorization for payment to conduct a
necropsy.
2. Submit a pet food report through the FDA Safety Reporting Portal. (https://www.safetyreporting.hhs.gov)
3. Refrigerate the body if the necropsy can be done in 1 day, otherwise freeze the body.

Necropsy

4, Photograph any lesions — place a tag with the dog’s name in each picture.
5. Record any gross findings in detail

a.
b.

Describe location, number, size, color, and texture.
Photograph the heart in situ.

6. Sampling and FIXING (10% neutral buffered formalin, 10:1 NBF to tissue):

a.

o a0 T

f.

Heart — Weigh it (remove clots first) — place in NBF without cutting

Eye (#1, record OD or OS) inject with NBF, and place in NBF

Lungs — Weigh lungs, then fix the perihilar region and caudo-dorsal
Muscles — sample gastrocnemius and abdominal muscle, labelling each.
Organs sample:

i. lleum

ii. Pancreas

iii. Liver

iv. Gall bladder
v. Spleen

vi. Kidney (1/2 of each)
vii. Adrenal
viii. Thyroid
Sample any tissues with gross lesions.

7. Sampling for FROZEN TISSUES

a. Eye (#2, record OD or 0OS)
b. Liver (4x4 cm section — state size or weight)
c. Skeletal muscle-gastrocnemius and abdominal muscle
d. Kidney (1/2 of each)
e. Fat (abdominal)
If available:
f. smallintestinal contents and feces (for bile acids)
g. Whole blood and/or Plasma
h. Urine

Sample Shipping to Vet-LIRN:
8. Vet-LIRN will send you 2 boxes — one for fixed samples, one for frozen samples.

a.

The boxes will contain packaging instructions and a prepaid shipping label.

b. Vet-LIRN will need to know the final weights of both the collective frozen and fixed tissues, separately.

C.

Call UPS to schedule box pick-up ONLY FOR Monday through Wednesday.

Reimbursement:
9. Submit an invoice (email or fax: 301-210-4685) for the necropsy charges.

Histopathology-to be done by FDA:
10. Vet-LIRN will send histopathology results to the veterinarian to share with the owner.

FDA-CVM-FOIA-2019-1704-008198



From: B6

To: Jones, Jennifer L
Sent: | B6__14:32:34 PM
Subject: Necropsy authorization

Dear Dr. Jones,
| 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 — | reached out to both Renate and Sarah but both appear out.of the office._._._,
today We have a nutrltlon medlated DCM case, dlagnosed at UC Davis that will be euthamzed BG E

gh_B'ﬁ'ut the body/tissues towards research on thls condition. Please glve me a call at your earliest convenience
to discuss next steps B6

Tel B6

Fa>

Bé

7 Fisboo Find us on Yelp 83
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: E B E

CcC: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Peloquin, Sarah

Sent: {___B6__i5:40:43 PM
Subject: 800.267-cc-295-RE: Necropsy authorization
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Good afternoon.......B6..___}
Thank you for contacting us about your case. As we discussed on the phone, for me to send you a box to collect
the samples, I'll need an official report. You can mention in the report, that | recommended you submit a
complaint. Can you please submit a consumer complaint here?
https.//www.safetyreporting.hhs.gov/

o Please send me the ICSR number (confirmation code) from the report.

We will send you 2 boxes with the materials to collect the fixed and frozen samples, including jars with formalin.
You will reuse the boxes we send and package the samples per the instructions in the box.
o Please send me an estimate for the necropsy. After the necropsy is complete, we will call back with our
VISA information to reimburse your hospital.
o After the necropsy is complete, please send me the approximate weight of the following individual groups:
o Fixed tissues in the jars
o Frozen tissues
We will use this information to make prepaid shipping labels for you. You'll affix the prepaid shipping
label to the box and call UPS for a pick-up on Monday-Wednesday.

| attached a copy of our network procedures. They explain how Vet-LIRN operates and how veterinarians help
with our case investigations. An owner friendly version is also attached.

For more information, please also visit our open access article in JAVMA that explains the FDA Animal Food
Concern Reporting process. It's free and located here: https://avmajournals.avma.org/doi/pdf/10.2460
/javma.253.5.550

Thank you again,
Jen

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

i LS, FOOD & DRUG
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From: B6
Sent: Tuesday,; B8 112:33 PM

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

Dear Dr. Jones,

| 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 — | reached out to both Renate and Sarah but both appear out of the office
today. We have a nutrition mediated DCM case, diagnosed at UC Davis that will be euthanized: B6
_B6_iis 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. Please give me a call at your earliest convenience

FDA-CVM-FOIA-2019-1704-008200



to discuss next steps B6

B6

B
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" Network Procedures for Veterinary Laboratory Investigation
o VetlRN .

i /"\‘/ - and Response Network Case Investigations

Network Procedures for Owners

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

The following items are explained below:
General Introduction

Billing

Step by Step Process

Types of Services and Tests

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

1.1. What is the goal of the case investigation?

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

1.2. What is the focus of a case investigation?

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

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

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

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

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

Network procedures for owners Version-05 Page 1 of4
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" Network Procedures for Veterinary Laboratory Investigation
o VetlRN .

i /"\‘/ - and Response Network Case Investigations

1.5. Will Vet-LIRN pay for tests or services requested?

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

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

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

2. Billing:

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

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

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

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

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

No, we cannot pay for treatment or cremation.

Network procedures for owners Version-05 Page 2 of 4
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" Network Procedures for Veterinary Laboratory Investigation
o VetlIR .

-l \‘/ - and Response Network Case Investigations

2.4. If 1 allow my veterinarian to submit my pet’s body for testing, will I be
able to have back his or her remains?

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

3. Step by Step Process:

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

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

3.2. Discuss the case with you and your veterinarian

3.3. Request medical records from your veterinarian

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

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

Vet-LIRN requests that:

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

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

4. Types of Services and Tests:

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

A veterinary examination may include:

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

4.2. Will your animal be tested more than once?

Network procedures for owners Version-05 Page 3 of 4
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" Network Procedures for Veterinary Laboratory Investigation
o VetlRN .

i /"\‘/ - and Response Network Case Investigations

It is possible that Vet-LIRN may request additional tests or examinations
depending on results from initial testing.

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

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

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

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

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

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

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

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

Network procedures for owners Version-05 Page 4 of 4
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From: Nemser, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5FC1EB8D2F5944ECAA02F40E225C2054-

SNEMSER>
To: Jones, Jennifer L
Sent: {_..B6___111:44:34 PM
Subject: FW: Necropsy authorization

Forwarding this one on - DCM

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

fax: 3012104
sarah.nemser@fda. hhs.gov

From:| B6 :
Sent:! B6 i112:01 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

Retriever. The owner is willing to submit the body/tissues towards research on this condition.: B6 is out of
the office today. Please give me a call at your earliest convenience to discuss next stepsi B6
Sincerely,

B6 :

!
........................ -i

B6

w7 Facebook | Find us on Yelp %]
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Foster Hospital for Small Animals

Eu m m | n g S 55 Willard Street
North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client: Patient: ,BG
Address: B 6 Breed: English Bulldog Species: Canine
DOB: | B6 | Sex: Female
..................... rsyed)

Home Phone
Work Phone: B
Cell Phone:

Referring Information

! B6

| lient: |
(Pgaltei::rtlt: B6

Initial Complaint:
Emergency

SOAP Text, ___B6___19:31PM-! B6

Subjective
NEW VISIT (ER)

Student: ---

Presenting complaint: Tachypnea

Referral visit? Yes

Diagnostics completed prior to visit-- radiographs, 2 view thorax, in ER email

HISTORY:

Signalment: 8 yo SF English Bulldog

Current history:
Earlier this afternoon, found her laying and trembling with shallow and rapid breathing. Owner also noticed that she

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

home with no concerns.

Current medications:i_
Diet: Core Wellness, mix of wet and dry, grain free diet

Page 1/47
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Client:
Palt?:nt: B 6

Vaccination status/flea & tick preventative use: UTD

Travel history: unknown

EXAM: performed with flow by 02

ASSESSMENT:

B6

PLAN:
Diagnostics:

B6

Treatments:

B6

Diagnostics completed:

B6

hrmrmmmmm e

Diagnostics pending:
CBC

Page 2147
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Client: B 6
Patient:

Chemistry

BNP

Client communication:

SOAP Text: | B6 T 3.38AM B6

SIGNALMENT: 8yo FS English Bulldog
PRESENTING COMPLAINT: dyspnea

HISTORY:

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

Prior medical history: B6
Current medications: B6
Diet: Core Wellness, mix of wet and dry, grain free diet

On presentation, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so placed in
02 on Unasyn overnight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement overnight with
persistent tachycardia, but excellent appetite and good spirits.

SUBJECTIVE:

B6

OBIJECTIVE:

Page 3/47
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Client:
Patient: B 6

RECTAL: NP

ASSESSMENT:

Al: B6

. B6

P1:
Diagnostics completed:

P2:
P3:
P4.:
P5:
Pé6:
P7:

B6

Cardio Consult: DCM, suspect early CHF - adc: B6 §q8

Diagnostics pending:
BNP

Troponin

Taurine

Deposit & estimate statusi__ B6

Resuscitation code (if admitting to ICU)E B6

B6 iis an.B6iyo FS English Bulldog that presented on i B6jfor sudden onset dyspnea. O found her laying and

[ | ——

trembling with shallow and rapid breathing. Owner also noticed that she had a hacking non productive cough. Has not
appreciated it before. Went to rDVM where radiographs were performed. No history of heart or pulmonary disease. No
recent vomiting or diarrhea, hasbeen doing well at home with no concerns. Was on Core Wellness dry and wet grain
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Client:
Patient: B 6

free diet.

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

assess due to dyspnea and conformation, but showed DCM and suspect CHF.

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

this morning. Has receivedi B6 + so far sincd | B6 |
Subjective
B6

Objective

B6

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

=
B6

B6

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

B6

“Cardio Consult: DCM, suspect early CHF - adi B6 8

Diagnostics completed:

Diagnostics pending:
BNP

Page 5/47
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Client: B 6

Patient:

Troponin
Taurine

Assessment (A)

B6 ]
Plan (P)

SOAP completed by: B6

SOAP reviewed by: ! B6 : DVM

Addendum:

SOAPText | gg 17:28AM | B6

HISTORY:

i B6 2is ani_B6 0 FS English Bulldog that presented on__B6 _ifor sudden onseté B6 O found her laying and
trembling with shallow and rapid breathing. Owner also noticed that she had a hacking non productive cough. Has not
appreciated it before. Went to rDVM where radiographs were performed. No history of heart or pulmonary disease. No
recent vomiting or diarrhea, hasbeen doing well at home with no concerns. Was on Core Wellness dry and wet grain

free diet.

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

placed in 02 oni__ B6__overnight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement

assess due to dyspnea and conformation, but showed DCM and suspect CHF.

Since yesterday P has been out of oxygen, increasedi B6 ito TID, and restarted B6 i. Overnight, P had

normal vitals, with RR 28-32 with no effort, but panting earlier in the night. Walks well 6utside, and still has excellent
appetite.

Subjective
i B6 i

Objective

B6
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Client: B 6

Patient:

B6

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

Diagnostics completed:

B6

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

B6

Cardio Consult: DCM, suspect early CHF - add pimobendan and Lasix g8

Diagnostics pending:
Troponin
Taurine

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

Plan (P)
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Client: B 6

Patient:

SOAP completed by:; B8

SOAP reviewed by:é B6 : DVM

Addendum:

B6

Disposition/Recommendations
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Client:
Patient

B6
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Client: B 6

Patient:

Foster Hospital for Small Animals
u m m ﬂ g S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center (508 8395395

AT TUFTS UNIVERSITY

Client: B6 Patient: B6

Veterinarian: Species:  [Canine

Patient ID: 437321 Breed: English Bulldog

Visit ID: Sex: Female (Spayed)

Lab Results Report Age: | B [Yers Od

CBC, Comprehensive, Sm Animal ........ B 6 ------ 11:21:12 PM Accession ID: l :

|'1'est IResults ...... IReference Range IUnits

WBC (ADVIA) 44-15.1 KAl

RBC(ADVIA) 58-85 ML

HGB(ADVIA) 13.3-205 g/dL

HCT(ADVIA) 39-55 %

MCV(ADVIA) 64.5-77.5 fL

MCH(ADVIA) 21.3-259 pg

MCHC(ADVIA) 31.9-343 g/dL

RDW (ADVIA) BG 11.9-15.2

PLT(ADVIA) 173 - 486 K/l

MPV (ADVIA) 829-13.2 fl

PLTCRT 0.129 - 0.403 %

RETIC(ADVIA) 02-16 %

RETICS (ABS) ADVIA 14.7-1137 K/,

CBC, Comprehensive, Sm Animal 19 11:21:26 PM Accession ID: """ BG

|Test IResults IReference R-a-riée-: ...... IUnits

GLUCOSE 67 - 135 mg/dL

UREA 8-30 me/dL,

CREATININE 06-2 mg/dL

PHOSPHORUS B6 06-72 mg/dL

CALCIUM2 94-113 mg/dL

MAGNESIUM 2+ 1.8-3 mEq/L
’ 10/47 B6

stringsc

Printed Monday, February 25, 2019
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Client: B 6

Patient:
T. PROTEIN 55-178 g/dL.
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL.
A/G RATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
tCO2 (BICARB) 14 - 28 mEq/L
AGAP 8-19
NA/K 29-40
T BILIRUBIN 0.1-03 mg/dL
ALK PHOS 12 - 127 U/L
GGT 0-10 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CK 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) 0-0
CBC, Comprehensive, Sm Animal | B6 j11:2 1:08 PM Accession ID: ._BG
Test |Results IReference Range IUnits
SEGS% 43 - 86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
SEGS (AB)ADVIA 28-11.5 K/l
LYMPHS (ABS)ADVIA 1-4.8 KL
MONOS (ABS)ADVIA 0.1-15 KL
WBC MORPHOLOGY 0-0
Occasional reactive lymphocytes
RBC MORPHOLOGY 0-0
POIKILOCYTOSIS 0-0
CBC, Comprehensive, Sm Animal BG ..... -1511:22:25 PM Accession ID:! D6
|Test Results IReference Range IUnits
S02% 94 - 100 %
HCT (POC) 38-48 %
HB (POC) BG 12.6- 16 g/dL
NA (POC) 140 - 154 mmol/L,
K (POC) 36-48 mmol/L
. 11/47 B6
stringse Printed Monday, February 25, 2019
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Client: B 6
Patient:
CL({POC) 109 - 120 mmol/L.
CA (ionized) 1.17-1.38 mmol/L
MG (POC) 0.1-04 mmol/L,
GLUCOSE (POC) 80 - 120 mg/dL
LACTATE 0-2 mmol/L
BUN (POC) 12-28 mg/dL
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmol/L,
nCA 0-0 mmol/L
MG 0-0 mmol/L
GAP 0-0 mmol/L
CAMG B 6 0-0 mol/mol
BEecf 0-0 mmol/L,
BEb 0-0 mmol/L
A 0-0 mmHg
NOVA SAMPLE 0-0
FiO2 0-0 %
PCO2 36-44 mmHg
PO2 80 - 100 mmHg
PH 7.337 - 7.467
PCO2 36-44 mmHg
PO2 30 - 100 mmHg
HCO3 18 -24 mmol/L
CBC, Comprehensive, Sm Animal |561112840 PM Accession ID: : B@
|Test |Results IReference Range IUnits
TS (FHSA) g g/dl
POV # B6 0-0 %
TS (FHSA) 0-0 g/dl
CBC, Comprehensive, Sm Animal LBG ------- 51:43:18 PM Accession IDIBG
|Test IResults ..... ] IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN B 6 55-78 g/dL.
ALBUMIN 28-4 g/dL.
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
’ 12/47 B6
stringse Printed Monday, February 25, 2019
Page 12/47

FDA-CVM-FOIA-2019-1704-008218



Client:
Patient: B 6
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29 - 40
T BILIRUBIN 0.1-03 mg/dL
ALK PHOS B6 12.-127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL.
OSMOLALITY (CALCULATED) 201-315 ' mmol/L
CBC, Comprehensive, Sm Animal ______ B 6 3:44:46 PM Accession ID:;BG
|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PO B6 0-0 %
TS (FHSA) 0-0 g/dl
CBC, Comprehensive, Sm Animal l8694619 AM Accession IDl_BGd
|Test [Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 0.7-1.6
SODIUM 140 - 150 mEq/L
CHLORIDL 106 - 116 mliq/L
POTASSIUM 37-54 mEq/L
NA/K 29 - 40
T BILIRUBIN 0.1-03 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
COMMENTS (CHEMISTRY) 0-0
CBC, Comprehensive, Sm Animal 36102057 AM Accession IDLBG ......
|Test IResults IReference Range ........ IUnits
TS (FHSA) 0-0 g/dl
PCV ** BG 0-0 %
" 13/47 B6
stringse Printed Monday, February 25, 2019
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Client:
Patient: B 6

TS (FHSA) B6 0-0 g/dl
- 14/47 B6 5
Shiing Printed Monday, February 25, 2019
Vitals Results

6:41:14 PM Heart Rate (/min)
6:41:15PM Respiratory Rate
6:41:16 PM Temperature (F)
6:41:17 PM Weight (kg)
11:17:43 PM Heart Rate (/min)
11:17:51 PM Respiratory Rate
11:22:41 PM Notes
11:26:08 PM Fi02 (%)
1:03.01 AM Respiratory Rate
2:54:19 AM Catheter Assessment
2:56:22 AM Heart Rate (/min)
2:56:33 AM F102 (%)
2:57:15 AM Respiratory Rate
5:07:52 AM Respiratory Rate
7:34:37 AM Eliminations
7:35:59 AM F102 (%)

B 6 7:37:34 AM Temperature ()
7:37:44 AM Amount eaten
7:46:29 AM Respiratory Rate
7:46:58 AM Heart Rate (/min)
7:47:06 AM Catheter Assessment
9:13:53 AM Weight (kg)
9:14:50 AM Respiratory Rate
11:03:18 AM F102 (%)
11:03:33 AM Catheter Assessment
11:03:43 AM Heart Rate (/min)
11:03:52 AM Respiratory Rate
12:50:07 PM Lasix treatment note
1:10:13 PM Respiratory Rate
1:10:22 PM Eliminations
3:18:03 PM Cathcter Asscssment
3:18:20 PM Fi02 (%)
3:18:55PM Respiratory Rate
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Client: B 6

Patient

Vitals Results
3:20:08 PM Heart Rate (/min)
4:46:44 PM Amount eaten
5:41:52 PM Respiratory Rate
7:04:34 PM Fi02 (%)
7:04:58 PM Catheter Assessment
7:06:54 PM Heart Rate (/min)
7:07:03 PM Temperature (F)
7:34:10 PM Weight (kg)
7:34:17 PM Eliminations
7:45.53 PM Lasix treatment note
7:46:17 PM Respiratory Rate
8:55:18 PM Nursing note
8:55:56 PM Eliminations
9:53:33 PM Respiratory Rate
11:31:43 PM Catheter Assessment
11:32:37 PM Catheter Assessment
11:34:10 PM Heart Rate (/min)
11:34:31 PM Amount eaten
11:49:45 PM Fi02 (%)
11:49:58 PM Respiratory Rate

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

Vitals Results
11:16:45 AM Fi02 (%)
12:41:34 PM Catheter Assessment
12:41:43 PM Respiratory Rate
12:42:33 PM Heart Rate (/min)
12:42:50 PM Lasix treatment note
1:52:56 PM Heart Rate (/min)
3:03:09 PM Fi02 (%)
3:03:22 PM Respiratory Rate
3:40:13 PM Respiratory Rate
3:55:45PM Eliminations
5:04:09 PM Respiratory Rate
5:40:13 PM Amount eaten
5:52:28 PM Eliminations
5:54:.07 PM Respiratory Rate
5:54:57 PM Heart Rate (/min)
5:55:05 PM Catheter Assessment
6:52:18 PM Respiratory Rate
7:17:27 PM Eliminations
7:45:11 PM Respiratory Rate
8:01:23 PM Lasix treatment note

B 6 8:17:14 PM Eliminations
8:54:56 PM Respiratory Rate
9:32:19 PM Heart Rate (/min)
9:32:26 PM Catheter Assessment
9:32:35PM Eliminations
9:43:25 PM Respiratory Rate
10:41:18 PM Respiratory Rate
11:18:27 PM Eliminations
11:18:49 PM Weight (kg)
11:42:42 PM Eliminations
11:53:16 PM Respiratory Rate
12:52:00 AM Respiratory Rate
1:22:40 AM Heart Rate (/min)
1:22:46 AM Catheter Assessment
1:45:25 AM Respiratory Rate
2:53:51 AM Respiratory Rate
3:34:16 AM Lasix treatment note
3:34:45 AM Respiratory Rate
3:43:47 AM Eliminations
4:50:44 AM Respiratory Rate
4:52:32 AM Nursing note
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Client:

B6

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

Patient

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

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

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

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

B6

Patient History

B6

04:46 PM
05:14 PM

05:14 PM

05:15 PM
05:15 PM
05:41 PM
05:41 PM
07:04 PM

07:04 PM
07:04 PM
07:04 PM
(07:04 PM
07:06 PM
07:06 PM
07:07 PM
07:07 PM
07:34 PM
07:34 PM
07:34 PM
07:34 PM
07:45 PM
07:46 PM
07:46 PM
07:46 PM
08:31 PM
08:55 PM
08:55 PM
09:53 PM
09:53 PM
11:07 PM
11:07 PM
11:21 PM
11:31 PM
11:31 PM
11:32 PM
11:32 PM
11:34 PM

11:34 PM
11:34 PM
11:34 PM

11:34 PM
11:49 PM

11:49 PM

Vitals
Deleted Reasor

Deleted Reasor

Purchase
Purchase
Treatment
Vitals
Treatment

Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Purchase
Purchase
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment

Treatment
Vitals
Treatment

Vitals
Treatment

Treatment
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Client: B 6
Patient:
Patient History

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

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

B6

Patient:

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

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

B6

Patient:

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

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

i
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Client: B 6
Patient:
Patient History

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

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

B6

Patient History

B6

12:00 PM
12:00 PM
12:05 PM
12:05 PM
12:55 PM
12:55 PM
1:01 PM
1:55PM
1:55PM
3:12PM
3:12PM
3:17PM
3:17PM
3:17PM
3:55PM

3:56 PM
4:02 PM
4:02 PM
4:02 PM

4:03 PM
4:20 PM
12:52 PM

Treatment
Vitals
Vitals
Treatment
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Prescription

Prescription
Treatment
Vitals
Prescription

Prescription
Purchase
Appointment
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Cummings B6
\eterinary Medical Center .

AT TUFTS UNIVERSITY BG

Canine Fnglish Bulidog Brown/While
Patient ID:437321

STANDARD CONSENT FORM

| am the owner, or agenit forthe owner, of the above destribed animal and have the autharity o eeoute oonsent. |
herely authiize the Cummings Schiool of Velerinary Medicdne at Tults University (hevein after Cummings Schinol) to
prearibe iortreaiment of said animal acmoding 1o the following temms and onditions.

Currmmingrs School and iis officers, agents and employess will provide such velerinary medical care as they deem
reasmnable and appropeiate under the cimuamstanoes.

Curmrmmingrs School and iis officers, agents, and employess will use all reasonable careinthetreabment of the abowe
mertioned animal, but will not be liable for any loss or accident that may ooour or any disease that may develop as a
result ofthe care and treatment provided

| understand that the above ideni ied animal may be treated by Gummings School shudents underthe-supenvision and
assistance of Cummings Sdwool saff membars.

nmmmsmlmmummmmmamwﬁhﬁdmm
been explained o me. | undersiand said explanation, and | consent to treatment Ehl.idawaditnldtlmirrﬂiscr
diaonostics be required during the continued care of my animal, | understand that | wﬂlhegimﬂﬁeq]n'tuiwm
disorss and consent 1o these additional procedures. | understand that further or additional treabment may berequired
withumt an opporunity for discussion and consideration by me, inthecaseof thedeselopment of any lile-threatening
emergeny during the oontinued cre of my animal and | expressly consant to all such reasonahle treatiment as
requied. | realie and understand that results carnot be maranteed.

if ary eqpipment &5 ket with theanimal, it will be aoepted with the understanding that Cummingss Schonl asaumes no
responsbility for any loss of eqpipment that may ocor.

| agreeto pidk up the animal whennotified that it s ready for release

in the evenit the animal & not picked up, and iTten {10) days have expired since aregstaad leter was sent o the
address given above, notifying me to call for the animal, the animal may be sold ar otharwise disposal of ina humane
marmer and theproceads applied o the dvarges. inoumed in aeing and treating theanimal.  Falhere o remove said
anamal will not and does not relieve me from ablisation for the oosts of services rendered.

| hereby grant o the Cummings Sdhool of Velerinary Medicine at Tulls University, its officers and employess
{oollectively refamed to herein as Cummings School), and s agents and assigns {the Graniees) the imevoable nghts o
phoingraph / videniape the operation or proechre to be performed, inchading appropriaie and otherwise use such
pholgraphs and mages for, and in cormection with, a Grantess medical, soertific, educational, and publicity
purposss, by anvy means, methods and media {print and elecinonic) nowknown ar, inthe ubre, devdoped that the
Grantee deerms appropeiate {provided that sudh photmoraphs and images may not bevsed in So-prolit oommencials,
uniess such commerdals are publicizng educational proorams at Cummings Schooll. As medical and surpical trealment
necesiaies the removal of tisae, cells, Thids or body parts of my animal, | authiorize the Grankees o dispose of oruse
these tissues, cells, fhids or body parts for sciantific and educational puorposes.
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| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &

campuizd ona manthly rate of 1.33% par maonth, which 5 an annual parcentage rate of 16% applied to the average
dhily balance oulstanding, with a mindmum fee of S50,

| do hather agee that should avwy payment, or the full amment of the sum stated above, become ovenduemone than 20
days from the abowve-agread upon time of payment ar paymanits, the endire babnee shall be onsidered indefalt and
become due and payable. 1 iurther apree to be responsibie for amy or all colledtion agency andfor attormey fees
necessary o colledt the fulll asnoant

| do hxther agree to comply with hours of visitation in confunction with: our Hospitals polioy.

| have read, understand, and agree o accept the terms and oonditions herein

Owner's name: B6 Datei____B6_ !

B6

i

i the indiridal adentting the aninal & sosneone other than the lepal owner,
please comnpllele the portion below

ﬂEmnu'nfﬂlemmL B6 immmmmmmlmwmwﬂis
ownerto pay the weterinary medical services provided at Qummings School pursuant 1o thetenms and conditions
desaribed above

Auttuwized Ageri - Please Print Ager’s Spnahuare

Town/City State p
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[ ]
[ Foster Hospital for Small Animals
) ”mml "gs 55 Willard Street

Veterinary Medical Center o0 tment Plan

e ]

Estimated Charges ___

Morth Grafton MA 01536
(508) 839-5395
hitp://vetmed.tufts. edu/

This estimale & based upon OUF Preliminary SXaminalion. This & an estimate and & nol the finad bl Every effort will be made 1o keep you nformed
of the current status of your bill throughout your amimals hospiaization. The final fee may vary considerably from this estimated cost

R |

Doctor of R E'I'.‘IJTI:IZE B6 i

lunderstand thatno guarantes of successful treatment is made. | certify that | have read and fully
understand the authorization for medical and/or surgical tresiment, the reasion fior wiy such madical
andjor surgical freatmentis considered necessary, aswell 55 iis advantages and possible
complications, ifany.|also assume financial res ponsibility for all changes incumed fo this patentis). |
agreeto pay 75% ofthe estimated cost atthe time ofadmission. Additional deposits will be required if
additional care or proceduras are required. |further agreeto pay thebalance of fhe charges whan this
patient(s) s resased

Procedural talling is inclusive up to andincluding the estimatsd duralion ofhospilalabon. Thene wil
be additional expensesifhospitalization extersds beyond the specifisd duraion.

| have read understand, and agreeto acceptthe conditions of this treatmant plan

Thank you for entrusting us with your pefs care.

i

High Total
Low Total

TE6% Deposit

Page 11

F"r|n1eu§ B6 i
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Foster Hospital for Small Animals

Cummings S

Telephone (S0R) 8395395

\leterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Pt Owvaner
MNamnez 56 5 Moamner B6 i Patient - 43731
Spedes Canine Alll'en: Date of request-| B6
EnglshBuldog =~ e
Buthdse:, B6 |
Attending (Bnicin___ B6_____DVM {Emevgency & Critical CareResiderit) Stuadent
Date of exam:| __B6
Patient Location: Ward/Cage: I1CU 02 Weight {kg} 19.80
Sedotion
[ Inpatient [ paG
] Outpatient Time: [ osaG
[ waiting ] 172 dose OBAG
[ Emergency Butorphanol

] Anesthesia to sedatefanecthetize
Examination Desiredt 3-view thorax {prioritze YD/DV and L kat}

Presenting Complairt and Clnical Quecions you wish o ancwer:
Emernpency

Pertinent History-

B6

Frudings
THORAX, THREE VIEWS:
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Condusions

- Diffuse bronchial and interstitial pulmonary pattern may indicate conosrent chronic lower arway
dizease {allergic, nfectious, or parasitic} and interstitial ung disease. Airway sampling can be
considered.

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

- Multifocal mtervertebral disk disease and breed-associated vertebral anomalies.

- Moderate bilateral elbow and right stifle degenerative jont disease.

Finalzed:

FDA-CVM-FOIA-2019-1704-008238



Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY 4

Discharge Instructions
Patient Owmer
e E - E A
BrownyWhite Female{(Spayed) English B 6
Bulldog

¥ ohnE. RushDVM, MS, DACYIM {Cardiolooyl, DACVECT

B6

Cardioloew Resident-

5 B6
B6
| Studbent: | B6

86

Csesqmmnary 0000

given antibiotics and mild sedatives o Iumhﬂ'm'rﬁlﬂie. X-rays of __s__thest showed a diffuse inoreased opacty in
thngﬂulumsumu:ta:lm mmummmmmmnmﬂmhﬂmunm

oo i lanre and oiant beeed dogs and s dharaderized by thinning of the walls of the heart, redhned candiacpomp
mnction, and enlarpement of the upper chambers of the heart. Many dings with DOM will also have sionificant asmhythmias
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which can be life-threatening and also require medical managemenit. The heart enlangemenst has now progressed to the
point of congest ve heart laiure, meaning that Thad i backing up nto the ungs o belly. Undornately this is a progresive
dsemeaﬂmmtntmﬂiedﬂgﬁmﬂelmtm lmmmmmﬁmnﬂiﬁthmnﬂm

i B6_ihas been breathing well mitsideot the moypen cage, and her recheck examinat ions, echocardiograms, and dhest
xrays havebeen stable. At this time we are happy with her condiion, and are comiortable to send herhome:

Monioring at homne
o Wewould lie you to monitor your dog's breathing rate and effort at home, ideally during sleep or at a timeofrest
The doses of dnues will be adjusted based onthe breathing rabeand effort
o  In general, most dogs with heart falhre that is well condrolled have a breathing rate at rest of less than 35 0 40
breaths per minuie. inaddition, the beeathing eflort, noted by the amount of belly wall motion used for each
breath, is Rairly minimal iTheart faire s conirolled _
o Aninaease in breathing rate or effort will usually mean that you should give an extra ¢ B6 LIF

that a rechedk examn be scheduled andfor that your dog be evahsted by an emengency dinic.

0 There are nstnuctions for moniboring breathing, and a formto help keep track of breathing rate and drug doses, on
the Tults HeartSmart web site fhitipyfvel hufis eduyheartsmart fal-home- moniboring ).

O Wealso want you tnwatdh for wealness or collapse, a reduction in appetite, waorsening cough, or distention of the
belly as these findings ndiatethat weshould do a recheck examinat ion

O Fyouhave aw concarms, please call or have your dog evahated by a velarinarian. Our emengency clinic is open 24
hours/day.

Recosmnended Medications
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B6

Diet suppesions:

Daogs with heart faire acosmulatemore fiuid intheir body iTthey eat lange amounts of sodaum {sait}. Sodum canbe found
inall foods, but some foods are lower in sodium than others. Many pet treals, people foods, and supplements vsed o oive
pills often have more sodium than is desiable- a sheet that has saupmestions for low sodium treats @n be found onthe
HeartSmart web site {(hitipy feet tufis_edufheartamant fdiet /)

Your dog's usual diet may also havemore sodaum than recommendad - we want her o continue to aat her normal diet for
the first 71o 14 days 50 we can make sure she is inlerating medications well, bt alter that time we would reocommend
slowly Iimducing one of the lower sndm diets onthe HeartSmart st [259% of thenew diet and 75% old diet or 23 days,
then 3050, el ). Hopefully you can find a diet onthe Iist that your dog likes to eat

The ADA 5 asrently westizating an apparent association betwesn diet and DO The exact cause is still unclear, but it
appears to be asociated with boutique diets and thise ontaining eatic ingredient or are grain-ree Therelore, we are
ourendy murm'rﬂl:ligtlﬂt d]gsd]mtmtﬂmatﬁﬁ of diets

chidqweas.

The DA ssued a statement regarding this e

(it Aararar. Tk mowf Animalvet erinany/ NewsPverd SOUMWUDpdal eg/uomiil 3305.0im) and a recent: article pulblished by Dr
Lisa Fressman onthe Curmmings Schools Petioodology biog can further explain these find ings

(it fvetnutrition tufts_edu/2001 806/ - brolen- heart-ride-of haart-disease-in-houlioue or-grain-iree- diets-and seatic-ingr

Our uritionists have compiled a lstof dog foods that are good options fordogs with heart disease:

Dy Food Oplions:

Roval Canin Early Candiac {veterinany diet)

Royal Canin Boear

Purina Pro Plan Adult Weish Managemendt

Purina Pro Plan Bright Mind Adult Smal Breed Formada

Carmed Food Oplions:

Hill"s Science Diet Adult Beef and Barley Enlree

Hill's Scene Diet Adult 1-6 Healthy Cuisine Roasted Chidcen, Camot, and Spinach Stew
Roval Canin Mahure 8+

i your dog has spedal nuiritional needs or requires a homecooked diet, we recommend you schadule an appoiniment with

Beerise Recosmnendations
Furﬂuaiist?tulﬂ days after starting rruﬁ:ati:m‘ﬁ:rlm’t ﬁhemmnﬂﬂmlhﬂrdm Leash walking only

aEaliﬂsed nﬂEﬁﬂmfﬂHMEMhﬂlEﬂmME{rﬂﬁMhﬂl chasing, unining fast ofHeash, etc)
are generally not advised at this stage ofheart ke

Recheck Vst

Arecheck visit & recommendad in1-2 weeks aftar any medication adpstments are made Al this visit we will dhack ymr
dog's breathang effort and heart nction, doa biood test 1o redheck kidney vahoes, and probably rechedk a blood presasre.
A recheck edhocandiogram & recommended in 24 months

(OB} I8 74696 or exnail mmm.ﬂhirﬂmjllg aﬂmmﬂgartmﬁtnﬁtrm
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Sincerely,
Dr B6

Please visit our HeartSmart wehsite for more rdomation
Inttpc/fwet s echyheartamar sy

Presorpdion Befill D clokore
For the sofely ond well-be ing of our palients, your pei mast ene vod on exominoiion by ene of our vel erinorions within the post
yeor in order io obioin presorplion mediestions.

Ondering Food:

Pleose ohveck with your primovy velerimoran o purdow the recommended diels). i you wish In perechose your food from s,
pleose coll 7-10 doys i odvence [S08-887-96249) o cnsure Hthe food i in shock. Alermol el velerimory dicls con be ondered from
online retoders with o presoription/ve terinory opprenl.

il Trinks:
Chniced triols ore studies inwhich ourvelerinary dociors werk with you ond your pet In invesligole o sprefie dscose prooess or g
promising new iest orirealment. Pleose see oo welsite: vet hufls edu/evineioliniesl- sihudbes
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Foster Hospital for Small Animals

Cummings S

Telephone (S0R) 8395395

\leterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Pt Owaner
Moamne B6 | Mamne B6 : Paticnt B)-437321
Spedes Canine Address: BG Dateofrequesti B i
Browny'White Female (Spayed)
EnglshBulldos \ 01373
Birthdate: _ B6 !
Attending (lniciaer B6 IDUM (Residerit, Cardiology) Stsdent: B6
Dote of exasnc {86
Patient Locationr Ward/Cage: Cardio, ICU Weight {kg} 19.60
Sedotion
[ Inpatient [ paG
[ Outpatient Time: [ opac
[ waiting ] 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanecthetize

Examination Desired: 2 view CXR- DV and R lateral
**TECHS TO HANDLE ONLY**- be careful due to dyspnea, do not stress further if dyspneic

PFresenting Complaint and Clinical Cheestions you wish i answer
Redchedk rads for CHF before discharge
Pertinent History:

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

Fancling <
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| B6

- Improving interstitial pulmonary pattern is consistent with regponse to medical management.
- Unchanged mild cardiomegaly and similar to mildy improved left airial enlagement.

- Unchanged multifocal intervertebral disk disease and breed-as=ociated vertebral anomalies.
- Unchannged moderate bilsteral elbow degenerat ive jont disease_

Raxcliologicts
F'rlmarr B6 LVYMD

Daies

____________________

Finalzed:
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Cummings

Veterinary Medical Center

AT TUFTS UNIVERSITY

Cardiclogy Liabon: 508 887-4696

Date- B6

Weight: Weight {ke} 19.80
Attending Cardiclogist

[ John E. Rush DVM, M5, DACVIM {Cardiology}, DACVECC

B6 Canine

..........

Brown/fWhite BW- Weight (kgj 1980

B6

Thoradic radiopraphs snilahle for review?

3 Yes-inSs
[ ¥es - in PACS
= No

Patient locaiion:
ICU 02 5/6

Presenting complaint and imporiant conourent diseases:

Presenting for new onset dyspnea, radiographs unintelligible between pneumonia and CHF . Persistent

sinus tachycandia overnight

At-home diet {(name, form, amount, frequency}

Core Wellness grain-free wet + dry

Key indicaion for consultation: {murmur, arhythmia, needs fluids, etc }

dyspnea, contipuous B-lines

OQueshions to be anowered:

fluid v=. lastx

k your consult tane-sensiive? {ep, anesthesia today, owner waiting, trying to get biopsy today}

[ Yes {explain}:
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[ No

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

T

A . v,

B6

Muscle condition:
] Normal

[ Mild musde loss

Cardiovascular Physical Exam

¥ Moderate cachexia
0 Marked cachexia

Murmur Grade: Very hard to listen due to the marked dyspnea and referred upper airway.

M None
T 1w
1 nawn
1 man

Murmur location/desoription:

Jupular vein:
M Bottom 1/3 of the neck
1 mMiddle 173 of the nedk

Arterial pulses: nfa
I weak
[ Fair
[ Good

= Strong

Arrhythmia
M None
= Sinus arrhythmia
& premature beats

Gallop:
E Yes
M No

] Imbermitbent

Pulmonary assessments:
[ Eupneic
=1 mild dyspnea
Marked dyspnea
[ Normal BY sounds

Abdominal exam:njfa

E ivaw
v
VIAVI

= Top 2/3 of the nedk
2 142 way up the nedk

= Bounding

[ Pulse deficits

[ Pulsus paradoxus
[ Other {describe):

2 Bradycandia
2 Tachycardia

= Pronounced
= Other:

[ Pulmonary Cradkles

[ Wheezes

[ Upper girway stridor

[ Other auscultatory findings:
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[ Normal [ Abdominal distension
[ Hepatomegaly [ Mild ascites

Addendum exam:

Mitral mflow:
1 susmmated  pemsdonommal
= Normal M Restrictive

|2 Detayed retaation
Assesoment and recommendations:

Despite the poor quality of the echocardiogram pictures obtaned today, we suspect the patient to have
DCM with moderate to marked LA enlargement. The radiographs are very had to intesrpret, typical for
bulldog radiographs, but we suspect CHF to be one of the main differential despite the atypical pattern
vicualized Treatment for HF should be iniated and improvement of the clinical condition would be a vote
in favor for CHF. Antbiotic treatment should be continued snce preumonia cannot be completely ruIE

ot B6 was given during the echocardiogram and | B6

B6 The patlﬂ'rt

was enrolled in Dr. Freeman's study due to its anrent prain free diet and blood was pulled today for the
study. The patient OnCe Mmore 5I:EhlE, B6 - An NT—|:||1]BNP was

there is still some suspicions that the changes seen on rﬂ:llugmplma“e not all secondary to CHF._ BG

B6
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B6 i An mprovement of the nterstital pattern would confirm the

' suspected diagnosis of CHE versus no changes of the interstitial pattern would be more in fabor of
another disease process. A rechedk echocardiogram should be repeated as well tomommow once the
patient is more stable in order to confirm today™s findings. Bloodwork should be repeated tomormow as
well as 10-14 days after the start of the cardiac medications. Full rechedk echocardiopram is
recommended in 3 months or sooner ithte patient develops clinical sipns consistent with worsening
heart disease.

Addenduam:

B6

- Suspected DCM with moderate to marked LA enlargement and suspected CHF

Heart Faihee Classification Score:

ISACHC Classification:
[ 1a Enia
O b lib
Eu

ACVIM CHF Classification:
£ A C
= 1 Hp
£ gz

M-Mode e
Ivsd

LvVIDd
LvPwd
V5=

LVIDs
LVPMWs
EDV{Teich)
ESV{Teich}
EF{Teich}
xS

B B6

M-Mode Normalized
IvSdN {0290 - 0520}
LVIDdN {1.350 - 1.730}!
LVPWdN {0330 - 0,530}
IVSsN {0430 - 0710}
LVIDsN {0790 - 1.140} !
LVPWsN {0530 - 0780}

3I®®3I 33983893

20
SA LA am

FDA-CVM-FOIA-2019-1704-008248



An Diam
SA LA f Ao Diam
Ivsd

LvIiDd
Lvrwd
EDV{Teich}
IV5s

LVIDs
LVPWs
ESV{Teidh}
EHTeich}
%S
SV{Teich}
v5d

LVIDd
EDV{ Teich}
IvPWd

B6

3§3®RI33333893
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Lummings T —

\leterinary Medical Center o BRSSP
hittp-f fwctmed tulkts eduyf
AT TUFTS UNIVERSITY mﬁmmnmmm—m—dﬂm
Notice of Patient Admit
Date: {7929 PM Case No: 437321
Refestimg Doclor: | | B6 . i
e B6
—

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

Your patient presented to our Emergency service Please make: note: of the following information to facitate
comamamicotion with our tewmn

The altesding dodioris: ... 55,/
The reason for admiksvion o the FHSA is: Dyspnea (pasmonia > CHF)

I you have any questions reganding this particelar case, please call S08-887-4988 to reach the 101 Service
Information is updated daly, by noon

Thank you for your referral to our Bmesgency Service
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Lummings o

Telephone {508} 8395395

\eterinary Medical Center o

htipffvetmed tufts edifiChios
AT TUFTS UNIVERSITY

BG Female {Spayed)
Canine By lish Bulidos
Browny/White
A37321

Daily Update From the Cardiolopy Service

Today'sdale: ! B6

Dear Drs at B6

Thank you for referring patients to the Foster Hogpital for Small Animals at the Cummings School of Tults
Unversity.

Your pat'lem:i B6 was admitted and isbeing cared for by the Cardiology Service.

M icin stable condition
[ is still in the oxygen cage
[ s critically ill

M discharped from the hospital today

Today's treatment s mclude:
M bloodwork planned /pending
M echocardiography - DCM and L-CHF
I3 cardiac catheter procedure planned
I3 ongoing treatment for CHF
= ongoing irestiment for thrombosis
[ ongoing ireaiment for arhythmia

Additional plans:
Please allow 3-5 business days for reporis to be finalzed upon patient discharge.

Please call {508} 887-4696 before 5pm or email us at eardiowehidutts edu if you have any questions.
Thank you!

Attending Clinician B6 'DVM (Resident, Cardio logy}
Faculty Clinician: John Rush DVM, DACVIM, DACVECC
Senior student:
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Lummings T

\eterinary Medical Center e
AT TUFTS UNIVERSITY hitp/fvetmed tufts eduyf
BG Female {Spayed])
B6 Canie Elgll:;:dlmlhhg
L21/019

___________________________

¥ you have any questions, or mncems, pease: contad: us. at S08-887-4048.

Thank you,
Dr, B6 WM (Reside, Cardiology)
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 3/1/2019 9:50:52PM

Subject: FW: taurine results fori ... BE .. i

Attachments: Stern Lab Taurine Recommendations.pdf; T_27754.pdf; UCD Diet and DCM Handout.pdf

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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UNIVERSITY OF CALIFORNIA, DAVIS

BERKELEY ¢ DAVIS ¢ IRVINE ¢ LOSANGELES ¢ MERCED <« RIVERSIDE <+ SANDIEGO < SAN FRANCISCO SANTABARBARA + SANTA CRUZ

STERN CARDIAC GENETICS LABORATORY
JOSHUA A. STERN, DVM, PHD, DACVIM (CARDIOLOGY)
sterngenetics@ucdavis.edu; August 9, 2018

FREQUENTLY REQUESTED INFORMATION REGARDING TAURINE & DILATED
CARDIOMYOPATHY IN GOLDEN RETRIEVERS

Taurine reference ranges for Golden Retrievers: The Stern Lab suggests that the following
clinical reference ranges be used for Golden Retrievers and be considered for other known taurine-
sensitive breeds such as Newfoundlands or American Cocker Spaniels. This is primarily based on 3
observations :

1. Golden Retrievers with marginal taurine levels (defined below) have been diagnosed with dilated
cardiomyopathy and have documented disease reversal after taurine supplementation and diet
change.

2. Previously published work documents taurine sensitivity in Golden Retrievers.

3. The most recently published reference on normal blood taurine values shows higher levels than
previously reported.

o Normal whole blood taurine: >250nmol/mL
o Normal plasma taurine: >70nmol/mL

o Marginal whole blood taurine: 200-250nmol/mL
o Marginal plasma taurine: 60-70nmol/mL

o Low whole Blood taurine: <200nmol/mL
o Low plasma taurine: <60nmol/mL

References:

Kramer GA, Kittleson MD, Fox PR, Lewis ], Pion PD. Plasma taurine concentrations with normal dogs and in dogs with heart disease. ] Vet
Intern Med 1995;9:253-258.

Belanger MC, Ouellet M, Queney G, Moreau M. Taurine-deficient dilated cardiomyopathy in a family of golden retrievers. ] Am Anim Hosp
Assoc 2005;41:284-291.

Kittleson MD, Keene B, Pion PD, Loyer CG, MUST Study Investigators. Results of the multicenter spaniel trial (MUST): taurine- and
carnitine-responsive dilated cardiomyopathy in American Cocker Spaniels with decreased plasma taurine concentration. ] Vet Intern Med
1197;11:204-211.

Backus RC, Choen G, Pion PD, Good KL, Rogers QR, Fascetti A]. Taurine deficiency in Newfoundlands fed commercially available complete
and balanced diets. ] Am Vel Med Assoc 2003;223:1130-1136.

Fascetti A], Reed JR, Rogers QR, Backus RC. Taurine deficiency in dogs with dilated cardiomyopathy: 12 cases (1997-2001).] Am Vet Med
Assoc 2003;223:1137-1141.

Freeman LM, Michel KE, Brown D], Kaplan PM, Stamoulis ME, Rosenthal SL, Keene BW, Rush JE. Idiopathic dilated cardiomyopathy in
Dalmatians: nine cases (1990-1995).] Am Vet Med Assoc 1996;209:1592-1596.

Delaney SJ, Kass PH, Rogers QR, Fascetti A]. Plasma and whole blood taurine in normal dogs of varying size fed commercially prepared
food. ] Anim Physiol a Anim Nutr 2003;87:236-244.

Plasma vs. whole blood taurine testing:

If at all possible, we recommend that paired (plasma and whole blood) taurine samples be submitted
for analysis. A low value on either or both tests is clinically relevant. If your dog is diagnosed with
DCM, submitting paired taurine samples (plasma and whole blood) is imperative. We recommend
that the UC Davis Amino Acid Laboratory be used for taurine testing, as this is where the literature
utilized for our reference ranges was generated. https: //www.vetmed.ucdavis.edu/labs/amino-acid-
laboratory. If a single testis submitted the Stern Lab recommends that whole blood be submitted
preferentially. This is due to the false elevation of taurine levels that is possible in plasma samples
due to sample handling issues. This is an area of some debate between clinicians and conflicting
information on preference for plasma vs. whole blood exists. This underscores the value of paired
sampling.

Page 1 of 3
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Clinical Recommendations for Golden Retrievers based on taurine levels:

If taurine levels test <200nmol/mL in whole blood or <60nmol/mL in plasma
* An echocardiogram by a board-certified veterinary cardiologist is indicated
* After echocardiogram has been completed, a diet change is recommended.
o IfDCM is diagnosed, this patient may need a variety of cardiac medications that would
be prescribed by the attending cardiologist.
o If DCM is diagnosed, prescribed supplementation with oral taurine and I-carnitine is
recommended.
o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.
o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.
o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test 200 - 250nmol/mL in whole blood or 60-70nmol/mL in plasma

* Anechocardiogram by a board-certified cardiologist is recommended.

* After echocardiogram has been completed, a diet change is recommended.

* Werecognize that many dogs in this category may have normal echocardiograms and thus
the value of screening should be carefully considered. If the dog is eating a diet that falls
within the FDA warning or shares features with the diets identified in our study (see diets of
concern section below), we encourage echocardiographic screening with greater enthusiasm.

¢ [fan echocardiogram is not performed, a diet change is still recommended and a taurine level
reevaluation after three months on the new diet should be considered.

* [fDCM is diagnosed, this patient may need a variety of cardiac medications that would be
prescribed by the attending cardiologist.

o IfDCM is diagnosed, prescribed supplementation with oral taurine and l-carnitine is
recommended.

o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.

o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.

o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test >250nmol/mL in whole blood or >70nmol/mL in plasma
¢ Diet change is recommended if you are feeding a diet that falls within the FDA warning or
shares features with the diets identified in our study (see diets of concern section below)
* Ifyour pet shows any signs of cardiac disease (trouble breathing, exercise intolerance,
fainting/collapse, coughing) we recommend your veterinarian evaluate your pet.

Page 2 of 3
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Diets of Concern & Choosing a diet

The FDA alert called attention to several dietary ingredients that should be considered when
evaluating whether your pet is at risk (for example legumes like peas and lentils, white or sweet
potatoes). These findings were largely recapitulated in our current study of Golden Retrievers with
low taurine levels and DCM. Our lab considers these ingredients to be of greatest concern when
present within the first 5 listed ingredients on the dog food bag. Additionally, we noted a high
percent of diets in our study were using protein sources other than chicken or beef and labeled as
grain-free.

Points to consider when making a diet change:
¢ Choose a diet that does not contain the concerning components listed above
¢ Choose a diet that meets the WSAVA Global Nutrition Assessment Guidelines published as
consensus by veterinary nutritionists from around the world:

o https://www.wsava.org/WSAVA/media/Arpita-and-Emma-editorial /Selecting-the-

Best-Food-for-your-Pet.pdf
¢ FDA alert found here:

o https://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm613305.htm

Choosing a taurine or l-carnitine supplement:

Selecting supplements should be performed based upon those that match their stated contents and
are readily available for absorption. Luckily a previous publication tested multiple taurine and I-
carnitine supplements. Based upon this publication our laboratory recommends the following
supplements as those meeting our quality criteria. (Bragg et al. 2009 | Am Vet Med Assoc; 234(2))

Tested taurine supplements that test within 5% of stated contents and if applicable disintegrated
within 30 minutes

*  Mega taurine caps by Twinlab (1000 capsule)

¢ Taurine by Swanson Health Products (500mg capsule)

¢ Taurine by NOW foods (500mg capsule)

*  Taurine 500 by GNC (500mg tablet)

Tested L-carnitine supplements that test within 5% of stated contents and if applicable disintegrated
within 30 minutes

*  L-carnitine 500 by Jarrow Formulas (500mg capsule)

¢ L-carnitine caps by Country Life (500mg capsule)

¢ Maxi L-carnitine by Solgar Vitamin and Herb (500mg tablet)

*  L-carnitine by Puritan’s Pride (500mg tablet)

The Stern lab does not recommend the empirical supplementation of taurine or I-carnitine to dogs
without evidence of DCM and/or significant deficiency. If DCM is diagnosed we typically recommend
dogs over 501bs receive 1000mg of taurine every 12hrs and dogs under 501bs receive 500mg of
taurine every 12hours. We recommend L-carnitine at a dose of ~50mg/kg orally with food every
8hrs. Your veterinary cardiologist or family veterinarian should be consulted for prescribing the best
dose for your dog.

Reporting to the FDA:

Understanding the basis of this condition requires a great deal of research and investigation. Clients
with affected dogs can contribute their data to help propel this research forward. You can report
cases of taurine deficiency, dilated cardiomyopathy, sudden cardiac death, or any combination of
these events to the FDA by following the information found here:

https://www.fda.gov/animalveterinary/safetyhealth /reportaproblem /ucm182403.htm

Additional questions or comments:
sterngenetics@ucdavis.edu
This document last updated: Aug. 20, 2018
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Amino Acid Laboratory Sample Submission Form
Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 95616
Telephone: 530-752-5058, Fax: 530-752-4698

Email: ucd.aminoacid.lab@ucdavis.edu
www.vetmed.ucdavis.edu/labs/amino-acid-laboratory

Veterinarian Contact:g B6

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

Address: 200 Westhoro Road, North Grafton MA (15369

Email: __ Clinpath@tufts.edu _c3rdiovet@tufts.edu

Telephone: _503-837-46/9 Fax: __ 508-839-7936

Billing Contact: B6 Email:; B6 L
Billing Contact Phone: | | B6 Tax ID:

Patient Name B6 Species: Q\QJN \ NQ'

Breed: )\)C;\\ S\/\ Q)k (l( y & Owner’s Name BG
Current Dnet “\&C \uk&\ NES (nt.ﬂ— N %L

Sample type: @ hole Blopd ~Urine Food Other _
Test: @ Complete Amino Acids  Other:

Taurine Results (lab use only)

Plasma: | B6 |  Whole Blood: | B6 . Urine: Food:
Plasma (nMol/ml) Whole Blood (nMol/ml)
Normal Range | No known risk | Normal Range | No known risk
for deficiency for deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

* Please note with the recent increase in the number of dogs screened for taurine deficiency, we

are seeing dogs with values within the reference ranges (or above the “no known risk for deficiency
range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our
laboratory for assistance in evaluating your patient’s results.
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41 UCDAVIS
VETERINARY MEDICINE

CARDIOLOGY SERVICE UPDATES: DOG FOOD & DILATED CARDIOMYOPATHY

The Cardiology Service has developed this document in response to the alerts from the FDA. These alerts identify an
associated risk for some grain-free diets containing certain ingredients (legumes like peas, pea components, lentils; white
potatoes, sweet potatoes) and a diagnosis of dilated cardiomyopathy (DCM). The links provided throughout this document
can be copied and pasted to obtain additional information.

FDA Alerts found here:
https://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm613305.htm
https://www.fda.gov/AnimalVeterinary/ResourcesforYou/AnimalHealthLiteracy/ucm616279.htm

What is Dilated Cardiomyopathy (DCM)?

DCM is a heart muscle disorder that results in a weak pump function and heart chamber enlargement. In the early stages of
this disease pets may appear totally healthy with no apparent clinical signs. Later in the course of this disease, dogs may
have a heart murmur, an arrhythmia (irregular heart beat), collapse episodes, weakness or tiredness with exercise, and even
trouble breathing from congestive heart failure. While there are some breeds of dogs (like Dobermans) that have a genetic
predisposition to development of DCM, there are also nutritional factors that may resultin this disease.

What should | do?
If you are feeding a diet of concern based upon the FDA alert we recommend that you consult with your veterinarian or
veterinary cardiologist. We provide 4 general points for guidance below:

1. An initial step is to consider whether you are willing or interested in performing additional testing to assess whether
your pet is affected with DCM. If you believe your dog is at risk, showing any of the aforementioned clinical signs or would
prefer to simply rule out any heart disease, we recommend that you first have your pet’s taurine levels tested (both whole
blood and plasma levels) as well as seek an echocardiogram by a board-certified veterinary cardiologist. Low taurine levels
are associated with development of DCM in dogs and are sometimes a component of this current issue.

Information on taurine testing can be found here: https.//www.vetmed.ucdavis.edu/labs/amino-acid-laboratory

2. At this time, diet change is recommended when possible and should be considered regardless of the results obtained
from any testing. You can consult with your veterinarian in selecting a new diet that avoids the ingredients of concern listed
by the FDA. When selecting this diet, we recommend that you choose a diet that is manufactured with rigorous quality
control measures and research behind the formulation. A way to ensure that your diet meets these recommendations is to
follow the following guidelines that were generated by a large number of the world’s leading experts in veterinary nutrition.

Food selection guidelines found here:
https://www.wsava.org VWSAVA/media/Arpita-and-Emma-editorial/Selecting-the-Best-Food-for-your-Pet.pdf

3. If your pet is identified through testing to have a low blood taurine level or evidence of DCM by echocardiogram, we urge
you to report this information to the FDA.

FDA reporting guidelines found here: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem/ucm182403.htm

4. Work with your veterinarian(s) to determine the best course of action and medical treatments if indicated. In the case of
a DCM diagnosis, diet change alone may not be sufficient and additional medications may be prescribed.

Please continue to monitor the FDA website and the UC Davis School of Veterinary Medicine Newsfeeds for updates and
recommendations regarding this issue.
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: _Jones. Jennifer L

Sent: i _.B6__5:29:55 PM

Subject: B6 i- time sensitive

Importance: High

Hi Jen

| also left you a voice message but | just heard that: B6 idied suddenly; B6 i This is one

of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4" dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

The referring vet contacted me and said the owner is bringing; _B6 n for cremation. He will ask if he can get

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent: Tuesday, March 26, 2019 1:50 PM

To: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2" Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Freeman, Lisa <l jsa.lreeman@édiufts edy>
Sent: Saturday, March 23, 2019 11:43 AM

To: Jones, Jennifer L <Jennifer.Jones@ifda. hhs. gov>
Subject: Cobalt

Hi Jen,
In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient

FDA-CVM-FOIA-2019-1704-008260



ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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

FDA-CVM-FOIA-2019-1704-008261



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

DROTSTEI>
To: Jones, Jennifer L
CcC: Peloquin, Sarah
Sent: | BB B:51:07PM_
Subject: RE: B6 i- time sensitive

Jen,

| guess from my point of view, having an additional case would be helpful as | think some of the cases that |
looked at will fall out of the counting.

| agree it's a predisposed breed, so perhaps it may make a good comparison (though | suspect we won'’t see a
huge difference).

| will go the way of the consensus (three on the email @)

Dave

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: ’ B6 2:43 PM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>
Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: FW. B6 - time sensitive
Importance: Higr

Dave,

| know we’re chatting Thursday about the results and next steps. ; BS ‘'m leaning
; B5 i

iYou’re looking at the histo, though, what do you think?
Jen

Jennifer Jones, DVM
Veterinary Medical Officer

FDA-CVM-FOIA-2019-1704-008262
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From: Freeman, Lisa <L jsa_ lFreeman@Dtufts edy>

Sent: B6 12:30 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject: B6 - time sensitive

Importance: High

Hi Jen

| also left you a voice message but | just heard that!

idied suddenly;

B6 i This is one

of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4" dog in the household that has an elevated BNP. So, this is a particularly

interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

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

Sent: Tuesday, March 26, 2019 1:50 PM
To: Freeman, Lisa <|jsa.Freeman@iufts. edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 29 Ed, 2005

(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,
Jen

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

U.S. FOOD & DRUG - mim ...
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From: Freeman, Lisa <|isa.Freeman@iufts. edy>
Sent: Saturday, March 23, 2019 11:43 AM

To: Jones, Jennifer L <Jennifer. Jones@fda. hihs gov>
Subject: Cobalt

FDA-CVM-FOIA-2019-1704-008263



Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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

To: Freeman, Lisa

CcC: Peloquin, Sarah

Sent: B 11:05:51 AM

Subject: RE:i B6 time sensitive (cc-297)

Thank you, Lisa. | see Jake sent you the necropsy procedures. Yes, we can work on a prioritized list for
veterinarians collecting limited tissue sets. We can also have veterinarians freeze the bodies until we send them
supplies (esp. if large intact hearts).

Please hav.  B6 veterinarian contact me directly to coordinate the sample collection and reimbursement.

I'll be at my désk until™3 pm.

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

uﬂ W& FOOD & DRUG
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Sent:! B6 1 2:30 PM
To: Jonels, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: __B6 i- time sensitive

Importance: High

Hi Jen .
| also left you a voice message but | just heard that! B6 ' died suddenly; B6 EThis is one
of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4™ dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer. Jones@fda. hihs. gov>
Sent: Tuesday, March 26, 2019 1:50 PM
To: Freeman, Lisa <|jsa.Freeman@tufts edy>

FDA-CVM-FOIA-2019-1704-008265



Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

US. FOOD & DRUG -
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From: Freeman, Lisa <| isa.Freeman@iufts. edu>
Sent: Saturday, March 23, 2019 11:43 AM

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

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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 <Lisa.Freeman@tufts.edu>

To: Peloquin, Sarah

Sent: . __B6_5:32:46 PM

Subject: FW:i B6 - time sensitive

Importance: High

Hi Sarah

Got a message that Jen is out today so wanted to see how we can get samples assuming owner gives
permission

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:! ..Bs_ 12:30 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: B6 i- ime sensitive

Importanéé: High

Hi Jen

| also left you a voice message but | just heard that: B6 idied suddenly i TTTBE T i This is one
of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4" dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523
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From: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Sent: Tuesday, March 26, 2019 1:50 PM

To: Freeman, Lisa <|.isa.Freeman@tufts. edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

U.S. FOOD & DRUG w%
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From: Freeman, Lisa <l jsa.l" reemanciiufts. edu>
Sent: Saturday, March 23, 2019 11:43 AM

To: Jones, Jennifer L <Jennifer.Jones@ifda. hhs. gov>
Subject: Cobalt

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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 <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

CcC: Peloquin, Sarah

Sent: [ Be 111:13:21 AM

Subject: RE:i B6 - time sensitive (cc-297)
Thanks, Jen

| think that would be helpful. These obviously happen with no warning so that would be great to have ready to
tell vets. Including the option of freezing on that same sheet would be great. These owners wanted to get the
body back for cremation so this seemed like the best option.

and some liver

If you could send him a box for shipping, that would be great

B6

B6

We'll be seeing the other 3 dogs in the household today
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: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent:; B6 i7:06 AM

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

Cc: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>
Subject: RE:! B6 i- time sensitive (cc-297)

Thank you, Lisa. | see Jake sent you the necropsy procedures. Yes, we can work on a prioritized list for
veterinarians collecting limited tissue sets. We can also have veterinarians freeze the bodies until we send them
supplies (esp. if large intact hearts).

FDA-CVM-FOIA-2019-1704-008269



I'll be at my desk until 3 pm.

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

3 1 0 15 Y 4455

From: Freeman, Lisa <l jsa.l-reeman@édiufts edy>

Sent: B6 i2:30 PM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>
Subject; B6 ) - time sensitive

Importance: High

Hi Jen

| also left you a voice message but | just heard that| B6 idied suddenly _B6 ____: Thisis one
of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4t dog in the household that has an elevated BNP. So, this is a particularly

interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs, gov>
Sent: Tuesday, March 26, 2019 1:50 PM

To: Freeman, Lisa <lisa.Freeman@tufts edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

Pl LS. FOOD & DRUG @%
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From: Freeman, Lisa <|isa.Freeman@tufts. edu>
Sent: Saturday, March 23, 2019 11:43 AM

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

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCQO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ig, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

12/4/2018 11:04:49 PM

B6 !

Earthborn Meadow Feast dry: Lisa Freeman - EON-372828

2059621-report.pdf; 2059621-attachments.zip

A PFR Report has been received and PFR Event [EON-372828] has been created in the EON System.

A "PDF" report by name "2059621-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 "2059621-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-372828

ICSR #: 2059621

EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059621

AE Date 11/20/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable

Breed Boxer (German Boxer)
Age 3 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2059621
Product Group: Pet Food

Product Name: Earthborn Meadow Feast dry
Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility; elevated NT-proBNP and
cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 months

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: 5

FDA-CVM-FOIA-2019-1704-008272



Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information
' B6

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-372828

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=389797

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-372828

ICSR:

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

2050621

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-12-04 17:59:30 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:  Eating BEG diet (Earthborn) Echo had subjectively reduced contractility, elevated
NT1-proBNP and cardiac troponin | Taurine pending Owner changing diet and will

Date Problem Started: 11/20/2018

Concurrent Medical No
Problem:

Outcome to Date; Stable

Product Name: = FEarthbormn Meadow Feast dry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use nescription: | See diet history in records for more details
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Name: i B6
Type Of Species: Dog

Type Of Breed: Boxer (German Boxer)

Gender: Female

Reproductive Status: Intact

Pregnancy Status: Not pregnant

Lactation Status: Not lactating

Weight: 30.3 Kilogram

Age: 3 Years
Assessment of Prior Excellent
Health:
Number of Animals 5
Given the Product:
Number of Animals 4
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: B6
Phone: B6
Email: B6
Address:! '

'B6

United States

Healthcare Professional practice Name:  Tufts Cummings School of Vetérinafy Medicine
Contact: Name: Lisa Ereeman

FOUO- For Official Use Only 1
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Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 \Westboro Rd
North Grafton
Massachusetts
01536
United States

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

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: rpt_medical_record_preview.pdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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55 Willard Street

Lummings

Veterinary Medical Ceotes

AT THFEE GhirERETY

(508) 839-5395

All Medical Records

Client:
Address:

DOB: | B6

Home Phone:! 5 B6

Work Phone ( ) -

Cell Phone: l B6 i

Referring Information

North Grafton, MA 01536

Foster Hospital for Small Animals

Species: Canine
Sex: Female

Client:
Patient:

Initial Complaint:
Scanned Record

Initial Complaint:
New, boxer 2-3 murmur. ok per} B6 i

Initial Complaint:

Page 1/111
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Client:
Palt?:nt: B 6

Initial Complaint:
Recheck i  B6  i-i B fo oversee

B6 :i4:30:12 PM

Prescribed - B6_ 30mg Tablets - FHSA (30)

Instructions - Give 1/2 tab by mouth every 12 hours. - Expires:é ______ B 6- 11 Refills
Initial Complaint:

SOAP Text Nov 29 2017 11:20AM - B6

Initial Complaint:

Initial Complaint:

SOAP Text Nov 152018 2:01PM -| Bé !

Disposition/Recommendations
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Client:
Patient:

B6
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Client:
Patient: B 6

Foster Hospital for Small Animals

Lumminas

1 * ' R North Grafton, MA 01536
i N Ll i
?EIE!Ini].;l' i EdlLL‘-l I.EE[EI' (508) 839-5395
AT FTUFEE DRIV EENTT
Client: B6 Patient: ! | BG
Veterinarian: Species:  [Canine
Patient ID: . _____ BG, Breed: Boxer
Visit ID: Sex: Female
Age: { B6 | Years Old
Lab Results Report =
11/15/2018 3:35:43 PM Accession ID: B6 |
|'1'est Results IReference Range IUnits
Troponin I Research - FHSA i | B6 | 0-0.08 mg/dl
-~ 4111 ..B6 | ..B6 ;i

Printed Tuesday, December 04, 2018
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Client:
Patient: | B6

__B& |
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Client: B 6

Patient:

Referral and recordsf B6
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Client: B 6

Patient:

Referral and recordsi B6
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Client: B 6

Patient:

Referral and records! B6
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Client:
Patient: B 6

Referral and records-é B6 i‘
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Client:
Patient: B 6

Referral and records- B6

T
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Client:
Palt?:nt: B 6

Signed consent
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Client:
Palt?:nt: B 6

Signed consent
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Client:
Patient:

B6

rDVM

B6

? records 1/8/16-5/30/17

Falast Than

LR
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Client: B 6

Patient:

rDVME B6 Erecords 1/8/16-5/30/17
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Client:
Patient:

B6

rDVM

B6

r' records 1/8/16-5/30/17
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Client | B A
Patient:

rDVM

EChem 25 w/SDMA, CBC, T4 5/30/17
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Client:

Patient:

rDVM:

i Chem 25 w/SDMA, CBC, T4 5/30/17
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Client:

Patient: | _

rDVM

i‘ Chem 25 w/SDMA, CBC, T4 5/30/17
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Client: B 6

Patient:

Holter Monitor report 5/31/17
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Client:
Patient: ._ B6

Holter Monitor report 5/31/17
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Client: !
Paltei::;t: B6

Holter Monitor report 5/31/17

CRITIOAL BEVENTS
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Client:
Palt?:nt: B 6

Holter Monitor report 5/31/17

FULL MEED ST RIPS
Eil e L. AL e e G L
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Client: B 6

Patient:

Holter Monitor report 5/31/17

FULE MELDSTIRIPS
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Client:
Palt?:nt: B 6

Holter Monitor report 5/31/17

FULE MERIF ST RIPS
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Client:
Palt?:nt: B 6

Holter Monitor report 5/31/17
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Client:
Palt?:nt: B 6

Holter Monitor report 5/31/17

FULL MEED ST RIPS
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Client:
Patient: B 6

Holter Monitor report 5/31/17

FULL MEED ST RIPS
b B e RO B e B
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Client:
Palt?:nt: B 6

Holter Monitor report 5/31/17

FULL MEED ST RIPS
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Client:
Palt?:nt: B 6

Holter Monitor report 5/31/17

FULL MEED ST RIPS

B6
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Client:
Palt?:nt: B 6

B6 h visiti B6
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Client:
Patient: §
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Client:
Patient: l B 6
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Client: B 6

Patient:

Holter Monitor Report 11/16/17

Page 34/111

FDA-CVM-FOIA-2019-1704-008309



Client: B 6

Patient:

Holter Monitor Report 11/16/17

GENERAL PROITLE

B6
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Client: i
Patient: L 86

Holter Monitor Report 11/16/17

CRITIOAL BV ENTS
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Client: B 6

Patient:

Holter Monitor Report 11/16/17
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Client:
Patient: ._ B6

Holter Monitor Report 11/16/17

FULL MEEDSTRIPS
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Client:
Patient: B 6

Holter Monitor Report 11/16/17

FULL MEED ST RIPS
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Client:
Palt?:nt: B 6

Holter Monitor Report 11/16/17

FULLE MELDSIRIPS
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Client: B 6

Patient:

Holter Monitor Report 11/16/17

FULL MEED ST RIPS
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Client:

Patient: B 6

FULL MEEDR ST RIPS
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Client:
Patient: B 6

Holter Monitor Report 11/16/17

FULL MEED ST RIPS
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Client: 6
Patient: B

Holter Monitor Report 11/16/17

FULL MEED ST RIPS
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Client:
Patient:

B6

RDVM -

B6 i- Hx, Labs, 1/8/16 - 6/20/17
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Client: |
Patient: |

RDVM - B6 |- Hx, Labs, 1/8/16 - 6/20/17
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Client: B 6

Patient: N
RDVM -i B6 : - Hx, Labs, 1/8/16 - 6/20/17
Petmsitamnin BE | R b M
i B6 i B
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Client:
Patient:

RDVM -i

B6 i- Hx, Labs, 1/8/16 - 6/20/17

Fremallasiin. BO i,
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