Report Dewmils -Eon390999

ICSR: 2069328

Type Of %bmission: 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: 2019-06-18 12:50:49 EDT

Initial Report Date: 12/27/2018

Parent ICSR: 060599

Follow-up Repoﬁ to
FDA Request:

Reported Problem: ed ‘withv DC

ntractile function. Owner changed to Pro Plan Weight

' Managem

Emsmrmama:

Date Problem Started: 08/20/2018

| y. No improvement on 12/12/18 echo. Will recheck in 3 months
.......................................... \WB taurin BG : i

Date of Recovery: 06/11/2019

Concurrent Medical Yes
Problem:;

Pre Existing Conditions: ; B6

Outcome to Date: Recovered Completely

Product Information: Product Name: | AcamaBresRunPoultrydry

Prod;c?l'ype: Pet Food

Lot Number:

Pacl pe: BAG

Product Use pescription: Fed since approximately 9/2016 (see diet history form)
Information:. =~ Changed to Pro Plan Weight Management Aug 2018

Manufacturer
/Distributor Infgnlation:

Purchase Location
Information:

Animal lﬁgrmation:

: Doberman Pinscher

naer: Fermnale

Reproductive Status: Neutered

Weight: 38.1 Kilogram

Nurmber ol Animals
Givan tha Precuct:

Number of Animals 2
Reacted:

Cwner InTormation: Owner Y
Information
provided:

cs

Contact Name: | .
Vﬁ]&’}ﬂ&: : B 6 -

Emazil:

FOUOQ- For Official Use Onlv 1
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Heallhcare Professional  Practice Name:
[aTormation:

Contact:

Emgzil: lisa.freem

03 \ﬁ[.ﬁ\f.; De1Ee) pf‘.‘

1der Informat

200 Weslboro Rd
Netth G afton

Unitad Slates

Centact: b ofa:

22 freemen@tufts.edy

Petmission To Contact

Breferre

ral Cecumsants:

: IJW‘(.JI’ pro-eINe

: Laborastory Renort

et s G Lt not

: med racord

« Madical Records

: Echocardiogram

J

FOUO-Fo- Oificial Use Onlv
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Report Details - EON-374786

ICSR: 2060599

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2018-12-27 10:09:22 EST

Reported Problem: Problem Description: {....BS____ i previously reported)
L : cana) so was screened 8/2
) Pro Plan Weight
ill recheck in 3 month

Concurrent Medlcal Yes
Problem

Pre EX|st|ng Condmons :

Outcome to Date Stable

Product Information: Product Name:  AcanaFree Run Poultry dry

Product Type: Pet Food

Lot !ﬂﬁmber:

Package Type: BAG

Product Use pescription: Fed since approximately 9/2016 (see diet history form)
Information: Changed to Pro Plan Weight Management Aug 2018

Manufacturer
[Distributor Information:

Purchase Locatlon

Animal [nfermation:

: Dobermian Pinscher

sehder: Female

: Neutered

: 38.1 Kilogram

f\()( 10 Years

et :>f Prior Excellent
Heslth:

Nurmmberci Animals 2
Given the Precuct:

Urmoer of Animals
Number of Animat
Reacted:

fact Name: :
Phone.! B 6

I:m& i

Address: E 6

"United States

al Practice Name:  Tufls Cummings Sencul of Vatennary Nedicine

Contact Napnzr  Lisa Fresivan

FOUOQ- For Official Use Onlv 1
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Tufts University Attn: Lisa Freaman
cogw

thoro Ra, SRRy

Morth Crafron, MA D556
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Report Details - EON-366516

ICSR: 2055229
Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1

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

Reporting Type: Voluntary

Report Submission Date: 2018-09-22 18:33:37 EDT

Reported Problem: Problem Dessription; DCM and CHE Probably primary DCM in predisposed breed but given diet hlstory,
some posmblllty of diet-associated DCM Taurme VWNL ,,

Date Problem Started 09/08/2018

Product Information: ot Nam e E Id Last 1~2 bags (foriz d gnosls were Southwes
, ' Canyon flavor Before that, fed 3-4 bags of Plne Fcrest Before that, had been
.............. feedmg Pacific Stream for several years f f

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product i_Jse Déscriptidn:  Ownerhas glven consent to have FDA contacther for any
Information. ~  additional questions o

Manufacturer
IDistributor Infgrﬁtion:

Purchase Iic?ation
Information:

Animal Information: Name:

Type OfSpecles 'D
Type Of Breed: Doberman Pinscher
_ Gender: Male
Reproductive Status: Neutered
Welght 34.2 Kilogram
Age:! 'B6 -Years

Assessment of Prior Excellent
i—lealth.

Number of Animals 2
Given the Product;

Number of Ahimals 1
Reacted

Owner Informatlon ‘ Owner
Information

Addfess‘: i

United States

Healthcare Professional practice Name:  Tufis Cammmgs School of Veterinary Mediclne

Information: . -
Contact: Name. lLisa Freeman

Phone: (508) 887-4523

FOUO- For Official Use Only 1
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Email: lisa freeman@tufts edu

Address: 200 Westboro Rd
North Grafton
Massachusett
01536

Unite@ates

Sender ihférmation:

Lisa Freeman

Address: 500 Westboro Rd
North Grafton
Massachusetts
01536

United States

Sender:

Preferred Method Of Email
CPntact:

Additiona;Documents:

Attachment: disc:hargei

Description: Discharge

Type: Medical Records

Attachment: bnp pdf

Description: BNP

~ Type: Laboratory Report

Attachment: cardio appointment 9-20-18 pdf
: Cardio appt 9-20-18
: Echocardiogram

Attachment: cardioconsult 08 18pdf
tion: cardio consult 9-8-18

: Echocardiogram

.......... i

Attachment: 7 dischargeé B
Description: Dischargeg

Type: Medical Records

FOUO- For Official Use Only 2
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Foster Hospital for Small Animal

55 Willard Street

North Grafton, MA 01536

(508):839-5395

All Medical Records

Species: Canine

Client: Patient: I _Be.__|
Address: BG Breed:  Pit Bull

DOB: B6 i Sex: Male
(Neutered)
Home Phone: B6
Work Phone: ( =
Cell Phone: i B6 ;

Referring Information

B6

Client: B 6

Patient:

Initial Compiaint:

Scanned Record

Initial Complaint

Cardiology New = will be here at 1:30 PM

SOAP Text Jan 32019 1:O3PM-§ B6

Disposition/Recommendations

FEA-CYNI-FC

A
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Client:
Patient:

B6

Page 2/53
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Client:
Patient: B 6

Foster Hospital for Small Animals

55 Willard Street

North Grafton; MA 01536

ey

i (508) 839-5395

AL RGERE R

T H 3
Client: i Patient: B6
Veterinarian: Species: Canine
Patient1D: i B®6 Breed: Pit:Bull
Visit 1D Sex Male (Neutered)
- \oe: i B6
Iabh Results Report —

i ol ol ] 86

Printed Tuesday, Janveny 15,2019

Page 2123
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Client: B 6

Patient:

i B6  History 9/2018-12/29/18

Page  4/53
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B6 History 9/2018-12/29/18
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Client:

Patient:

B6

B6

History $/2018-12/29/18

FEA-CVNI-FCIA-2019-1704-0CC034



Client:

Patient:

B6

B6

History 2/2013-12/29/18
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Client: B 6

Patient:

B6 History 9/2018-12/29/18

Page 333
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Client:
Patient: B 6

B6 History 9/2018-12/29/18
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Client:

Patient:

B6

B6

13/17/18 3 vear Rabies Cert

D
Cage

10753
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Client: B 6

Patient:

diet historv 1/3/19

FEA-CVNI-FCIA-2019-1704-0CE039



Client:

B6

Patient:

diet historv 1/3/19
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Client:
Paltei::nt: B 6

Page

13/53
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Client: |
Patient: B 6

RDVM B6 hospital records

Pace 14/33
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Client: B6

Patient:|

Page

15/53
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Client:
Patient:

B6

RDVM

B6

hospital records

Page

16/53
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Client:
Patient:

B6

RDVM

B6

hospital records

Page

17/53
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Client:
Patient: B 6
RDVM. B6 ospital records

Page

18/33
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Client:
Patient: B 6

hospital records

Page

19/53

FDA-CVM-FOIA-2019-1704-006047



Client:
Patient: B 6

RDVM B 6 hospital records

Page 20/53
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Client: i
Patient:i B6

RDVM: BG

hospital records

Page 21/53
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Client:
Patient:

B6

RDVM

B6

r0spital records

Page 22/53
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Client:
Patient:

B6

RDVM

B6

10spital records

Page 23/53

FDA-CVM-FOIA-2019-1704-006051



Client: i
Patient:i B6

RDVM B 6 hospital records

Page 24/53
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Client:
Patient:

B6

RDVM

B6

hospital records

Page 25/53
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RDVM B 6 hospital records

Page 26/53
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Client:
Patient:

B6

RDVM

B6

hospital records

Page 27/53
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Client:
Patient: B 6
RDVM B6 hospital records

Page 28/53
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Client:
Patient:

B6

RDVM

B6

10spital records

Page 29/53
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Client:
Patient: BG
IDEXX BNP - 1/3/2019

Page 30/3
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Client: BG

Patient:

CBC/CHEM = 1/3/2019

FEA-CVNI-FCIA-2C19-1°



Client:
Patient: B 6

CBC/CHEM = 1/3/2019

B6

B6




Client:
Paltzlrtlt: B 6

Diet history 1/3/19

FEA-CYNI-FCIA-2C19-1704-006061



Client: B 6

Patient:

Diet history 1/3/19

FRA-CVI-FOIA-2012-



Client:
Patient: B 6

L.ab Resuits IDEXX Leptospirosis Panel (MAT) 1/4/19

oI

FEA-CVNI-FCIA-2019-1704-0C€063



Client:

Patient:

B6

B6

aospital UA resulis- 1/7/19

))
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Client:

Patient:

B6

B6

hospital UA resulis- 1/7/19

FEA-CVNI-FCIA-2C19-1704-0C6065



Client:
Patient: B 6

IDEXX Chemistry 1/8/19

Page 38/53

FEA-C\VNI-FCIA-2C19-1704-0CC066



Client: B 6

Patient:

IDEXX Chemistry 1/8/19

}'age 3905

FEA-CVNI-FCIA-2019-1704-0C6067



Client: B 6

Patient:

Taurine Panel send out 1/3/2019

Page 40/53
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Client:
Patient: : B6

Vitals Results

1/3/2019 1:44:42 PM
1/3/2019 1:44:49 PM

Patient History

Weight (kg)
Heart Rate (/min)

01/02/2019 12:50 PM

01/03/201901:06 PM
01/03/201901:16 PM
01/03/2019 01:44 PM
01/03/201901:44 PM
01/03/2019 03:07 PM

01/03/2019 03:09 PM
01/03/2019 03:10 PM

01/03/2019 03:25 PM
01/03/2019 03:25 PM
01/03/2019 03:33 PM
01/03/2019 03:33 PM
01/03/2019 03:38 PM
01/03/2019 03:47 PM
01/03/2019 04:08 PM

01/04/2019 06:18 PM

Appointment

UserForm
Treatment
Vitals

Vitals

Deleted Reason

Purchase
UserForm

Purchase
Purchase
Prescription
Prescription
Prescription
Purchase
Appointment

Purchase

FEA-CNVNI-FC
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Veterinary Medical Center

AT TUFTE UNIVERSITY

@i B |
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Report Dewils -EoNs884t4a

ICSR: 2064645

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: 2019-03-26 14:13:37 EDT

Initial Report Date: ~ 01/15/2019

Parent ICSR: 061217

Follow-up Report to
FDA Request:

Reported Problem: Eiion pal e'pisovdes‘,
vill recheck in 3 mo

L screened yet
Date Problem Started 01/03/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Dental disease, kidney disease, anxiety, history of cruciate tear

Outcometo Date: Died Euthanized

Date 6§jeath i

Product Information: Product Name  4Health salmon and potato adult dog food
Product T luct Type: Pet Food

Lot Number:

Product Use pescription: Alternates with other product listed
Information: B

Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name: 4Health whitefish and pota%@
Product Type: Pet Food

Lot Number:

ProductUse Description:  Alternates with other listed 4Health product

Information:

Manufacturer
IDistributor lnformation;

Purchase Location
Information:

Aninial |nforfnati6n: ‘

‘‘‘‘‘

Type of Spemes Dog
Type Of Breed: Pit Bull

Gender Male

Reproductwe Status Neutered

We:ght 33.4 Kilogram

Age: 7.5 Years

Assessment 5f Prior Good
i-lealth:

Number of Animals 3
Given the Product:

Number of ﬁi’nals 1
Bgcted:

FOUO- For Official Use Onlv 1

FEA-C\VNI-FCIA

-2019-1704-0CE085



Owner Information: Owner

Information
provided:

Contact:

vy
o

Address: T

‘United States

ufts Cummin

me:.
Phone: (508) 887-4
Email: lisa f

¢ 200 Westboro Rd
North - Grafton
Massachusetts
01536
United States

Sender lzrmation: Lisa Freeman

Address: 500 \Westboro Rd
North Grafton
Massachusett
01536
United States

Contact: phrepe: 5088874523

Email: lisa freeman@tufts.edu

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

Attachment: Med record 1 pof

Description: Medical record

7Type: Medical Records

Med record 4 pdf -
Description: Medical record

Attachment:

Description
Type:

ttachment:

Type:

Medical Records

Medical record

M IR

Med rec

Description:

Medical record

A
102

Madical Records

FOUO-Fo- Oificial Use Onlv
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Report Details - EON-378184

ICSR: 2062004
Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1

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

Reporting Type: Voluntary
Report Submission Date: 2019-01-31 11:24:47 EST

Reported Problem: Problem Descnptlon L 1-year-old mtact male Yorkshire _terrler mlx was presented to the NCSU

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

include recent vomiting and diarrhea. He vomifs every once ina whlle most
recently a couple of weeks ago after eating houseplants. He also had a bad bout |
of diarthea after eating the plants. He was taken to his primary veterinarian who

 prescribed medications and a probiotic. The vomiting resolved and his feces
.......... normalized until about 2 days ago when they became soft again.

Date Problem Star‘l:ed1 B6

Concurrent Medical 'Ng ™"
Problem:

Outcome to Date: Died Euthanized
Date of Death: ! i

Product Information: Product Name:  Primal Freeze Dried Nuggets for dogs
Prcd@l’ype: Pet Food -
Lot Number:
je Type: BAG
: 14 Ounce
Possess Uﬁo;ened No
Product:
Possess aﬁened No
Product:
Storage Conditions: Unknown
~ Product Use Descrlptlon ‘
Information: | st Exposure 09/08/2018

-3 Months

Use and Adverse
Event:

Frcc..ﬂ tUaA
Storped Alter the
Qnset oithe

(4]

a No

Definitely related

FOUOQ- For Official Use Onlv 1
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Manufacturer

/Distributor Information:
Purchase Location
Information:

ct Pélamé: .

‘ Prbduct T ypei
Lot Numbe :

Relatedness to

Adverse Event:

Other Foods or No
Products Given
to the Animal
During This Time
Period:

Organix Gréin Free :

Package Type:

Number‘Purcha‘sed:v

Possess Unopened
Product;

Posséss Opened

Storage Conditions:
Product Use
Information;

| Manufacture
tributor lnformation;

Purchase Location
Information:

Unknown

Description:
First Exposure 07/01/2017

. Oral ’aﬁ%tnistration‘

Date:
B6

Date!

Last Exposureg-
9 Months

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 No
Started Again:

Perceived
Relatedness to
‘ Adverse Eyent:

Definitely related

Other Foods or Yes
Products Given
to the Animal

During This Time

Animal Information: Name:

Type ijreed:
Gender:

Réprbd udtivg > Status:

_ Weight:

FOUO- For Official Use Only

Terrier - Yorkshire

Male

Intact

3.51 Kilogram

1 Years

FEA-C\VNI-FCIA-2C19-1704-006171



Age:

Assessment of Prior Good
Health:

Number ofkﬁmals 1
Given the Product:

Number of mmals 1

Owner Information: Owner Yes
Information
p_rovi}ded}:

Contact: N éme:

W
oy

TUnied Sistes

Healthcare Professional ppactice Name: = NC State College of Veterinary Medicine

Information;

Contact: Name: :

B6

Address:

Raleigh
North Carolina
27607

United States

Practice Name: |
Contact: I]ﬁame;
Phone:|
 Email:}

Address: |

United States

Type of Referred veterinarian
Veterinarian:

‘Dat‘e First S}een»: 04/02/2018

Permission to Yes
Release Records

Raleigh
North Carolina
27607

United States

Contact: pPhone: B 6

Permission To CTcmtact Yes
Sender:

Preferred Method Of Email

Contact:

FOUO- For Official Use Only 3
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Th s =~ g
Additional Documents:

Attachment:

Description: Necropsy report

Type: Necropsy Report

Attachment: : i g6 - Chest Radiographs.

i

DéL ;;tion: Chest x-ray reports

Type: Radiographs

Attachment:

FOUO- For Official Use Only 4
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Print Date: 013019 Page 1

NC State University

Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral B 6 Ra[eighs NC 27807 Large Animal  (919) 513-6630
Discharge Comments
Client ... iigpemorory Patien : : :
. B6_ Cases B6 gmttedr:::g il B 6
B 6 YORKSHIRE TERRIER % "
M 38kg Discharging DVM:
MIX Reforring DVM
CANINE

B6

Admission Date/Tit

B1.02AM  Discharge Date/Time B6 i180300PM  Discharge status:

CASE SUMMARY

DIAGNOSIS

1. Dilated cardiomyapathy__.-..&usnm.ffietary induced
2. Congestive heart failuré B6 |

3. Chronic intermittent diarhiss

HISTORY:

. B6_ia 1-year-old intact male Yorkshire terrier mix, was presented to the NCSU ER in the early morning hours o B6 ind was

§

subsequently transferred to the NCSU Cardiology Service for respiratory distress and suspected congestive heaf failire

_89_jwas observed to have iabored breathing the morning of BB |aithough his swier is unsure exacly when it started. He vomited

clear frothy foam after coughing multiple fimes throughout SE 357 ARd he had a o s¢d appetite.! BS swas taken tol  B6 |
o B ithat evening for further sualuation. All 88 ! a {80 showed a marked thrombocytapenia

@ltomated, 7o smear peﬁa?ﬁied) and thoracic radisoraphs showed an anlarged hear, a moderate diffuse unstructured interstitial

.‘E@Eﬁmﬁﬁﬂhﬂa[ﬁndﬁmIdmﬁnmnl._!;.mn_l_m._nmﬁ a mildly distendad cranial Inhar vsin. ﬂ?:qqs_tg\{g rieant failure was suspected and
5 B8 ) and E5 i1B% laas subseguenily referred to
NUSU for further cardiac workup :

B5 bther medical problems nclude recant vomiting envl diarrhea. He vemits evary ance in a while, most recentiy a coupie of weeks

4go after eating houseplants. Ha also had a had bout of diarthea atter eating the plants. He was taken o his primiary veterinarian who
piescribed medications and a probiotic. The vomiting resolvad and his feces normalized unil abaut 2 days ago when they became

soft again.

| B6 was obtained in July from friends who wears rehoming him due to moving He is reportadly U to dale on vaccmes and receives

monthly heartworm prevention, albeit not regularly Sincs b his dist higs been Castor & Pollux Crganicgiain free small breed
3 LRI EelliR g ;

formula kibble and canned chickeniveqaie recips.

PHYSICAL EXAMEINDIMOS 7 P

BG

Hydration: adequate

RESULTS OF DIAGNOSTIC TESTS:

FDA-CViVI-FOIA-2019-1704-006180
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3. AT FAST: No pericardial, pleural, or peritoneal ¥usion. Insreased Beiines Bliaterally

4. Echocardiogram (4/2H18)
a. Diiated cardiomyopathy
b. Severe LV diiation with severely raduced systolin function

¢. Moderate mitral regurgitation
d. Moderate to severs LA en largement
&. Moderate RV dilation
f. Moderate tricuspid fegurgitation
g. Miid to moderate RA enlargement

h. ECG: Sinus rhythm with freauent supraventricular prematire fomblezes

8. Chest radiographs (4/3/ 8): *final report nending*

a. Severe generalized cardiomegaly

b. Prior unstructured interstitial pattern resohved - consistent with resncoss to therany for Lo0E
P oo 7 R X i

-
5
I'l'

8. Whole blood taurine: resulits pending

ASSESSMENT:

: B6 ihas been diagnosed with a heart conditian known 2s dilated cardinmycpathy (00V). DOM s a disease of unknown catise
divéciing the muscle of the heart and is most commanly sasn in large bieed dogs {euch as Doberrnans, Great Uanes, and Labrador
Relrievers). Although the exact mechaniem of DCM is curreptly trbnown. ¢ ary taurine/camitine deficiencies, genetics and toxins
have aii been linked to DOM. The overall effect of DCW s 3 decregse in e contracliity (punmiping ability) of the heart. Because the

heart is unable to pump with enough vigor 1o move blond adequately forward into circulation. a volume overioad occurs and the hearnt

dilates to accommodate it As a result, the chambers af ths heart bocsme very largs, alid the walis of the heart become very thin.

Uliimately, the heart is unable to accommodate and dilate furthar the resuitis back-Up of biood from the heart and into the lungs,

Known as congestive heart failure *fluid on-the lungs™

It is important to know that this disease is brograssive, and ulimately thosa patients affected with it will experience congestive heart

faiiure. Based on the results of; B6_idiagnostics, it sanpears that [a has 2xpetenced an episode of congestive heart failure

secondary to DCM, He has responded well to heart fallurs medicatisrns e ficspital, and ite fluid accumuiation in his fungs has

resolved. We will be sending him homs on madications to hels seavertfurthar uld accumidation; and improve the function of his
heart. We will also be sending himhome on 3 supplement called tauring - that has been shown 1o improve heart function in DCM

cases caused by nutritional deficiencies

Changes in the muscle of the heart in dogs with DCM ean lead to fibrosis and remadaling of the myocardium theart muscie), which

can lead to secondary arrhythmias (abnormal heart rhythm) causad by abnonmal imEulse conduction, Narrnaily, electrical signals are
sent rough conductive pathways that signal the heart to cortract in 2 synchroncus maiier. The diseased heant muscle can also
initiate abuormal electrical impuises that do not utilize the normal conductian pathways of the heart. As we discussed, arrhythmias

oceur commonly in dogs with DOM. with same dogs experiencing sudden death s & resull. L..88._: EGG 'shows evidence of mild
¥ ! 2 g

k&

arrhythituas at this time. In the future. we would like to perform & test calied & holter raonilor. This is 1 24 hour BGG tnail se iwould

wear hoivie to analyze his heart rhythm

Although we cannot cure DCM. we hope to managa 83 'clinical sions with medical thesapy as outlined beiow. The average survival
for DCM patients after an episode of heart failire is €12 months, However, as we discusseq. givent Be jYourng age and small breed
= we suspect his DCM js secondary to his dist. If this is the casa his heart structure and funciion may show improvement with taurine

supplementation and diet change

Please monitor him for signs of worsening of heart failure such as increcssd exaicise intlerance, labored bieatning, increased
coughing or fainting. Cali NCSL Cardiology or your referring velerinarian if any of these sighs occur, Aiso, please leam to take a

respiratory (preathing) rate when your pet is resfing. This car be done by counting the number of preaths your pet takes in 15

seconds and muitiplying by 4 (to get the total breafhe per minute). This numnber should remain less than 40 at rest.

INSTRUCTIONS FOR CARE

MEDICATIONS:
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MONITORING

1. Please monitor | B8 Hfor signs of congestive heart failure. This would include lethargy, change and worsening of the cough, difficulty
breatr).i_qgi(incraaseﬁ respiratory rate/effort), and episodes of collapse or fainting. If you note any of these signs, please contact us and

have | Bs ievaluated by a veterinarian.

2. Please begin to monitor| 86 iresting respiratory rate. This should be performed when! B6 iis resting or sleeping. You can count

his respiratory rate by counting the number of breaths he takes over 15 seconds - then multiplying that number by 4 fo obtain the

number of breaths per minute. A normal respiratory rate is less than 30-40 breaths per minute. If you note that his respiratory rate is

increasing, please contact us.

ACTIVITY

rlease avoid strenuous exercise or situations which place undue stress on! B6 | In general, pets with congestive heart failure will self-

regulate their exercise. Please monitor for any change in exercise capability:

e

As we discussed, we would like to change! B6 idietduetoa toncern for dietary induced DCM. We would recommend feeding him a

commercial brand (Purina, Hills, lams) diet going forward.

NEXT APPOINTMENT:

1. We would like! B8 }to have a recheck appointment in 1-2 weeks for a recheck exam, blood pressure, renal panel, chest

radiographs and holter monitor. A holter monitor is a 24 hours ECG monitor that will be worn home with a vest,

2. We will contact you with the results of the taurine levels

3. We would otherwise like to see { B6 | back in 3-4 months for a recheck exam, blood pressure, rengl panel, and echocardiogram. A

repeat echocardiogram will tell us it Be neart function has improved

COMMENTS

If you have any concerns with how your petis doing, or to schedule an appointment, please contact the NC State Veterinary Hospital

at 919-513-8694. There is a veterinarian on call 24 hours a day.

NOTE: If your pet is in need of emergency aid and you are not able to get to the NC State Veterinary Hospital guickly, please seek

care at the nearest veterinary emergency facility. Take these discharge instructions and current medications with you so that the

treating veterinarian will know as much as possible regarding your pets' medical condition

Owner:: B6 T Clinician:i  B6 ! Student:: B6
Clinicians: Residents: Clinical Technicians: Client Services:
Dr. Darcy Adin B 6 i B 6 B
B 6 Research Technician
B6 :

In order to help expedite medication refills. please visit us apline at www nostetevats org and select Pet Owners, Pharmacy Refills.
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NC State University
Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (918) 513-6500
Fax: Referral Ra]eigh, NC 27807 Large Animal {919} 513-6830
Discharge Comments
ifCliem: Patient . ; Attending DVM
. B6 | LT B 6
B 6 YORKSHIRE TERRIER : . |
M 3.8kg Discharging DVM:
MIX Referring DVM
CANINE

Admission Date/Time:APR 16, 2018 09:30 AM Discharge Date/Time: APR 16, 2018 11.23 AM Discharge Status:

CASE SUMMARY

DIAGNOSIS:

1: Dilated cardiomyopathy - suspect dietary induced

................ 2t

2. Congestive heart failurk  B6 |

3. Chronic intermittent diarfhea

HISTORY.

i_.Be lis a 1-year-old male Yorkshire terrier mix who presented t NC3U Cardiclagy on 4/18/18 for a 1echeck of his previously

diagnosed dilated cardiomyopathy. e ifirst

presented to NC3U ER's op

8 _iand was subsequenty transterred to the NCSsu

Cardiology Servicg for respiratory disiress and suspacted congestive heai falluve.i_ 8¢ jwas obseived (o have labored breathing the

morning of  R6 _ vomited after coughing musltinle times throuchaut tha Aaitanr te-had g decreased appetite. Prior o presentation
B6

ar NCUoL

whiere ey performed thoracic radiographs

which showea-an-emurgeer et 5 Wodaras §Hiss unsfriciurad interstitial pz
mildly distended cranial lobar vein: Congestive hasrt fallur 4

1 peritilar and cautadomsal lnn lobes_and 5
3 | was given B8 e

d at NCSUNI ine 100 ard treated With ™

Bpis Were parforvied the next gay which showed

TR CaraRSITEgalY AR e AUNCOEr enlargemant wit

resolution of the prior caududorsal unstruciured interstitial pattern. An

echocardiogram was performed which showed changes consist

i with ssvers dilated cardiomyopathy. i_Bs | ECG showed sinus

rhiythm with freguent supraveniticular premature compleves 1

responded well to wiadicalions and was discharged the following

day. The cause of DM is unknown, but given his history of eafing grain-fras diets this was presunied a lop differential. Additionally,

he was not faund fo be taurine deficiant

Since dischargei 86 | has bean doing great athome. Ha hes been able to G0 on waiks ana tolerates them weli. He has a great

........

appetite, and his diet has heen switchad tn Rayal Canin wet food, e well 25 a tabl

spotn ol Creabis cisin-free that he was fed prior

1o his admission to the ER (as ha s transitioning to a grain bacod det). He also receives & pletnora of fruit and vegetabies, | B6 |

had a few episodes of mucoid diarrhes sinee

include | RS img tahlets 0.5 fablet by mouth every 12 hours,; B¢ i 28 mndablete) 1 takiet b b ia
Inrsine ek B int it ink SOV oy WO

beirg discharged, and has & huslon.olchronic diarrhea. His cutrent medication§

1O

PHYSICAL EXAM EINDINGS

FDA-CViVI-FOIA-2019-1704-006 183
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4. HOLTER MONITOR - Pending

ASSESSMENT:

Thank you for bringing: B6 | hack fo NCSU, he was an absolute sweetheart to work with toda

¥! As you know,: B6 ihas been

previously diagnosed with dilated cardiomyapathy and today we

wanted to assess his response to the medicalions he was discharged

with

i _B6 iblood pressure was within normal limits today. Additionall

appropriately which is great news. The chest x-rays today show

¥, his kidneys appear to be handling the heart medications

that;_Be _!heart remains enlarged (which is expected) but fortunately

there is no evidence of congestive heart failure today. Overall,

of tests today! We are, however,

including cardioprotective effects

we are very happy with how! Be is doing at
starting a new medication called:
that can be usetul for congestive!

_____________________________ home and with the results

B6 foday. This medication has a few benefits.

nesrrranore g heart disease

Vhile we are thriled that| B }is doing well, we know tha

monitoring is eritical and please continue to monitor! &

intolerance, labored breathing, increased coughing 6F |
signs oceur. Also, p

lease continue to take a respiratory (|
of breaths he takes

5 ;for signs of
r fainting. Call
reathing) rats h
by 4 (to get the total breaths per minute). This niumber should remain less than 40

B6 ;is doing well, we know that the underlying disease may be progressive. Because of this, continued

worsening of heart failure such as increased exercise

NCSU Cardiology or your referring veterinarian if any of these
rate when he is resting. This can be done by counting the number

in 15 seconds and multiplying
at rest.

INSTRUCTIONS EOR {30 5E MEDLO ATINALS

L LALS Sl S AR v v (o)

NEXT APPOINTMEMT:

1. Please have B6 ikidney values and electrolytes checked in

can be with NCSlUi as

a quick test or with your primary veterinaria

1-2 weeks after starting the new! B6 imedication. This

n

2. We would like{ B6 fo have a recheck appointrent.in

Loomgmninact T

3-4 months for a recheck exam, bl

ood pressure, renal panel, chest

radiographs and echigtardiogram. Additionally, it B6
of worsening heart disease as described ple:

cumrent pending Holter has concerns
above, pleaseé contact us or have him seen sooner,

this may be changed. If you notice signs

COMMENTS:

it you have any concemns with how your pet is dol

g, or to schedul

€ an appointment, please contact the NC State Veterinary Hospital

at 919-513-6694. There is 4 veteri

narian on call 24 hours a day

NOTE: If your pet is in need of emergency aid and you are not able to

care at the nearest veterinary eme

treating veterinarian will know as

rgency facility. Take these discha
much as possible regarding your pets' medical condition

get to the NC State Veterinary Hospital quickly, please seek
rge instructions and current medications with you so that the

s

i B6 i i B6 : :

B6

Clinicians:

Residents Cli

nical Technicians:

Client Services:
! B6 |

B6

B6

Research Technician

Bé

inorder to help expedite medication refills, please visit us anline

al wwwwnestefevets.arg and seisct Pet Owriers, Phaiimacy Refills.

FDA-CVM-FOIA-2019-1704-000184



Print Date: 01730/18 Page 4

NC State University

Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral Raletgh, NC 27607 Large Animal  {919) 513-6630
Discharge Comments
Client Patient s s i i
e e Case#i  B6 | gzr;t:::g Dvm
B 6 YORKSHIRE TERRIER . " i
M 3.8kg Discharging DVM!
Mik Referring DV
CANINE
Admission Date/Time:SEP 08, 2018 08:18 AM Discharge Date/Time: SEP 09, 2018 04:00 PM Discharge Status:
CASE SUMMARY
DIAGNOSIS:
1. Dilated cardiomyopathy ~Susnact dietary induced

2. Congestive heart failure:  B6 _‘scurrence 9/8/18)
3. Chronic intermittent diarrfiea

HISTORY:

i B6 s a 1 year old male intact Yorkshire Terrier mix that presented to NCSU SAES on 9/8/18 for evaluation of coughing and

Intréased respiratory effort.] gg thas a history of diet induced cardiomyopathy and congestive heart failure that were originally

diagnosed in April 2018 Basagd oni B6 :history, clinical signs; and initia) diagnostics, he was diagnosed with progressive heart

disease and congestive heart failuré I 5e iwas stabilized with oxygen therapy as well as aggressive treatment withi B6 i
i B6 i He was subsequently transferred to the Cardiology service 9/9/18 for continued care and evaluation
_' B6:was first diagnosed with dilated cardiomyopathy in April 2018. He was found to be in congestive heartfailure at that time. He was
initiated on triple therapy; BS Due to the severe degree of cardiac dilation. poor systolic
function, signalment. and A HISIEHY of 3 grain free diet, dist-induced cardiomyopathy was the primary differential, | _B__s_immmdedm.l}
10 medications in the hospital and was discharged on} B6 TR B6 :
:_B6 taurine supplementation, and recommendations for a grain-containing aiet. "

He had tolerated these medications well. However; B6 idid not consistently show interest in the new diet. Therefore,| B6 'has been

on a different diet. Primal is a raw, freeze-dried grain-free formula for the past several months. Since! Be ilast discharge, he has

reportedly been doing well Heis a picky eater, but drinks plenty of water. The owner notices that! B6 ! sleeps a lot at home but this is

not necessarily abnormal for him. The week of presentation to the NCSU SAES, ! B6 iwas playing Vigorously with a visiting dog the

owner was pet-sitting. On 9/7 the owner took both dags out on a walk oh which they ran intermittently for short bursts, but ! Bs iwas

stopping intermittently and was breathing heavily. That night, | B6 iwas coughing and had increased respiratory effort, and had a few

episodes of standing, swaying, and closing eyes, but no actual collapse.i Be iwas presented to the NCSU SAES on the morning of
9/8/2018

1_B6_;was obtained in July 2017 from friends who were rehoming him due to moving. He is reportedly up to date on vaccines {received

Rabies last week ati B6 ). and Intermittently receives monthly heartworm brevention

e e e R I A LD Y 1A DY i

Surrent medications ina:lude:g !
i B6 i i

PHYSICAL EXAM FINDINGS Q/8/18

B6

‘86
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B6

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

S erean rAAgrEpIST MArKealy entargea globeid Reart with evidence of pernilar edema. pulmonary venous distention and

elevation of the carina, consistent with congestive heart failure. *Final radiology report pending

PHYSICAL EXAM EINDINGS g/a/18

B6

4. Thoracic radiographs: Markedly enlarged globoid heart with slight decrease in size and decrease in elevation of the carina from

previous, decreased perihilar edema, decreased pulmenary venous distention, consistent with significant improvement of previously

documented congestive heart failure. *Final radiology report pending

ASSESSMENT:

Thank you for entrusting us with i "86 i care. He was in respiratory distress and diagnostic tests provided evidence that he had

progression of his heart disease and recurrence of left-sided congestive hieart failure. The goal of a hospital stay during this crisis is to

alleviate the fiuid build up in the lungs.: Be : responded well to oxygen therapy, diuretics, anti-anxiety medications, as well as

medications to improve heart function and forward pumping.Our goal before sending him home is to reduce the fluid in his lungs,

make sure he is comforiable and maintaining a normal heart rate and breathing pattern, and gradually decrease the in-hospital

interventions

Overall he has tolerated our interventions very well. Today's radiographs showed significant improvem

improvement in his heart size, and: B6 !is maintaining a normal breathing pattern and heart rate. Asi

heart failure on his current medicatiois. this indicates we need fo increase his dosages of diuretic and:

concerning that! Be | heart is further dilated than in April. The vnly variable that has not changed in his fréatment was the diet. As we

discussed, we are sfill learning about the grain-free diets and their apparent link to dilated cardiomyopathy. B¢ lis a very young, small

breed dog. It-is older, large bread dogs that normally get dilated cardiomyopathy. There is no other underlying condition known to

cause a heart to appear asi _Bé | Therefore, we believe his heart disease is caused by the diet. We do not know if the grain-free dist

is lacking essential elements for normal and healthy heart function, or rather these diets contain ingredients that are in someway

harmiul Therefore, we recommend complete transition fo any commercially available diet that is grain-containging. You can make the

transition over the course of a week or 80, but we would strongly encourage! BS {not be on his current diet as his heart disease has

continued to progress.

Overnight, both these parameters increasad suddenly while he was resting, and he responded well to the injection ofi B !

followed by reinstating & constant rate infusion of! B6 T-fast ultrasound and chest radiographs taken this morming revealed

marked improvement of the fluid patterns in his lungs. Since his heart rate and respirations had been stable for several hours, his was

transitioned from his constant infusion of ! B6 iand started oni B6 i As he remained stable over the next hours, we

subsequently discontinued his oxygen supplementation and continué 1o monitor him, We are happy o see that he is maintaining well

with oral medications and breathing room air (no exira oxygen)

While we are thrilled that ! B6 | is doing well, we know that the underlying disease may be progressive. As ! B6 | has exneriancad

recurrent congestive heart failure, we are increasing the frequency of the B6 iand the B6

......

_three times a day. We will keep the. ""Be _"land the taurine at the same doses and frequencies. Arid We Would Tike 16 implement the

] B6 imedication once daily. (More details on medication directions below.) At this time, we need to balance the needs of

B6_iheart with those of his kidneys. This can be a delicate task, but overall, his heart disease is the one which puts him at the most

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

risk at this time. This drug regimen (including thei B6 ) will have the most helpful impact on his heart disease, and poses

only slight risks to his kidneys.

FDA-CVM-FOIA-2019-1704-000186
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B6

DIET

It is imperative that{ B6 be fed a grain-containing diet in order to fully help this disease from progressing. Any brand-name food you

can purchase at a grocery or pet store is acceptable, as long as it is not advertised to be grain free. We do not yet know exactly what

about these diets is causing DCM in young, non

across the country in breeds who are not geneti

-predisposed breeds, but there has been a significant increase of this diagnosis

cally disposed to getfing it, and the single correlation between these cases is g “grain-

free” diet. At this point we do not know whether, or how much,: B6 heart will improve, but other dogs in his same situation who have

switched to a grain-containing diet have had improvement

We can also discuss a personalized nutrition consult with our Nutrition Service if you are interested in a home cooked diet. voy

would like to pursue this option, please reach out toi B6 . A consultation for homemade diets costs around! B6 |

MONITORING

........

for signs of worsening of heart disease or of failure such as increased exercise intolerance, labored

breathing, increased coughing or fainting. Please avoid strenuous exercise or situations which place undue stress on! B8 | Call NCSU

Cardiology or your referring veterinarian if any of these signs occur. Also, please continue totake a respiratory (breathing) rate when
he is resting. This can be done by counting the number of breaths he takes in 15 seconds and multiplying by 4 (to get the total

breaths per minute). This number should remain less than 40 at rest

PLAN FOR REEVALLATION:

B6

if you have any concems with how your pet is doing, or to schedule an appointment. please contact the NC State Veterinary Hospital

at 919-513-6694. There is & veterinarian on call 24 hours a day.

NOTE: i yourpetis in head of eme

rgency aid and you are not able to get to the NC State Veterinary Hospital quickly, please saek

care at the nearest veterinary emergency facility. Take these discharge instructions and currenit medications with you so that the

treating veterinarian will know as much as possi

ble regarding your pets' medical condition

i B6 FOwner

; B6

iDVM i B6 12019

Clinicians

Reésidents:

Glirical Technicians: Client Services:

B6

B6

B6 —

Research Technician

B6

In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills.
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NC State University
Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513.6500
Fax: Referral Raleigh, NC 27607 Large Animal  {919) 5138630
Discharge Comments
Client Patient ; i AttendingDVM |
i BB Case# B6 Shient g B 6
B 6 YORKSHIRE TERRIER i : |
Discharging DVM:
o 2k Referring DVM
MIX g
CANINE

Admission Date/Time:SEP 17, 2018 1025 AM Discharge Date/Time: SEP 17, 2018 0113 PM Discharge Status:

CASE SUMMARY

DIAGNOSIS:

1. Dilated cardiomyopathy - susnect dietary induced - progressive

¢. Congestive heart failure; _ B6 __recurrent 9/8/18)

3. Chronic intermittent diarrhea and varying appetite

HISTORY:

i B6 iis & 1.5 year old male Yorkshire Terrier mix that was presented to the NCSU Cardiology Service on 9/17/18 for a 1 week recheck

evaluation after recurrent congestive heart failure secondary fo diet induced DCM

i B6 :was first diagnosed with dilated cardiomyopathy and congestive heart failure in April 2018. Due to the severe degree of cardiac

dilation, poor systolic function signalment, and a history of a grain free diet - diet-induced cardiomyopathy was the nrimary

differential. | B6 iresponded well fo medications in the hospital and was dischargedoni ™~ B6

B6 ‘His owners were also instructed to TENSIHSH A 10 & balanced diet containing

Grais A Tatheck evaluation 1 week later showed resolution of congestive heart failure, and | B¢ lwas doing well at home. A holter

ok

monitor showed no ventricular ectopy. His medications were continued at their prior doses, and the addition of: B§ iwas

recommended.

From April through September 201 8i Be loverall did well at home He was taking his medications well (with the exception of

i BS i which was not started). | B6 thad & great energy level at home | s 'was initially eating a Royal Canin diet, however

due 1o lack of interest his owners transitioned him to a raw/grain free diet called Primal (raw, freeze-dried, grain free). He was eating

this diet from May-September 2018. On 9/7/18! B6 was noted to stop intermittently while walking, and was breathing heavily. That

night,! B6 was coughing and had increased respiratory effort, and had a few episodes of standing, swaying, and closing eyes, but no

actual collapse. | B iwas presented ta the NCSU SAES on the moming of 9/8/2018. He was diagnosed with progressive DCM. and

recurrent congestive heart failure. He was managed overnight and responded well to ireatment. He was discharged_the.sf_o_!lnwim
i B6 P

mDmIr_Eg_g{h__ ’ B6 I —— Be i ._._._._._--------------éé ---------- : Be _.é

., i
............ A g

g B6

Over the past week: B6 |has overall baan doing well at Fcitie, Me was initially lethargic afier resumiing home, but returned to normal by

the afternoon of 811012 He hag basn active throughout the weale with minima couahing. His resciraiony rate while sieeping is
around 36-40 brpm. His owners have transifioned him te FEOMIV Gold Adull szl brecd dog foud (contains grams). He has shown

moderate interest in this food, but remains picky, He recejves his medieations i1 zooked chidlowr which baluls readily,
Current medications. jnoluded> pe i
i Bo

------------------- 36 Eé_.-.-.------ il E‘G- E

PHYSICAL EXAM FINDINGS:
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B6

B6

2, CHEST RADIOGRAPHS - Hfinal report pending”

a. Similar marked lefi-sided cardiomegaly and left atrial enlargement with perihilar and right caudal lung lobe unstructured interstitial

pattern; consistent with dilated cardiomyopathy and recurrent left-sided congestive heart failure,

3. BRIEF ECHO - Progressive dilated cardiomyopathy with severe LV dilation and severely reduced systolic function. moderate to

severe mitral regurgitation, severe left atrial enlargement

ASSESSMEN

Thank you for bringing} B6 iback to NCSU, he is such a sweet boy

As you know,! B6 thas been previously diagnosed with diet induced dilated cardiomyopathy (DCM) and congestive heart failure.

Today we performed chest radiographs, a brief cardiac ultrasound, and kidney bloodwork to evaluate his heart disease and response
to treatment

As we discussed! B6 | echocardiogram (heart ultrasound) showed evidence of disease progression. His heart has continued to

enlarge over the past 5 months, and is more dilated today than it was in April. Additionally, his heart function rémains severely

decreased. These findings are not surprising, considering. Be lcontinued to eat a grain free diet over the past 4 months. and we

_____________________

suspect the diet is causing his heart disease. ..B6_ichest radiographs showed evidence of a small amount of fluid accumulation in his

lungs today - indicating recurrent congestive heart failure. Given this finding, we would like to increase his heart failure medications

further, in an attempt 1o clear the remaining fluid from his lungs. Please see below for the dosing instructions

We are hopeful the new dose of medications will be adequate fo resolve and control the fluid accumulation, As we have previoysly
discussed, cases of diet induced dilated cardiomyopathy will typically improve with a diet change. However, itis possiblei B6 'heart

could continue to worsen, or fail to show improvement. We strongly recommendi_B6_icontinue to eat a diet confaining grains. We are

hopeful his heart size and function will show improvement in the coming months after this diet change. We will evaluate his heart

structure and function in 3 months at his next recheck evaliation.

| Bé__iKidney values showed a slight increase over the past week. This is not surprising given the increased dose of medications. The

increase is mild, and overall not worrisome. However, we will continue to monitor these values going forward

Please continue to monitori B6 Hor signs of worsening of heart failure such as increased exercise intolerance, labored breathing,

increased coughing or faintifg. Call NCSU Cardiology or your referring veterinarian if any of these signs occur. Also, please continue

to take a respiratory (breathing) rate when he is resting. This can be done by counting the number of breaths he takes in 15 seconds

and multiplying by 4 (fo get the total breaths per minute). This number should remain less than 40 at rest

INSTRUCTIONS FOR CARE

ACTIVITY: Please avoid strenuous exercise or situations which place undue stress on: B6 ;In general, pets with congestive heart

failure will self-regulate their exercise. Please monitor for any change in exercise capability

DIET: Please continue ! 85 new diet (grain-based) and avold highly salty treats. Given! B6 ipicky appetite, you may need to offer

{ Y |

him multiple varieties of food (grain based diets) to see what he likes. We Can also discuss a personalized nutrition consult with our

Nutrition Service if you are interested in a home cooked diet. If vou weuld like to pursue this option, please let us know. A consultation

FDA-CViVI-FOIA-2019-1704-006189
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for homemade diets costs around BG

NEXT APPOINTMENT:

1. Ideally, we would likei B8 b have his kidn ey values.and chest radiographs rechecked in 1-2 weeks after increasing his heart. i
failure medications (approximate cost of Bé i : e .

B6

- We would otherwise like B6 #o have a recheck appointment in 3-4 months for a recheck exam. blood pressure, renal panel, chest

radiographs and echocardiggram, If you notice signs of worsening heart disease as described above, please contact us or have him

seen sooner.

COMMENTS:

If you have any concerns with how your pet is doing, or to schedule an appointment, please contact the NG State Veterinary Hospital

at 919-513-6694. There is a veterinarian on call 24 hours a day.

NOTE: If your pet is in need of emergency aid and you are not able to get to the NC State Veterinary Hospital quickly, please seek

care at the nearest veterinary emergency facility. Take these discharge instructions and current medications with you so that the

treating veterinarian will know as much as possible regarding your pets' medical condition.

._...B6 | . _..B6 Senior student
Clinicians: .Residents Clinical Technicians: Client Services:
B6 @ B6 B6 =
Research Technjcian
B6 :

In order to help expedite medication refills, please visit us online at www.nestatevets.org and select Pet Owners. Pharmacy Refills.
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NC State University
Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral Ra(eigh’ NC 27807 Large Animal  (919) 513-8630
Discharge Comments
Client Patient i Attending DVM
B6 | Case# _B6 ! St dnan:g B 6
B 6 YORKSHIRE TERRIER Discharging DVM
M 3.8kg : !
MIX Referring DVM
CANINE .

Admission Date/Time:DEC 18, 2018 10:31 AM Discharge Date/Time: DEC 18, 2018 12:34 PM Discharge Status:

CASE SUMMARY

DIAGNOSES:

1. Dilated cardiomyoﬂathy_;__s_gggeqt dietary induced - progressive

2. Congestive heart failurel B6 recurrent 9/8/18)

3. Chronic intermittent diarfiéa and va rying appetite - improved

HISTORY:

| B6 118 a 1.5 year vld male Yorkshire Terrier mix who was presented to the NCSU Cardiology Service on 12/18/18 for a recheck

evaluation of suspected diet-induced DCM and recurrent heart failure.

| B6 iwas first diagnosed with dilated cardiomyopathy and congestive heart failure in April 2018. Due to the severe degree of cardiac

dilation, poor systolic function, signaiment, and a history of a grain free diet - diet-induced cardiomyopathy was the primary
- differential.}_sé.resnanded.well.in medications in the hospital and was discharged onf B6

: B6 s B6 iHis owners were also instrucied 1o fransifion him to a balanced diet

- COMETING GRS, A Techack evaluation “Tweek lafer showed resolution of congestive heart failure. and | B6. was doing well at home.

A holter monitor showed no ventricular ectopy. His medications were continued at their prior doses, and the addition of] B6 :

was recommended. From April through September 20181 B¢ i overall did well at home, and had a great energy level. He was taking

his medications well (with the exception of; B6 iwhich was prescribed but not started)

: B6 ; was initially eating a Royal Canin diet, however due to lack of interest his owners transitioned him to a rawfgrain free diet called

Prmal (raw, freeze-dried, grain free), and continued to feed this diet from May-September 2018 On 9718 i B6! was noted to stop

[ Eevatbei)

intermittently while walking, and was breathing heavily. That night. | Bs iwas coughing, had increased respiratory effort. and had a few

(s e

episodes of standing, swaying, and closing eyes, but no true collapse.; Be_was presented to the NCSU SAES on the morning of

9/8/2018. He was diagnosed with progressive DCM, and recurrent congéstive heart failure. He was managed overnightand

-Tesponded well to treatment. He was discharged the following morning oni~~— 86 o B6

- onesn R CIRENANged Ine.tollowing morning onf T e
i B6 § B6 : B6 i

Since his last visit,” 8¢ ‘has been doing very well at home. He is noted to generally sleep while he is alone with his owner. but be very

playful when around other dogs. He has has no recent coughing, vomiting, or changes to urination, though he does occasionally have

loose stools. When counted, his respiratory rate while sleeping is around 25-35 brpm.

Since his episode of CHF in September 2018,{ B6 has been transitioned to a diet of Fromm Adult Gold Small Breed food (contains

grains), supplemented with boiled chicken and brown rice. The owner reports that since his last visit, his appetite has been Qreat, and

*he has not been concerned about bis.food infake. He ec?i’!ﬁﬁ.hi%.mﬁsi?.c_?_ti_qagjn._qqgted_s;.ni_qé.mmg%c:b_m_em.mmm -
B6 i B6 ! i

B6 i B6

PHYSICAL EXAM EINDINGS
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!.BE.S;J.LIS..DE.DJMM&IEC" (=

!"Z‘ELﬁﬂURRD]UGR’AM':'ﬁHEiEd cardiomyopathy with severe LV dilation and severely reduced systolic funiction, progressively

decreased contractility, mild mitral requreitation. severe laff atrial enlargement

! B6

ASSESSMENT;

Thank you for bringing! B6 iin to see us today! As always, he is completely adorable

Today we sawi 8s_ifor a recheck evaluation of previously diagnosed DCM with episodes of heart failure that were suspected to be

secondary to a grain-free diet. We performed an echocardiogram, to look inside his heart to evaluate its function. We saw today that

...Be__iheart has not further enlarged from the last time he was seen in September 2018, and his mitral valve regurgitation is also

relatively static to improved. Unfortunately, another measure of heart function, his contractility, is somewhat decreased from the last

time he was seen. Although we have not seen improvements to his cardiac structure or function yet, we are still hopeful, as 857 has

only been off of a grain free diet for 3 months, and he is doing very well clinically at home, with no episodes of labored breathing or

weakness. Some patients take longer to recover. There is also a very real possibility that his heart will be permanently damaged since
he was affected at such a young age while he was still growing. We elected to hold on chest x-rays today as they were unlikely to

change our plan and! e iis doing so well clinically. They should be performed immediately if; B |has signs such as decreased

activity, cough, or most importantly, increased resting respiratory rate

Today we also ran some bloodwork to evaluate his renal function, which can often be impacted by heart medications. Although one

value is slightly elevated (BUN), this has remained relatively unchanged since his last visit with us in September. Given the severity of

his heart disease, we will continue him on his current dose of all his heart medications, but continue to mionitor his renal function

through regular blood work.

Ideally we would like to eventually see improvements in | B6_'heart size and function. Since we did not see this today, we are

planning to start him on some supplements that all support cardiac function. These are listed below under "medications.” and can all

be purchased online or at most grocery stores and pharmacies. We hope that! Bg | continues to feel better, and that his heart may

starl 1o improve with more time on a grain diet,

INSTRUCTIONS FOR CARE

MEDICATIONS

ACTIVITY: B6 can continue to set his own activity fevel.

DIET: Please continue: B6 (on his current diet, Fromm Adult Gold Small Breed (with grains) with chicken and brown rice
supplemented

MONITORING: Please continue to monitor: B6 ! at home for signs related to heart failure, Including increased respiratory effort and

rate, increased coughing, weakness, collapse. lethargy, and decreased appetite.

RECOMMENDATIONS FOR FURTHER EVALUATION

We would like to see! Be i back for a recheck echocardiogram, chest radiographs, and renal panelin 3-6 months. If Bs I should

develop signs of congestive heart failure or progressive disease prior to his next appointment, including exercise intolerance.

weakness, lethargy, coughing, or increased respiratory rate or effort, please have him seen by a veterinarian immediately

COMMENTS:

If you have any concerns with how your pet is doing, or to schedule an appointment, please contact the NC State Veterinary Hospital

at 919-513-6694. There is a veterinarian on call 24 hours a day

NOTE: If your pet is in need of emergency aid and you are not able to get to the NC State Veterinary Hospital quickly, please seek

FDA-CViVI-FOIA-2019-1704-0G06192
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care at the nearest veterinary emergency facility. Take these discharge instructions and

current medications with you so that the

{reating veterinarian will know as much as possible regarding your pets’ medical conditio

.

i B6 {Owner i B6 iDVM i B6 iSenior Student

Clinicians Residents: Clinical Technicians:

Client Services:

i B8

B6  BS B6

Research Technjcian
i B6 i

In order to help expedite medication refilis, please visit 1's orline at wany nostatsvets

i.0rg and select Fet Owriers, Phanviacy Retills.
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NC State University

Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral Ra[eigh’ NC 27607 Large Animal (919} 513-6630
Discharge Comments
Client Patien
R T
B 6 YORKSHIRE TERRIER i
Discharging DVM
M 28k Refarring DVM
MIX bl
CANINE

Admission Date/Timei B6 105:37 AM Discharge Date/Time! B 07:15AM Discharge Status: EUTHANIZE

{9}

*NOTICE OF EUTHANASIA=<*+*

CASE SUMMARY

Diagnoses/Problems

1. Presumed dietary induced dilated cardiomyopathy

2. duspected congestive hearf failure

3. Cardiogenic shock

History:

{_Be_ial1.5-year-old male Yorkie who presented to the NCSU Small Animal Emergency Service in respiratory distress.| Bs iwas

A

previously diagnosed with dilated cardiomyopathy and congestive hear fallure in April 2018. Due to the severe degree of cardiac

dilation, poor systolic function, signalment, and history of a grain-free diet, distary induced DCM was suspecied.: B6 jwas started on a

Pl

Royal Canin diet after transition to a balanced diet containing grains was recommended: however, due to lack of interest he was

switched 1o & raw/grain free diet called Primal. which he received from May-September 2018.7 Bs | re-presented to NCSU on 9/7/18

for his second episode of congestive heart failure. He was treated and discharged.

About a week ago! B6 | beaan having an increased respiratory rate.l " "Bs " iwas instructed to give him an exira dose of his
P E _ iand! Bs iimproved. Last night! 88 :began breathing a little heavier again. Around 2 am this morning his
‘fegpiratory rate worsened, so he was given: B iAatBam!  BS awoke to commotion under her bed

.................... e iflalling and rolling. His respiratory rafe ahd slord wers significantly increased. She gave him an additional tab! B6 |

i B6 iand subsequently brought him to NCSU for further evaluation.

| B6 ihas been eating a FROMM dry dog food that contains grains. He has not had any vomiting recently. but last week he

experienced a couple of non-productive episodes where he looked like he wanted to cough something up.

-Physical Exam Findinas:

B6

("85 was laterally recumbent and dyspneic on initial presentation. His pulse quality was fair. Right-sided crackles were appreciated on

pulmonary auscultation.
Assessment

LBG sresented to the NCSU Small Animal Emergency Service in severe respiratory distress and cardiogenic shock. Hospitalization

With mechanical ventilation was discussed; however. due.to.nonr nmanogis and quality of life cansidaratipns, humane suthanasia was

_________ > -

elected.! B6 ireceivad! B6 inlloreed b

f
--------------- G20 peewliebl DY
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i B6 i VM
B6
Faculty
B6
Residents/Fellows:
B6
Interns
B6
Technicians 6
Client Services:

B6

Referring Veterinarians - please visit us anline at waew nestatevels oraheterinarians and fill sut our ROVM Feedback Survey!
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; B6 i 40/1212018 i E6

Aortie Viailve: AoV

Yhax

BleGrad BG

Mltral Valve

Mo Grad E Vmox

P12 sveex | BO
PO Area oA

Mitral Regurgitation:

BAR Vmay B 6

MR Pesk Grarliant

Est SEP by MR

Tricuspid valve:

TV E Max R Vs

TV Mn Grad TR Pk Grad B 6
pazT =8 Pressurs:

TV VSR

Bulmanic valva: =Y/

Vmayx

Pk Grad B 6

CLINICIAM INTERFPRETATION:

Left Ventricls: Ths left ventrcular cavity size Is saverely increased. LY sizction fraction ia moderately

decreasad, LV basal fractional shortening Is modersie to seversly decrsased. Spectral Duppier shows

normal patterm of LY diasialic filling,

Left Atrfum: The loft atrium is severely ditted. Tha lsft atdal AP dimension is 2.45 em

Right Atrium: Tha right atium is mildiv dilated.

Hight Ventriele: The dohtventriculzreiza is mildly enlaroed,

Mitral Valve: The E-point sental saparation is increassd. Mild mitel valve regurgiialion. The MR jetis

canfrally-dliractad,

Tricuspid Valve: Thars is mild fricuseid regurpitation, with & ot that is direcied centally

Pulmenie Valve: The pulmonic valva is normal,

Peoricardium/Eusions: No pericardial efflusion is ssen

Lertz: The aoric shuses, erch, ascending ard descanding &oita sppar all noomal

Pulmaonary Artere: Tlic pulmonary artery is of norme! size and erigln, The tlcuspid regurgitant velocily is

1.52 s, 2nd with an essumcd ght atrial pressure of 10 e, e estinaled righl venidouiar svsioiic

pressure is norma! e 2008 mmitn,

EGHO gLinmieey:

Maoderately decraasad LV elestion fraction

ine left ventricular cavity size is seversly incresssd

Severely dilatad oft 25l

Milolly diletad doht etefim

Mid mitra! valve reourgitation.

O B 10 By s

Mitd tricusoid regurgiation

O Examn:

Body condition was normal. Mormal respiraticns. The mudsus membianes appearad Libi, with a normai

capillary refill ime. Femcra! pulse quality wes noimnsi Fulmenary auscultation revealed increased lung

satnds.

Ega:

The esg was elther nct available at the time of fle report of was not doie.  The heart rate measured at 176

boate/minute. The ECS thethm is sinus techvieardia. Singls VEC and oceasional supraventricular

Page 2 0f 3
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B6

NC STAERE 11

052 ’Wl[ﬂ]“‘“’l Moora Drive
righ, NC 27897

CAKDIOLOGY

e 919.642.5594 [Fax: 810.515.5712

(

Patiant Neme: B 6
Medical Bac ¥
DOE 1 :
foe L BG ______ i
e Me o mn
Sonographer : B ; Faayvs;

2enoit Sislus: READ

ci‘ Cliniciary !

i

Sisgnosls; Clated cardiomyonathy < dist hduden

Study Detells:. 2D FehoDeppleriColor Doppler. The 'mages were of adennate disgnestic quality. The

p

3

patientwas eweke

B
o

o
v

%
{7

RlrTivs V-E
e B6

LY
wlho BG i L

-
<

LVPW

b TTwW i

ong Axs LAA Velocity

L
LG B6 PDA Diam
AOE PLA eroulig
2

A PV Ann
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RV ook ab s ar -
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i \f MRS
" 86 36 & B6
va %nua{izsc B 6 vl
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A WAL
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Normal Caning Meniode values (in om) for 3 kg dogs

LViDd LVPVd NSd LA AL BES

Pi BS ; RA Pressure: | B8

CLINICIAN INTERFIRETATION

Lett Venbilcle: The loft venlicular cavity size is savarsly cieasea. Venbricular wall thickiess is

vecreased. LV basal fractional I;:n’t.mrg i moderate o coversly aecreased

i

Left Abiluin, Tne lelt aliium s saveraly dilslen. The left aliflal AP dimenision is 2.81 om
&

kiilral Valve: Tre Epoint goctal sepzrafion is normal. Moderate to severe milral vaive regurgitation. The

MR et is centrally-direciea

-1704-006199
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A

3 5 31712048 B6

Baricardinm/Efusions: Mo parieardial s%usion i soen

ECMD SUMMARY:

. The left ventricular cavity size is seversly inoreased,

|

Vertriaular wall thickness Is doorsazsd

2. Seversly dilated left atium
A, Madsrate to severe mitral valve requrgitation,
B

necommendations: This is a briaf echocardiogram - znd is comparad o the nrior study daled! B6 155"

was diagnosed with diet Indirced COIM and CHF in April 2013, His dist wes initislly charged 1o 2 Boval
4 ¥

Canin formuilation, but was then transitiorad back to 5 grain-fres dist In May 2018, Ha doveloned an

additional episode of heart fallurs on 93/13. 48 was hospialized aind resporded wall. Today be is

presenting for a 1 waek rachack svem

This study shows svidence of progressive heart disaass, The LY has further increased in size, aid

continues to show poor sysiolic Amection. Thare Is modarats centrally directed mitral repurgitation

secondary fo anritler dilation. The left atium has incresced in gize and is seversly dilated.

Thees changes ars avidance of continued cardine deterioration sseondary to a grain-fres diek | B¢ 1hias bsen

transitionad to a diet containing grains, and his ownsrs plan to sontinue this dist. Recominend 3 recheck

achocardiogram in 2-4 months to svalunte for imoravamant,

BS |

3]

Fial
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NE SThais ' 1052 William Moora Briva

= - Raleigh, NC 27807
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MR Vmax
MR Penk Gradient B 6

Est SBP by MR

Tricuspid valve:
TV E Max TR Vmax

TV Mn Grad TR Pk Grod
BAaART RA Prasgyre;

™ VT RvE

Bulmanic valve: Py

Vma
?lt: :‘:ae BG

CLINICIAN INTERPRETATION

Left Vantricle: The left ventricular cavity size is seversly Incrzased. Venticular wall hickness is

decraased. LY basal fractional shortening is saverely Jagisased, Spectral Doppler shows lvpuired

relaxation pattem of LY diastolic filing.

Left Atrium: Tha left atrium Is moderately dilzted. The loft atrial AP diension is 1.72 cn

Right Afrivm: The right airfum is mildly dilated

Right Ventricls: Ths right ventricular siza is moderstaly anlargad.. RV wall ickness s normal. Sicbal

RV systolic functicn is maderately radusad

Aortle Valva: No dagree of sortic stonoais is prasent. Tihvial acitic valve regurgiiation

Mitral Valve: The E-point sental separation is increased. Moderste mitial vaive regurgitation. The MR jet

is centrally-directad,

Pulmanic Valva: Tha pulmonic valve is normal. Tracs sllmonary valve ragurgifation

&

f

Pericardium/Effusions: No perlcardial cffusion is seen,

Anrta: The aorlic sinuses, arch, ascending and descending aoita appear all normal,

Pulmonary Artery: Tha pulmonary artery is of nommal size and crigis. The ticuspid regurgiiant velocily is

2.79 r/e, and with an sesumad right atrial pressurs of 10 mmile, the estimaied rght veniricular systolic

pressure is mildly elavated ot 41.2 mmMg,

ECHO SUMIMARY:

1. Diiatad cardiomynnathy

2. Impaired relavation pathern of LV diastolic fitlingy.
3. The left ventricular cavity size is savataly increased,
4 Venfriculer well thickness is decieased
£ Moderstely enlarged right venticle
€. Modsrately reducsd RV systolie funclicn
7. Modarately diisted left atrium
€. Midly ditated right 2tium,
€. Maderato mitral velve requrgitation.
12, Maderats tricuspid requrgitation.
11 Miloly elevatad puimanary ertery gystolie pressure

OV Exam:

Baody conditon wies norma!. The enima! was tachypnsic. The mucous membisaines appeared pintk, with a

normal capillary refill time. Femora! pules quality was nevsl. Cavdiad auscuitation revealed a sysiolic

murmur of grade I intensity loudest at the loft enax. Fulrnonary ausculiation revealed normai ling

sounds.

-
sefyc

The heart rate messured at 148 beatsiminute. The ECG rhythm is regular sinus rhythim. Freguent

supraventricnlar premature comipleses wasiwers noted.

Recommeandations: 5 was prosented to the NOSU ER for svaiualion of respiraiory distress and

Page20f3
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BG 112/3048 . Bo
syspected CHE. Heo was giveni B35 iorally orior to refarral

omyopat thy. Trne LV is severely dilated with thin walls

This echocardinoram shows evidence of dilated cardio
i

nd severely rediuced svstolic finction: The mitral valva is structurally noomal « however thers s modeate

cantrally dirsclied mitral repurotiation, Ths left strium is mp r:! rataly i savarely dilatad, The sorta and aortis

cutllow prmfile ara normisl

ha right haart s moderately diated ga well with poor syslalis finctinn T

e tnch) |5p4f*

sreis modan
ragurpitation, and the right afriom s mildiv In mnderataly diteted,. Tha asvated &

'Z v If)fifv is mildly. o

2.8 - mdwaﬂng mild pulmenany hypertension, Tha caudal cava o

amnrassss normally with raspi rann."-

he pulmonic valve and pulmoenic cutllow profile ars

norme

Thera is no evidence of a patent duclus arleriosus o other conpenital defects

Tharacic radiographs show seyvars generalized rerdicrenaly, and a mild diffuse unstructured intarstitial
patiain - consisient with CHE. The undsrlying ECG shows a ¢inug n,r*brﬂ with frenuont atrizl ..,,mamre
boals

In summarv: 26 (has bean d

iagresed with dilated cardicmyannthy and congestive hoart fallure. Given the

i

yourg eag :.ni ahvoioal l:r::d DOM szcondary to dict or sseondary o prior mvocarditis ars tha top
differentials.! 78 icurrently cats o grain fres dist - and has sincs e was a puppy. Recommend obtaining a
whals blocd audnelevel supplam *.‘i ng fauring, and changing tha digl The prognosls is ulimately noar -
however, it o changss seeén tcﬂw 2 diefary nducad - a change in dist may result in 'mproved cardise
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Report Dats NGSU, COLLEGE OF VETERINARY MEDICINE Page 1 of 2
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JAN31-143 0823 £ ANATOMIC PATHOLCGY LABCRATORY

httn:ans.cymanesisedu/dphn/izbe/histologylab.htm

Room B1044 1089 Willlam Moars Drive

RALE!IGH, NC 275807

Phore #: 818-512.€350 Fax #:; 912-512.6703
Acsassion Number:! B6
vwner: B 6 Refarance Numbar:
Casa Coordinator: | 28
Recelvedd L& | Finalized: D1/23/2019

Samplaik

B6

Final Report

ANATONIS PATHOLOSY RESULTS

SMALLANILAL NECROPSY

ANIMAL ID B 6

REE CASE RO

SPECIES Caning

BREED Yerkahire Terrder
=Y M

AGE Z
SPECINENBEEC Eody
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Repart Dats

NCSU, COLLEGE

QF VETERINARY MEDICINE

Pags 2

JAN-31-13 08:23 AM

ANATOMIC PATHOLCGY LABORATIORY

httn: wweac cym.nesiteduldphpiiabsihistologylab.htm

Room B1o4dH 1080 William Moore Drive

RALEIGH, NG 27507

Phone #: 816-513.€350 Fax #: 818-512-67¢3

Accosston Numbar: |

Final Report

ANATOUIC PATHOLOEY RE

SULTS

=S
—

9

Heart: Modarats cardiomegaly with siventricutar dilation {sea comiant)

Lungs: Modarals, diffuse, nulmobary ccama (presumetive)

Liver: Mcdarate hepatomagaly with an enhanced raticular pattarn

{oonsistent with chiohic paesive congsstion)

Testicle: Unitateral inguinal cryptorchid

ST

REPUNHT STATUS

PRELIMINARY REPORTHISTOLOCGY PENBING

COMMENTS

Evaluation of the heart is somautuat limited Lacause post-morsm

0
3

SHE]
=mnlfing by Cardioloay has already bgen performed orior fo the Hime o
oty |

3

&

stisopsy, But heartinsasubinenis auoport 3 diagnasis of dilated
cardicmyapathy. Pulmorary edama i3 consstent wilh lef-sisad

cehgastive heart alure, and aviderice of chromic passive rongastinonin

the fiver is consisiant with richt-siced congestive heart failure. Unilatsral

cryptorchidism is coosideisd an ncidenial finding. Histopathology is

pending

PATH BESIDENT

SENIOR PATH
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=
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INON B1353 FAR

en0Lsond

GJ
o

Dear: Be

This letter is regarding | E3 irnale Yelde/ohin

abiza, cwnad by

exginingds  BE risshargeds

Dizgnosis: tachyonie with heart murmur and enlarged he

A imkaan

2

rt- suspent congestive heart failure

EX& §a:5 1 Pl

LUBS andDxaminalion

£ 5

breathingwitha gruntci e end o s resrs, U

usual buldid ol on the willi. O noted the breathing 1o Le ng same all day and nol worsaning rnusi with activity

snanied for Laborad brasthing singe thism

orning. PLhas ad D+ for a faw cavs. Todsy ha hias had faster

Gid renart Lnat he went on 2 long walk and wes not 35 oeppy as

oriime, i

BE

-~
¢

meds: nonag

prevantions: ves

vaoaines: UTE per G

Bhysfcal Exsin,

| B6 10921 B Adimilting Doctor: | =6 -

B6

L 903581 (OMT- 0is 00)
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_Bs {MON 8154 rax B6

Wieoz/004

B6

Diagnostic Imaging - Rediographs & Liirasounds:

i B6 W05 PM Radiology

 REIBRFAPRS, THItAL SView

Area Radiographed:Whole Body

Views Taken:Right/L eft lateral, /D

Interpretation: The sardiac silhoustte is severely enlargad with no laft alria’ erlargomant. The cranial ishar artery i iaigerin

diameter than the vein. There is maderate diffuse unstructired interstitial pattern ganhilor and indhie vaudodorsal ung

iobes,

Lab Work:

"

B6 mse

S1-05 (IOBAILY

iR ipdiy

| D

8076

IM'-;@E}:?

e

i

o, it ol

ST ()

fﬁ;mm’ﬁug&p@ﬁié.»

l‘a(_
WL DIFFERENTIAL {ranual

Tolal Leukacvtes: (from HMS) { Be

Nentrophils:! Ba | Aboaiuta:

Bends O % Absziule: BG

Lymphoovtes: PS | Abscbate:

Monaovtes: g’ Abusiile:

Eosinophils: Bs | Absolule: B6

Bo i 9:05AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-006207



25 MOM 2135 Fax! 85 5 @oe3nog
Resecement: B s fachynnic with a heart ~oomur and an snlargsd haart an ci audal dorsal gulvonaey sdarha on
rads (o LAEL Suspect h art falluea, Rasammanted thet P be saan by 3 cardinlopist ASAP and that ransfer to NG
Siate ’5 the T“‘»S rﬁj Nt 39

~ it
Plan:
Preseriptions i ES P2 P
Cllein’ Bischaigs Insbictione:

3

Normally blocd fiows in one direction. 1 the valves fail 1o close complalely when ine heart contracis, blood
meves forward Lul soime leaks backward. The clinieal signs vary depending on whether the right and/or left sia
Bo G:0300 (GMT-04:00)
FOA-CYM-FOIA-2015-1704-606208




RS MON 8:%8%  wax | 56 i dotuyssae

of the heart is affected and whether hear enlargement nresses on the windpine ftrachen). Fluid scoumulsiss
when the heart fails to nurnp enough hinod is tfransmitted baclwrard from the haart to the lung or Liptly,

Thank you for allowing us to particinste in the ocare of *his natient. fyou hove S auestions aoout Bis cese or we

can be of aesistance in the flture, risase do not hes ‘:c-':*e ntact us,
RLY : gealion, We ars serving you from cur naw facility, 56 |
8§ ! The facility is Incated 21 8%  niear (e
_ 2S5 | "We are hagny 1o hest your vatorinarians for a tour, of fiave Wie stalf
come for a lunch n leam ssssion - niesse amall g6
A~y
B5
] B6 | 9:03AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-006209



Report Details - EON-390201 =~ === o ‘
csp 2068094
Type 0f§bmission: Followup
Report Version: FPSR.FDA PETF.V.V1

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

Reporting Type: Voluntary
Report Submlssmn Date 2019-06-11 14:32:32 EDT
lnltlal Report Date 02/25/2019

Parent ICSR: 2083133

Follow-up Report to
FDA Request:

Reported Problem: escription: ‘ bs}d1/15/19 ‘ ‘ ‘bémgfedtms

»»»»»»»»»»»»»»»»»»»»»»»»»»»»»» i Owners elected humane euthanaSIa due to worsening heart failure,

; Samples of heart muscle were submitted to FDA from rDVM.
' Date Problem Started 01/15/2019

Concurrent Medical Yes
Problem
Pre Existing Conditions: | ' B6
Outcometo Date: D|ed Euthanized

Date of Death .

Product Information: _ Wellness Core gram—free ocean fish dry Wellness core grain freegkey, chicken

liver & turkey liver canned Wellness Hearty Cuts gram-free in gravy chicken and
_turkey recipe ,

Product Type: Pet Food
Lot Number:

Product Use Description: Please see diet history
Infcrmaﬂon : : _———— . : . L

Manufactu rer
/Distributor In

Purchase Locatlon
Infc@atlon.

Animal lh%rmation: Name: ) : ) : ! ! ) T ! ! ! ! ! ) T
Type OfSpemes Dog
Type Of Breed: Bulldog
Gender: Female
Reproductlve Status: Neutered
Welght 19.8 Kilogram
Age 8.5 Years

Assessment of Prior ‘Excellent
“““““““ Health:

Number of Animals 6
Gmen the Product:

Number of Animals' 4
Reacted;

Owner Information: Owner Yes

Information
provided:

Contact: B 6 :

FOUO- For Official Use Only 1

FEA-CVNI-FCIA-2C19-1704-006217



Address: : B 6

United States

Healthcare Professional Practice Name: Tuftszi
Information: Contack:

Email: lisa. freeman@tufts. edu

Address: 200 Westboro Rd
North Grafton
Massachusett

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

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

Permission To Contact Yes
Sender:

Preferred Method Of
Contact:

Additional Documents:

Attachment: Follow-up med recorgs p
Description: Med records

Type: Medical Records

Attachment: Eollow-Up med records p
Description: Med records
Type: Medical Records

FOUO- For Official Use Only 2
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UNIVERSITY OF CALIVORNIA, DAVLS

BERKELEY -# - DAVIS -+ IRVINE -« LGS ANGELES - - MERCED -+ RIVERSIDE -« S AN DIEGO - SAN-TRANCISE BARBARA - SANTACRUZ

STERN CARDIAC GENETICS TABORATORY

SHUA A ‘»”EP\N DVAL PLD, DACVINM (CARDIOLOGY)

sterpeencticsvedavis e Augnst @, 2018

FREQUENTLY REQUESTED INFORMATION REGARDING TAURINE & DILATED

CARDIOMYOPATHY IN GOLDEN RETRIEVEERS

Taurine reference rarges fer Gelden Retrievers: The Stern Lab suggests that the following

clncatiglierenice nees heused for Gelden Retrievers and be considersd {or ether kagwn taurine-
1i Iieference ra S ed for Gelden Retri dbe idered [or otherl

sensitive breeds such as Newtoundiands o American Cocker 8paniels. This is primarvily based on 3

oservations

(o)

1. Gulden Retrievers with margiral taurice levels (Jefired below) have been diagnosed with dilated

1

cardiomyopathy and have documented disease reversal after taurine :Ltpplemen‘ation and dict
1y S

CAANEL,

Z. Proviously published work documents taurine sensitivitv in Gelden Retvievers
3. Tl [Lostrecen ly pubhs,e. veference on normal blood urine values shows higherlevels than
previously reporied

5 .\‘orn‘al whole blosd taurine: >250nmol./imbL

>-sNermatpasma eavine: >70nmol fmb

o Marginal whele blood taarine: 2006-Z250rma! /il

» - Marvginal plasma tGuring: 50-70r nol/ml

o Lowwhnala Blood taurinar =260nniol /ml

Q

Low plasma faarineg: =<60nmol/ml

Refsrences

RramerGA Kitdeson VD Fox PR, Lewis ], Pion FD Plésma taurine concentrations with norical degs diid it dogs with ieart disease T Vet

Iintern Mad 1605:9:253.258

Relanger MC, Ouellet ||, Quaney ¢, Moreau M. Taurine-deficient dilated cardiomyonathy in a family of eolden ratrisvers ] Am Acim Hosp

Assoe2005,41:284-201.

Kittleson ME, X 8, Plon D, Lover CG, MUST Study Investigators, Results ol the multicenter spanielitrial (MUST )i taurine- and

carnitine-responsive dilated cardiomyopathy in American Coclier Spaniels with decreased plasma taurine concentration. ] Vet Intern 1ed

199711

SRR en P Goe rs QR Tascetti-AlL Taurine deficieney-in Newfouindiands fad commercially availabla complet

distsi] AmrVet M iA’LWL 102:223 1450~
':ccttl Al Recd IR, Rogers OR; Backus RC: Taurine deficiency in dogs with dilated cardiomyopathy: 12 cases (1397-200 1) VA Vet Med

.—\},S’JC Z002:223:0 1371041,

1 rown D, Kavlan 211, Staiioulis ME; Resenthal 5L,

Freeman: LM, Michel K, Kecre B, Rush 1B, Idiopathic dilated cardiomyonathy in
\1(4 As56¢1006:200:1592- 6

20

Dalinatians: ning cases{1990:1.595), }r 1 V:‘t
asmaand whole blood taurine innovmal degs ol varying size fed commercially prepared

Belanay SLKass PH; Ropgers OR; Fascetti-Al
focd. JAnim Physiol 2 Aclm Nutr 2005;87:256-244

Plasma vs, wholz blood taurine tosting:

If at all possible, we recommend that paired fplasma and whole blood) taurine samples be submitted

for 2vzlysis. Algw value on either or both testsis clinically velevant. If vour dogis diagnosed w

DCV, submitting peoired taurine semples (plasma and whole blsod) is imperative. We recommend

that the UC Davis Amino Acid Lzheratory be used {or taurine testing, as *mu [s\wnera U 2 1 erature

utilized for our reference ranges was generated, hitos fwrwyr retmed vodaviz edu /. femino-acid-

leboratorv, fasingle test is submitied the Stern Lab recoramends that whole bl od nesucmilied

fagr =1

vraferentislly. This is due to the [alse clevation of faurine levels thatis nossible inplasn

55

due to samyle handling issucs. Thisis an arca of sorne dobate between clinicians and ¢ onﬂicting

information on rreference {orplasma vs. whole blood exists. This underscores thevalue el »

sampling

FEA-CVNI-FCIA-2019-1704-0C6237



Clinical Recommzendaticns fer Gelden Retrievers based cn taurine level

w)

!

[f taurine levels test <200 ol /rnL in whole blood or <60nmol ‘inL in plesma

¢ Anechocar ”110'71"““”1 by a soard-certified veterinary cardiolegist is indicated
* Alter echncardiogram has been comypleted, a d.u C'fn'"m is recommend
o IfDCM is 2iagnosed, this patient may need a variety of cardiac me di tions that would
be prescribed by the attending cardiologist.
o IfDCM is diagnosed, prescribed supplementation with cral taurine and l-carnitine is
I’BCO[IlIIXEI.q:d

[

o Reevaluation of tauriie levels is warranted alter three months of diet change aad
supplementation.
o Cardiclogy reevaluation schedules will be recommended »v the attending clinician
pending echocardiegraphic findings
o Many Gelden Retrievers with ';m.mu-d fcient DCM in our study showed slow and
steady improvement cver a period of ¢-12 menths.
If taurine levels test 200 - 250nmol/mL in whole blood or 60-70amo!/ml. in ples
* An-echorardiogram by a board-certified cardiologist is recormmended.
* Alter echocardiogram has been comvpleted, a diet chan;& is recommended.
*  Werecognize that many dogs in this category may have normal echocardiograms and thus
the value of screening sheuld be carefully censider _red. If the dog is eating a diet th
within the FDA warning or shares features with the di vts identified in cur study (
concern section helow), we enconrage echocarciographic screening with grester enthusiasm.
¢ Ifan echocardiogram is not perf rrmec‘ 2 diet change is still recommended and a taurine level
ifter three caonths on the new diet shuuld ve considered.
izgnosed, this pati tI’“»VL eed a variety of cardiz icati

(\)

"
«

@

<
o
o
[
—
=
=
g\

c medicaticns that would be

o IfbCMis c’.iagnosed, orescrr._,ed supplementation with cral taurine and l-carnitine is
recomisended.

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

v Cardiclogy reevaluation schedules will be recommended bv the attending clinician
prending echocardiegraphic firdings

o Many Gelden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement cver a period of &-12 menths.

If taurine levels test >250n mol,’mL in whole blood or >70nmol /mL in plasma
¢ Dietchangeis reccimmended if vou are feeding a diet that falls within the FDA warning or
shares features wli;h the diets identified in ocur study {<ee diets of concern section helow)
. If\'f\u'* pet shows any signs of cardiac disease (trouble breathing, exercise intolerance,
fainting /collapse, covghing) we recommend yonur veterinarian evaluate vour pet.

[SS]
)
(€8]

FEA-C\VNI-FCIA-2C19-1704-0CC238



Dicts of Concern & Choosing a dict

T'he FUA alert calied atitention to several dietary ingredients that should be considered when

svaluating whether vour petisat risk {(for example teevmes like peas and leatils, white or swest

J
votatoes). These fAndings were largely re rﬂpltL.l:*cd ingurcurrent stndy of Gelden Retrievers with
low taurine levels and 2CM. Cur lab considers these ingredients to be of greatest concern when
nresent within the first 5 listed r.ngr-edi-ents ot the deg lood baz. Additionzlly, we noted a high
percent of dists in our study were nsing arotein sources ctherthan ciicken or Lecland E;. ::led as
grain-fice

o

Puints to cousider when making a diet chane
O |

e Chogse adiet that does not contain the ro mesrning componeits listed above

*  Clivose adistthat ieels the WSAVA Clobal Nutrition Assessment Guidelines published as

onssnsus by veterina aly nutritionists {romargund the world

o httssfwewwowsavasrs /WSAYA /media /Arpita-snd-Fmmez- editoriel /Selecting-the-

Best-Sood-for-your-Petndf

o FUA alert found here:

o R s e fdaoov AniviaVeterinary fNewsEvents /CYM B adates/acin£13305. htm

Choosing a taurine or i- carnitine supplament

LN

elacting svpplements shiould be performed Lased upon those that mateh their stated contents and

are readily available for absorption. Luckily g previous publication tested multiple taurine and |

arnitine SUDD: ements.: .JC,{SS(I vpon this subbication our 12koratsry recornmends the follow ing

supplements as those meeting surquality criteria. (Pregeetal. 2009 1 Ars Vel Med Assoc; 234121)

> heind 7

Tasted taurine syoplements that testwithiin E% of stated contents and if aoplicable disintegrated

within 39 wminuiss

. Mega taurine caps by Twiniab (10059 caosule)

e Taurine bv Swanson Health Produets (500m g capsule)

s Taurine bv NOW-loods [E00ma capsule)

)
e Taurine 500 by GXC (EN0mztas ]rt,

)

Tested Lcarniiine supplements that test within D8 ol stated contents und it applicable disintegrated

within 30 minutes

. scarnidne 500 bvilarrow Formuias (5000 g capsyle)

e Diearnitine vaps by Country Life (200mg capstle)

e Maxi L-carnitine by Solgzr Vitamin and Ferb (50003 £2hlet)

o ocarnitine by Puritan’s Fride (500113 2akhlet)
.=h S. rnlab doss not recommend the empirical supplementation of taurine or l-carnliize to dogs
without evidence of DCM 3nd/or significant Ceficiency. If DCM is diagnosed we tvpically recommend

degs over 5301bs receive 1000ma of taurine every 125L1s and dogs uader 501bs receive 500mg of

tauring every LZhours. We recommend L-carnltineg at a dose of =50 myg/kz orallv with {ood every

Ehrs. Your veterinary cardiolegist or family veterinarian should be consulted for preseribing the best

dose for veur do_a;

ucrcrm g to the EDA

Understanding the basis of this coadition recuires g ereat deal

of re &
with affected dogs can contribute their data fo help propel this rescarch forwald. You can report
rdia

cases ol taurine deficiency, dilated ¢ -.arﬂiom"ﬂmtby, sudden cardiac death, or 2nv combination of

these ovents to the FDA by following the information found Lere:

bttos/ fvnvw fdacsov /animalveterinacy/zafetvhesith freportasrobleir /ucm 192403 hitm

Additional cuestions orcomrments:

sterngenstics®ucdavizsedu

This decurnent last nndated: Aug. 20, 2013

PogeZof 3

FEA-CYNI-FCIA-2C019-17



Report Details - EON-380742
ICSR: 2063133 - -
Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-25 07:43:42 EST

Reported Problem: Problem Descnptlon

of dry and canned foo

ancurrent Medical
Problem.

Pre xlstlng Condltlons i
Outcome to Date Stable

Product Information: Product Name:  Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and
............. turkey recipe

Prodqé Type: Pet Food

Lot !\Iimber:

Product Use Dpescription: Please see diet history
Information: IR R

Man:lgtu rer
[Distributor Information:

Purchase Location
Information:

Animal Information: e~ e

Type OfSpecles Dog
Type Of Breed: Bulldog
_ Gender: Female

Reproductive Status: Neutered
Welght 19.8 Kilogram
Age: 8.5 Years

Number of Ammals 6
Given the Pjoduct.

Number of Animals 3
Reacted

Owner Informatlon : ‘ ownef
Information

Healthcare Proi: al  Practice Name: | Tufts Cummings School of Veterinary Modicine
lniom : e

Contach ilabace 0 Hiaiaananln
l'—‘hcne' (508) 887-4523
Em iI: lisa. freeman@tuftz edu

FOUO- For Official Use Onlv 1

FEA-CVNI-FCIA-2C19-1704-0C6252



Address: 200 Westboro Rd
North Grafton
Massachusett
01536

United States

Sender Information: Lisa Freeman

200 Westboro Rd
North:Grafton
Massachusetts
01536

United States

2d Meithod CF
Cpn’f:act:

Additional Recumesnis;

stomedios recond cro

: Med récoids

: Medical Records

FOLO-For Officizal Use Only 2
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Report Details - EON-380743
ICSR: 2063134

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

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

Reported Problem: Problem Descnptlon _ chsemate (half suster 56 '_(ICSR) of 20631 33) d;agnosed W|th ;
DCM and HF s0 screened by RDVM for B \P Whlc was elevated Evaluated at

Date Pr’oblem Started : 02/01/2019

Ccncurrent Medical Yes
Problem

Pre EX|st|ng Condltlons i

Outcome to Date Stable

Product Information: Product Name:  Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey,
. chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts grain-
free in gravy chicken and turkey recipe

 Product Type: Pet Food

Lot !\limber.

Product Use pescription:
Information. ... iet history for more complete mfe_aﬂdogs eat ~

M;anufactu}er
/Distributor Information:

Purchase Location
Information:

Animal Information: Name:

Type Of Specles
Type OfBreed Bulldog
Gender: Male
Reproductive Status: Neutered
Weight: 22.1 Kilogram
- Age: 8 Years

Assessment c;f Prior Good
Health:

Number of Animals
Giyen the Product;

Nuniber of Animals

Information
prcwded -

Contact: N ame

P“ B6

Uniteg Eates

Healthcare Professional Ppractice Name:  Tufts Cummings School of Veterinary Medicine

FOUO- For Official Use Only 1

FLA-CVNI-FGLA-2C19-1704-006254



Information: : L isa Freeman

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender lz?ormation: . Lisa Freeman

Address: 500 Westhoro Rd
North Grafton
| Massachusetts
1 01536
- United States

Contact

1ail: lisa.freeman@tufts.edu

Permission To Contact
Sender;

Preferred Method Of
Contact;

Lal Cocumants:

Alteebiment: ot medics] record ey

: Medical record

o1 Medical Record

FOLO-For Officizal Use Only 2
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Report Details - EON-380745
ICSR: 2063135

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-25 08:12:41 EST

Reported Problem: Problem Description: rEatmg BEG diet- 2 other dogs in household dlagnosed with DCM ]

Cbnéurrént Medicalv Yes
Probtem

Pre E)ustlng Condltlons

Outcome ti} Date: “Stable

Product Information: Product Name: Weliness CORE Grain-Free Ocean Whitefish dry Wellness Core g;ain free turkey,
o _ chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts grain-
. freeingravy chicken and m;ueclpe L

Product " ct Type: Pet Food

Lot Number

Product Use pescription: _Please sei
Information: i B6___diethistory for exactdiets)

Manufacturer
IDistributor Information:

Purchase Location
Information;

Animal Information: Name:

Type Ofgﬁcies: .Dog

Type Of Breed: Bulldog

Gender: Female

Reproductivégtatus Neutered

Wevght 24.2 Kilogram

Age BG-Years

Assessment of Prlor Good
Health

Number of Animals 6
leen the Product

Number of Ammals 3
“““ Reacted

Owner Information: Owner Yes

Information
provided:

Contact: Ngmé; : ;
Phone:f B6

Address B 6

Unlted States

FOUO- For Official Use Only 1
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Healthcare Professional Practice Name: Tuft mings School of Veterinary Me
Information:

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information:

Address:

.~ North Grafton
- Massachusetts
01536
| United States

5086874523

Permission To Contact Yes
”Sernder:

Preferred Method Of Emalil
Contact:

Additional Documents:

Attachment: ot medical record previe
Description: Med records

Type: Medical Record

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

To: Cleary, Michael *; HQ Pet Food Report Notification; usha.gulati@doveltech.com
Sent: 5/20/2019 4:09:00 PM
Subject: Health Extension Grain Free Chicken and Turkey Dry Dog Food BG
- EON-388261
Attachments: 2067185-report.pdf; 2067185-attachments.zip

A PFR Report has been received and PFR Event [EON-388261] has been created in the EON System.

A "PDF" report by name "2067185-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 "2067185-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-388261
ICSR #: 2067185
EON Title: PFR Event created for Health Extension Grain Free Chicken and Turkey Dry Dog Food; 2067185

AE Date [:36 Number Fed/ Expesed | 1

Best By Date Number Reacted 1

Aunimal Species Dog Outconze to Date Died Euthanize:
Breed Boxer {{zerman Boxer)

R Y ASHYAN
_\gg |-39 Jears

District Involved | PFR-New England DO

P

Product information

Individual Case Safety Report Number: 2067185
Product Group: Pet Focd

Product Name: Health Extension Grain Free Chicken and Turkey Dry Deg Food

Deseription: Pall 911t was switched to a boutique grain-free diet in Janvary 2017 EE presented to

ccal ER ¢ ethargy, wheezing, coughing, polydipsia, and a distended abdomen. Arn ccho was e

local ER facility for lethargy, whe 1gf‘o ghing, polydipsiza, and a distended abd 1. Ar ccho was performad
and patient was r‘ cwnosed Vlm CM, VD, 3-- TR, 2+ VIR, ventricular arrhythmias (1solated VPCs, ventiicular

Sigeminy) , R-CHF (mild ascites: &/ He'ﬂ?"c vein distenston). Patient was referred to Tufts for further evaluation.
Cardiac examination at Tufts revealed similar findings - during echo and ECG natient was having isolated VPCs

FEA-C\VNI-FCIA-2C19-1704-C26301



and one 8 beat run of ventricular tachycardia. A supraventricular arrhythmia was also observed which was
believed to be atrial fibrillation d/t no clear P waves with some irregularity. Patient did very well during exam
and owners were brought into treatment area to review findings with the cardiologist. Upon owners entering the

arrested. Suspected to have either sustained ventricular tachycardia or ventricular fibrillation but it was clear
patient had resp arrested d/t pale white mucous membranes w/ no pulses. Patient was rushed to ER where CPR
w/ chest compressions were started, ECG was attached to patient and IVC was placed. ROSC was achieved
within minutes and patient was noted to be back in a normal sinus rhythm. Upon resuscitation patient was aware
of surroundings. | B6 iwas started as well as multiple B8 i Owners elected
humane euthanasia due to very poor prognosis. Owner's gave permission to obtain cardiac organs/tissues for
research purposes.

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: Died Euthanized

Number of Animals Treated With Product: |

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Health Extension Grain Free Chicken and Turkey Dry Dog Food

Sender information

B6

USA

Owner information

B6 .

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-388261

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=405438

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.

FEA-C\VNI-FCIA-2C19-1704-CC8302



This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that 1s protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

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

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

FEA-C\VNI-FCIA-2C19-1704-CCE303



Report Details - EON-388261
er 2067185
Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1

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

Reporting Type: Voluntary
Report Submission Date: 2019-05-20 11:59:16 EDT
Reported Problem: Problem Description:  Patient was switched to a boutique grain-free diet in January : 2017.5.

vheezing, coughing, polydlpsm
d and patient was dlagnosegj

R-CHF (mi
r further eva

"""""" arrhythmia was also
no clear P waves with |

»»»»»»»»»»»»»»»»»»»»»»»»»»»»»»»»»»»» rea to review findings with the cardlolnglst Upon owners entering the
] became very excited and about 2 minutes later he collapsed, paddhng
s and respiratory arrested. Suspected to have either sustained
ventricular tachycardia or ventricular fibrillation but it was clear patient had resp
arrested d/t pale white mucous membranes w/ no pulses. Patient was rushed to
 ER where CPR w/ chest compressions were started, ECG was attached to patient
and IVC was plaged. RQS{: was achieved within minutes and patient was noted

i,
_prognosis.
purposes

Concurrent Medlcal Yes
Problem:

Pre Existing Conditions: Feb 2017 - Patient was diagnosed with dietary hypersensitivity and mild-moderate
IBD characterized by frequent regurgitation, low B12 and consistent w/ findings on
surgical biopsies of the stomach and duodenum. Patient's diet was switched to a
grain-free boutique diet, Health Extension turkey and chicken in January 2017.
Patient has been otherwise very healthy with no other health issues or concemns.

OutcomeiEDate: Died Euthanized
Date of Death-i '

Product Information: Product Name: _ _Health Extension Grain Fre‘“Chlcken and Turkey Dry Dog Food
Product Type: Pet Food

Lot Number.
Package Type' BAG
~ Package Size: 23.5 Pound

Possess Unopened No
Product:

Possess Opened Yes
Productv

ProductUse First Exposure 01/01/2017
Information: Date:

Time Interval 29 Months
between Product
Use and Adverse
Event:

Product Use

Stopped After the
Onset of the
Adverse Event:

Other Foods or

FOUO- For Official Use Only 1
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Products Given
to the Animal
During This Time
Period:

Manufacturer

[Distributor Infonllation:

Purchase Loéation
Inforj@ation:

Animal Information: -

Type Of Species: Dog
Type Of Breed: Boxer (German Boxer)
Gender: Male

Weight: 32 Kilogram

““““ v Age:i B6 fears
Assessment of Prior Excellent
Health:

Nuniberv of Animals' 1
Given the Product:

Number of Animals 1
Rgacted:

Owner Information: Owner

Information
provided:

Contact: m B6 .

Address: |

United States

Healthcare Professional practice Name:
Information:

Contact: Name: |

“Phone;

~ Emaily

Address: 200 Westboro Road
North Grafton
Massachusetts
01536

United States

Practice Name:
Contact:

~ Phone: 508 887 4523

eferred veterinarian

Yes

Release Records
to FDA:

i

United States

Sender lnforknaﬁon:

Contact: phone:

FOUO- For Official Use Only 2
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EmaiI:EL

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other

Additional Documents:

Attachment: med rec 1 pdf
Description: medical record pt 1
Medical Records

Description: lab result
__ Type: Laboratory Report

Attachment: med rec 2 pdf

Description: medical record pt 2

Type: Medical Records

Attachment: Diet Hxt
Description: diet history

Type: Medical Records

FOUO- For Official Use Only 3
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IREXX: Reference Laboratories

IDEXX ValCongect - 1-888-4£33.-9587
Clients YA Date?! 3% TURES UNIVERSLLY
i - e 4 i
Patient D v

Epecias: CAININE

200 WESTRORORD

NORTH CRATTON Massachu

Breed:BOXER

506

i

339-5395

Gendels MALE NEUTERED

Age:4Y Account i B6 |
CARDLOPEL proBiP - CANIY

CARDICPET (roBNP

i

= CANINE i

G909 pimel/IL

HIoHa

B

o

9 i

Connvents:

Sompleta

P peiig vl

CpomiE

FDA-C\ V-FOIA-20

1

]

=
=14



Client: B 6

........ Patient.

BG ref center records

B Patient Chart

Primet; B6 atsap
DRMATION

CLIENT

Name
Address B 6

PATEMNTINFORMATION

Name Species Canine
Sex B 6 Breed Boxer
Bithday Age 4y

1D Rabies
Lolor Fawn Weight 7250 bs
Reminded  (none LCodes

MEDICAL HISTORY

Date By Cade Diescription Oty Variance)

'B6 |

Brug Name

Thisntity
Instruction!
Pharmacy |
PrannLod
#Rells

i

g iy Weicht: 72 .50

>
1]

Histony

Precanting complaint: ethargiz, drinkdngwatar and vosiing it up

Sigraficant madica condiians: Sanaitre stomach tromting]

HOE SN coughs, wheezing last nolidinsic

i

Aopetitsgoad

Currant Cizt Heakhy sodension dritfocd farain fragl

Current Madicgtions no

Cumrant supniamants: arobintic

Heaitworn praventative ves

Unitodateon vacdnations? vas

Cardisc Exam

EAR/amaous B3 419, annarantly ndenuste hudration

Sty

FEA-CVNI-FCIA-2019-1704-C0C314



Client:
Paltfi?:rtlt: B 6

B 6 if center records

Patient Chactfo. B6 Clignt B6

{ S—

Dai  B6  ime Hddp

&
lve)
*
P

Date By  Code Description Qty {Variance}

- Maode

Xray Findings

Single lateral reveals mild to moderate cardiomeqgaly withaut any evidence of pulmanary

edama

ECG Findings

Rhwthm sirip reveals ventrcular bigeminy [VPCs conducted with left bundle brought

branch block morphology: consistent with right-sided focus).

Final Diagnosis

1 Tricuspid valve dysplasia: Moderate TR, marked RAE. moderate to severe RVE

2 Aptic stenosis: Mild LVOT obstruction without ainy visible obstructive lesion (likely

noncontabutony)

3. Dilated cardiomyopathy: Rule gut nutritional cardiomyopathy versus AVRC related

'11309 21 i S

FEA-CVNI-FCIA-2019-1704-C08315



Client: B 6

Patient

Bé6 iref center records

B6

Patient Chart 186 Client_....B6 1
Date B6 iTime 5.44p Page. 3
Date By  Code Description Qty {Variance]

4 Ventricular bigeminy (nght-sided ventricular focus): Rule out arrhythmogenic nght

entricular cardiomyopathy.

5. Right-sided congestive hear failure

Siaupostic Plap.

B6

~Submit whole blood taurine level [UC Davish iF patientis not admitted for the nutritienal

cardiormyopathy study.

Prognosis

Fhe prognosis is farly guarded given the combination of problems facing this patient but

ifthe cardionyopathyis nutntional and g diet change free resulis in significant

irprov ement the prognosis may be more favorable than it currently seens

~The significance of the ventricular arrhythmias s currenthyunknonn but on 2 separate

oecasions patient had venricular bigeminy which appears to be & relativaly stable rhythm

Followup
5T days {renal panel flud check EKLG)
Performed by: B6
| B6 | ; B6 | CHECKIN Patiert checkin
Agerdy

SURJECTIVE SECTICN

chnsultErchin

e

=

g bk
o

o

© B6
ed

GOTES

18!

-

FEA-CVNI-FCIA-2019-1704-C0C316



Client:

B6

Patient:

Research CBC/Cheni B6

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road

North Grafton: MA 01538

NameDOB: B6 i Provider. Tt Johin Rush
Patient 101 358540 Sew ©M Order Location: VA20559: Investization into
Phone nusmber g4 Sample T 10051 70000
Collecrion Date: B 6 51 PM Species: Canine
Approval date; 43 PM Breed: Boxer

CBC, Comprehensive, Sm Animal (Research)

ABLASOTTO Ref RangeMale:
WBC (ADVIAY 440-1310 Kul
RBC {Advia) S80-850 Nl
Hemoglobin (ADVIAS 133-2035 gdL
Hemarocrit (Adva) 1935 %
MCVADVIAY 3-7I 1L
MCH{ADVIA 21325 0p0
CHCM
MCHCADVIA 310343 gdl
ROW (ADVIAY 116152
Platstet Count {Advia) 173486 Kol
i B& : Zo43- PN
Miean Platelet Volume 82013208
{Advia
i B6 [Eein Bl
?fat@gt Cat 1290403 %
b o e 13 M
PDW
Reticulooyte Count (Advia) 0.20-1.60%
Absolute Beticulomte 147-113.7 Kl
ount (Advia)
HBr
MCEVT

_ Microscopic Exam of Blood Smear {Advia)

ABLASOTTO

Seg Neuts (26)

Ref. RanasNMales

"3.;;[1 o

Lymphocyies (Pe) 47 %%
Monocwes (%a) pipse;
Eosnophils (%) Yol6eg
Nucleate dRBL ‘ 0:1 (100 WEC
i B6 Pigian o

Seg Neutrophils (Abs)

Adwvia

Lymphs (Abs) Advia 100 ARD AT
Mono (Abs} Adwva (DR e
Eosinophils (Abs) Advia S 001 40T
WEBC Morphology

Bample [D: 1303170000

Foaeoniiby

This report pontirmies . (Fuoal)

FEA-CVNI-FCIA-2019-1704-C06317



Client: B 6

Patient:

Research CBC/Chem B6

Tufts Cummings School Of Veterinary Medicine

m 200 Westboro Road
: North Grafton: MA 01538

NameDOB: | B6 i Provider. Dir. Johin Rush
Patient ID: "S5433Y Sex: CM Order Location: V320359 Investigation into
Phone nuiniber: ge 4 Sample T 1905170080
Caotle ction Date: b 1:51 PM Species: Catting
Approval dars: B 6 243 PM Bresd: Boxer

Microscopic E: of Blood Smear (Advia)
ABLASOTTO Ref: RangeMales
Poikilocviosis B 6
all Animal [Cobas) e
Fef RangeMale:
67-133 medL
830 mzdL
Creatinine .62 0mg/dl
Phosphonus 672 mgdl
Calcium G411 Imedl
Magnesium 2+ 18-30nmEqL
Totat Proted 5578 zdl
Albonun 2840gdL
Globulins -4 72 oidl
A B 07148
Sodinm 140-150 mEgL
Chioride 106116 mEg L
Potassium Fa4mbgl
tCO2(Bicath) 1428 mE g
AGAPR o0
NAK 2040
Total Bilirabin 010030 mgidl
Alkaline Phosphatase 12-127. 0L
GGT 10 UL
ALT 86 UL
AST 934 UL
Crmanne Kitgs 2ATL
Cholesterol 82-355megidl
Trigveerides (338 meid!
Amniase 400-1250 UL
Osmolality (calculated) 201-315 mmold
Sample I 10031 000! Ravimomdby
ENDOFREPOR T Fivalt Tezel

FLA-CVN-FFGIA-2C19-1704-C06318



Report Details - EON-386301

ICSR: 2066404

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

Reporting Type: Voluntary

Report Submission Date: 2019-04-29 16:02:28 EDT
Reported Problem: Problem Description: Patlent presented to rDVM in March of 2019 for acute onset of a non—productlve

cough xemlse intolerance and decreased appetite. Patient was diagn in
to DCM - suspect diet-re| was placed on’ Be
. aurine. Taurine levels entation was WL
Date Prgblem Started: 03/01/2019
oncurrent Medical No
Problem.
v Outcome to Date:_ Stable
Product Information: Product Name ....... ' NutnSource Adult Chlcken and RIGE formula

ProductTypeﬁ Pet Food

Lot Number:

UPC; 9B15P 18581
Packag;Type: BAG

Package Size: 30 Pound

Possess Opened Yes
Product:

Product Use
Information:
Manufacturer
/Distributor Information:

Purchase Location
Information:

Product Name Purevita Veniscn & RedLentﬂsGrain_Free Dry Dog Food ..........................................

Product Type: Pet Food

Lot Number:

Package Type; BAG

Product Use
Information:

Manugetu rer
IDlstnbutor Informatlon

Purchase Lccatlon
lnformation;

Animal Information:

Wenght 32 Kilogram
Age B6 ¥ears

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the !’roduct:

Number of Animals 1
Rgcted:

Owner Information: Owner Yes

FOUO- For Official Use Only 1
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Information
provided:

Contact:

Address: |

althcare Professional ‘ i ! inary Medicine
Information: :

North Grafton
Massachusett

Practice Name:
Contact: . Lisa Freeman
Phone: (508)887-4523
?ail: lisa.freeman@tufts.edu

Type of Referred veterinarian
Veterinarian;

Permission to Yes
Release Records

Sender Information:

Address: 500 \Westboro Road
North:-Grafton
Massachusetts
01536
United States

Contact: Phone:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact;

Reported to Other None
Parties:

Description: Medical Records
Type: Medical Records

Attachment: Med records pt 1 4.29-2019.pdf

Description: Medical Records

FOUO- For Official Use Only
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Report Details - EON-390034
ICSR: 2067994

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 11:03:47 EDT

Initial Report Date: ~ 11/09/2018

Parent ICSR: 058683

Follow-up Report to
FDA Request:

Reported Problem:

Date Problem Started

ner has changed diet a
started taurine supplementatlon ﬁ

11/07/2018

Concurrent Medical

No

Outcome tg Date:

Better/Improved/Recovering

Product Information: Product Name:

Product ° Type

_ Zignature trout & salmon d{g
Pet Food

Lot Number.

Packaé?l’ype‘

BAG

Product Use
Information:

Mam;gcturer
[Distributor Information:

Descrlptlon ] He ate Zignature
_ trout & salmon from 09/30/15-10/01/18. 1.25 cups twice
daily of Zighature. The primary cookies he ate was
Earthborn Holistic Grain-Free, all varieties, and he might
__have had 3-4 cookies per day. The only other cookies he
would have eaten were misc. varielies braught by misc.
ever had tc’x glve medlcatlon We always used the Greemes
_ Pill Pockets o e

Purchase Location
Inforg‘naﬁon:

Animal In?ormation: Name:

Type Of Sbecies:

Type Of Breed:

Retriever - Labrador

: Male

Neutered

: 25.9 Kilogram

:333 Years

Assessment of Prior
Health:

Excellent

Nun"vlberv of Animals'
Given the Product:

3

Number of Animals
Reacted:

2

Owner Information:

FOUOQ- For Official Use Only

Owner Yes
Information
provided:

Contast: \a i B6 i

FEA-C\VNI-FCIA-2C19-1704-C06371



United States

Healthcare Professional Practice Name:

Tufts mings School of Veterinary Medi
Information:

Contact: Name:

Lisa Freeman

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

00 Westboro Rd

United States

Sender Information:

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: phone: 5088874523

Email: lisa freeman@tufts.edu

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other
Parties:

Additional Documents:

Attachment: Med Records ot 2 pof
Description: Medical:-Record

Medical Records

Attachment: Med Records pt 1. pdf
Description: Medical Records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Dewails - EON-3829%14 . ...
ICSR: 2064360

Type Of Sjbmission: 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: 2019-03-21 11:55:12 EDT

Initial Report Date:  12/03/2018

Parent ICSR: 059540

Follow-up Report to
FDA Request:

Reported Problem:

p
| A&M Wlll recheck in 3-4 months Follow-up -
Date Problem Started 11/08/2018

i B6 (i
T meNP tropomn echo and ECG

Concurrent Medical Yes

Pre Existing Conditions: ! B6

Outcome to Date: Stable

Product Information: Product Name: Acana Lamb and Apple smgles
Product 1 Type Pet Food

Lot Number

Package Type: BAG

Product Use pescription:  Fed since 2016
Information: B

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal i;;g‘mation: Name:

Type Of Species:

Type éffreed: Irish Wolfhound

Gender: Male

Reprodudivegtatus: Intact

Weight: 82.7 Kilogram

Age: 3 Years

Assessment of Prior Good
Health;

Numlﬁ;er of Animals
Reacted:

Owner Information:

Information
provided'

Contact: N ame:

Address:!

FOUO- For Official Use Only 1

FEA-C\VNI-FCIA



Healthcare Frofessional Practice Name:
taformation:

Contact:

Addless: 200 We
Nerth

Jnited States

act

s edu

n@tu

Pelmiission To Contact
Nder

Preferrad Metied OF =
Centact:

wrnal Documeants:

Madical Rocord 2 aof
: Follow-up medical records

: Medical Recorg

Madical Hacord 1 odf

: Followsup medical records

: Medical Recorg

J

FOLO-For Officizal Use Only
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Client:

Patient:

IDEXX BNP - 3/5/20%9

imd BB pied B |

XY S Uannect - LERES32. 98

TUETEUNIVELMTLY

JUWESTEORD R

MORTHORAFRIN Masarhusers (1005

,‘ ;V NS - L)
il ered by Bb

B

Mooy B 6

S et G B" i ©

9 i

Conznenz
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Client:
Palt?frz‘:zt B 6

Texas A and M Troponin

i .
[=@ELTOITIED

Dr.JdoYl Steinar

arenentoef Smsll Animal Clinlcal Scimncss

Texas AdliUniversity

Crllegs Stalion, TX 778452474

Weabssite Usor ID: clinpathdtufts sdu

Gl LlabAsswned Clinic [D: 71405

a0 Frecman

503857 4563

Tufts Hnversiv-Clinical Dathcingy Lab

005823 78

Al B6

.................. i

K0 Vissihomn Road

Nodh Grafion, MADISEE

B6

T

Canin

Date Recefied: wr Qs 204l

Tufts University Clinisal Fathology Lab

SlLbap Accsssion:  B6

Tracking Numbey, 337144

T
&

Heterenle iptemval ASSay LIRS

Bl bag Contact information

Sl gusb@ovs lamuedy

B RN

A

Pria 40/ 1060

VIVI-EFOIA-2019-1704-0006427
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Client: B @

Patient:

Vitals Results

3:47:44 M
4:41:36 I
4:41:27PM
44138 1M
1/3/2018 10:04:53 ANL
/572019 16:C4:41 AV

h—

ax

Nursing note

Heart Rate (/i

Respiratory Rate
Temperature (I')
Weight (L)
Weight (ka)

Page

)
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Client:

Patient:

B6

ECEG {from

Cardio

3]

(&)
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Toits University

7
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Cavdinion
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Client:

Patient:

B6

ECEG {from

Cardio

373,00 R 1IN0 AT B AE A

Toits Unt ity

Bz Comndngs Sdaocl ol WeE Med

Cardisliony
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Client:

)
Patient: B

o

ECG from Cardio

=¥ ! SR
i ~ i 373,000 B 1200 29 B
LR Univeraity
Poets Tnmmings cSchaocl ol NMe b iad
Cardisliony

12" Lead: Standard Placement

Paca 514100
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Client: -
Patie:t:i B6

Patient History

03/28/2016 08:35 il
03/28/2016 08:36 Phl
03/28/2016 10:53 L
03/28/2016 10:55 PIvL

03/28/201611:.03 Pl
03/28/2016 11:04 Pl
06/07/2017 10:45 PM
06/07/2C17 10:483 P
06/07/2317 10:48 Ph1
06/08/2017 06:01 Al
06/08/2017 06:01 Al

06/08/2017 01:12 PhL
06/08/2017 02:15 PM

06/08/2017 03:1¢
06/08/2017 03:1¢
06/08/2017 03:30 PV

06/08/2017 03:45 PM
06/08/2017 03:45 P

06/08/2017 03:47 PV

06/08/2017 03:47 PM
06/08/2C17 04:41 PML
06/08/2C17 04:41 PML
06/08/2017 04.41 PML
06/09/2017 02:38 AM
06/09/2017 02:38 AM
10/U5/2018 10:40 AM

11/08/2018 10:04 AM
110872018 16:04 AM
11/08/2018 11:97 AM
11/08/2018 11:14 AM

11A08/2018 11:30 AM
11/08/2018 G3:31 PIMi
11/08/2018 C3:34 PIMi
11/06/2618 03:34 Pvi
11/08/2618 G3:34 Pvi
01/15/2619 01:04 P

02/19/2019 06:07 PV

UscrFerin
Purchase
Treatment
Prescripticn

Jserferm
Purchase
Prescription
Turchase
Purchase
JserFerm
Email

Purchase
Jserform

Purchase
Treatment
JserForm

Treatment
Deleted Reason

Ireatment

Vitais

Vitas

Vitais

Vitais
UserForm
Emali
Appointment

JserForm
Vitas

Treatment
JserForm

Purchase
Labwork
Purchase
rurchase
rurchase
Appolniment

Appointraent

Page
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Client. . .......... B/;; ..........
i =,0
Patient: | Q

Patient History

03/05/2019209:51 "M Purchase
03/05/201909:55 A UserFerm
03/057201902:59 AL Treatment

03/05/2019 10:04 AN Vitals
03/05/201910:28 AM UserFerm

03/05/2019 11:12 At Appointment

03/05/201911:12 Aid Email

03/05/2019 03:03 PhL Purchase
Patien? Account History  Description Oty price Exiended Bisc Pmt

FDA-CVM-FOIA-2019-1704-006434



Report Details - EON-384837
ICSR: 2065714

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 Submlssmn Date 2019-04-11 171715 EDT

lnltlal Report Date 02/24/2019

Parent ICSR: 063114

Follow-up Report to
FDA Request:

Reported Problem:

Date Problem Started: 08/01/2018

F stlll not well
soclated wrth

cm

Concurrent Medical No
PE»blem:

Outcome to Date: Died Other

Product Information: Product Name
Product 1 Type Pet Food

Lot Number;

Product Use pescription:

Information; additional details

; 1/2@3 daily since a puppy See dietg@for

Manufacturer
IDistributor Information:

Purchase iocition
Infcrmatlon

Animal i;;a'mation:

Type Of Spemes Dog

Type Of Breed: Doberman Pinscher

Gender Male

Reproductive Status: Neutered

Weight: 29.9 Kilogram

Age:: BG Years

Assessment of Prior Excellent
Health

Number of Ammals 3
Given the Product.

Numlgsr of Animals 1
Reacted:

)Owher informafioni . Wnef
Information
provided:

Contact:

Address: |

B6

FOUO- For Official Use Onlv 1

FEA-CVNI-FCIA-2C19-1°



[~ A =

United States

Healthcare Professional practice Name:  Tufts ings School of Veterinary Me
Informationo. . ...

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

200 Westboro Rd
. North Grafton
Massachusetts
01536

United States

contact ppipll e

Email; lisa.freeman@tufts.edu

Permission To a)ntact Yes
Sender:

Preferred Métﬁ:d Of Email
7@tact:

Additiat?alﬁ)bcuments:

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-006439



Report Details - EON-380848

ICSR: 2063189

Type Of Submission: Initial

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

Type OF Repcrt: Adverse Event {a symptom, reaction or disease associated with the preduct)

Reporting Type: Voluntary

Report Submission Date: 2019-02-25 19:07:14 EST

Reported Problem: Problem Description:  Arthythmia dx at RDVM July 2018 (had been "wheezing") Started wheezing again
L 1 wee befare admission. Diagnosed with DCM, CH
d Wellness diet until 6/201
ine and troponin pen
b

oblem Started:

and ventricular tachycardia
ed to Royal Canin Boxer
another Boxer eating

Concurrent Medrcalv
Probkem:

Outcome to Date Stable

Product Information: Product Name: Wellness Complete Health Fish and Sweet Potato dry

Product Type: Pet Food

Lot Mumber:

Product Use Description:  Fed this diet 2012 - June, 2018 Currently, fed Royal Canin

Information: Boxer See diet history

Mam]%tu rer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:

Type Of Specles Dog

Type Of Breed: Boxer (German Boxer)

Gender Male

Reproductwe Status: Neutered

 Weight: 23.3 Kilogram

Age B6 iYears

Number of Ammals 2
Given the P{pduct:

Number of Animals 1
Reacted:

Owner Information: Owner
lnformatlon

Healthcare Professional practice Name:

Information: Contact: Name‘

Phone (508) 887-4523
77Emall. lisa.freeman@tufts.edu

Lisa Freeman

Address:

FOUO- For Official Use Only 1

FEA-C\VNI-FClA-

2019-1°

7

g

4-0CE465



200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Sender Information:

Lisa Freeman

Address. 500 Westboro Rd
North Grafton
Massachusetts
01536
United States

5088874523
a freeman@tufts edt

Preferred Method Of Email
Cpntact:

Additiona; Documents:

Attachment:

Description: Med records

Jype: Medical Records

FOUO- For Official Use Only 2
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Client:
Patient: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

Tufts Universit
School of Veterinary Medicine

CVTHR= 04, nemmaliiutriythr 37 degree AV blods, TIVI systolic murmur and gallop Tieard on left side, snappy
femoral pulses {synchronous), no j ' ien s sl OCtSOmetl . st o saek
4dx - all negative

CBC - no abnormal findings

Chern « slight hypoproteinemia (5.4 g/dl), hypogolbulinemia (1.9 g/dh, elevated ALT (99)

Recent diagnostic tests:

Al: 3 degree AV block - rfo myocarditic ve. fibrosis

AZ: glopecia - rfo allergic skin disease vs. endocrine

A3 hypogolubulinemia — hepaticinsufficiency vs. PLE vs. hemorrhage

A4: elevated ALT - artifact (hemolysis) vs. liver disease vs. endocrine vs. drug-induced v& . r&iu_c,md <O

B6
B6

[

Pape V3213

FDA-CVM-FOIA-2019-1704-006824



Client:
Patient B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

Pape 17213

FDA-CVM-FOIA-2019-1704-006825



Client: B 6

Patient:
Archived Records 10/1/13-10/4/13 (PART TWO)

Owner: Be )
Patient Name: | “gg
§227632 2 T i

‘ Tufts University
School of Veterinary Medicine

October 3,203 i
i..B6 _ ‘had a week-long historv.of ________

Recent diagnostic tests:

Al: 3 degree AV block - respived

A2: glopecia - rfo allergic skin disease vs. endocrine

é\?{: short runs. of v-tach— r/o irdtation to ventricle from pacemaker placerment vs.
DStebmie Uisler Chin
7

FDA-CVM-FOIA-2019-1704-006826



Client:
Patient: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

Pape  96/213
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Cliont. ...............................
Patient: |

Archived Records 10/1/13-10/4/13 (PART TWO)

Tufts University
School of Veterinary Medicine

Patient Name:! B6_ |

s27632 e .
Clinician:| B6_/Rush| B6
Student:; B6 i

B6

CV: HR = 112, paced, TI/VI systolic murmur heard on left side, strong synchronous femoral pulses, no jugular vein

distension observed

B6

Al: 3 degree AV block - resolved

AZ:
A

short runs of v-tach — resolved
seroma formation under ¢hin

: alopecia - rfo allergic skin disease vs. endocring

B6

B6

Pape

97213

FDA-CVM-FOIA-2019-1704-006828




Client: i
Patient: ._ B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

e e

Pape 987213
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

Released Patient Result’

pH
PCO2

PO2
SOZ%(ABG)
Hot

- B6

Cat+/Mg++
- BUNCreat

BE-ecf
BEDb
EBC B 6
HOO3
OdCap
020t
A

Qs

Patient 1D - 1310010089
Patient Name: . .
Time Analvzed: 10/01/2013 04:12:51 PM
Analyzer 1D; 231C12020
Samople Tvpe! : _WVenous .
Panel: Critical Care
Analvzed Bw 123456
Released By auto
Required Fields:
Pafient 1D 15310010089

Measured

rrnHg
mimkg

%

gldt,
mmolil
mimoliL
mmoliL
mmialiL.
mimal/L
mgfdL.

© mmoliL

mg/dL
mgfdl.
oL

mmol/l
ol
medimot
miglmg
mrmaliL
mimalil
mmoll
mimelL
miidh
midl
kg
mOsmikg

Cptional Fields:

J
AL

E ! 13 BN

Pape

99/213
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Client: !
Patient: ._ B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

® ¢

Page 1007213
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Client: i B 6

Patient: L

Archived Records 10/1/13-10/4/13 (PART TWO)

—
TUFTS UNIVERSITY Document  Cardiology Report
i imals
;;f)‘;;“t::fnf:’msm“" Anims Copy To: MedRec
North Grafton, MA 01536-1895 Status: FINAL
1+508-830-5395 Finalized: by! B6 __ lon 10/1/2013
Client Information Fattent Informat
Py PPN
Name: Name: B6
Address: Species: CANINE Breed: BOXER
City: Sex: CM DOB:  B6 |
Zip: RVef:
‘Workd:
Dates
Dreseription Date
Diate of Study 107112013
Personnel
I Name Title
Atfending (Faculty) Cardivlogist
Cardiology Techniclan
Primary Clinician
Sepior Student

Case Abstract :

i B8iCM boxer presenting from rDVM for slow heart rate, Owner reports dog has has slightly less energy than normal. He
has hadi B6 iover the past week. On presentation his heart rate was 50 and he was QAR. BKG analysis
showed possible 3rd degree heart block.

Request Specifics
Location; | B6 |
Weight (required} in pounds; 56
Anesthesia/Sedation to follow consultation (Y/N): N
RDVM Radiographs: Film(Y/NY. N CD(Y/N); N
Current Medications and Dosages: no medications
Reason for Consultation: Concern_for heart block .

Historyi B6 s No syncopal episodes. Only slightly decreased energy,

i B6 i
Findingsv !

f WhD ; -"

WTVSd ! i
LV el i :
InCeased | i

Wi & i i
1wl Am :

TR S 200 P

[T T e

|’;|gc [O1/213

FDA-CVM-FOIA-2019-1704-006832



Client:
Patient: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

|’;|gc 1027213

FDA-CVM-FOIA-2019-1704-006833



Client:
Patient: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

$227632/Cardiology Report/MedRc%Dpyé """" B6 | . Page 202,

Cardiology Findings

Type Findings

Heart mitronr
Assessment and Recommendations

Trangient heart scunds

Jrd degree AV block with all cardiac chambers appearing dilated. The chamber dilation is consistent with the bradycardia.

Pacemaker placement is recommended to prevent syncope or sudden death. We should also check for tick-borne discases as

given that the dog is younger than most others presenting with 3rd degree AV block, there may be a higher chance that this

may be a result of myocarditis. Start minocyeline or doxycycling while we wait for the 4DX test to return. CBC/chemistry

iz also recommended prior to anesthesia. If we cannot place a pacemaker, then try an gtropine response test while the dog is
. ontelemetry to see if medical treatment may be an option.

Oy asoulistory Bndings
Pulses

Jugular velns

Mucois menibranes
Abdomen

Brhocardiogram

Doppler echocardiography
BOGS thythm
Body condition score (/9)

Heart rate (fmin)

Cardiology Conclusions
Type Conclusion
Hiart Failure Classification IBACHCID Evidence of heart disease with mild - moderate cardise remodeling
Final disgnoses 3rd degree AV Bock
: B6 %
EOFLUET S 5720 1N S22763 2 ardinlogy Repocbedien, Copy T B6

[ R

Page 1037213
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Client:
Patient: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

e
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Client: B 6

Patient:

Archived Records 10/1/13-10/4/13 (PART TWO)

g
N
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B
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P
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T Pl
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t

FOQMAB VT-3

SHT #1 HERE

¢

IMH}FHUCV’M)N%. T ATTACH HEPOHT, REMUVE
PROTECTIVE TAPE BACEING, ALNGH HE ROAT AND
VMO FIMLY. BLPEAYT PRHOCEDURE FOE

SEOUENMT REPORTS
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Client: |
Patient: . B6

Archived Records 10/1/13-10/4/13 (PART TWO)

|’;|gc [06G/213
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Client:
Patient: B 6
Archived Records 10/1/13-10/4/13 (PART TWO)

[T

B6

e EI e ATy R Lol T paey ':@:r;-“LiI'ﬁE&
mim rize 2 zt
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

e

|’;|gc [OX/213
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Client: B 6
Patient:

Archived Records 10/1/13-10/4/13 (PART TWO)

SBorotpIes

TOOUDs 184 SaIng

AjrsasarTun sagng
WY ZWISEI€ £T02/¥/0T

1097213

Pape
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Client: !
Paltei::;t: BG

Archived Records 10/1/13-10/4/13 (PART TWO)

——#

|’;|gc [1O/213
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

]

o |
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

SRR

Page 1127213

FDA-CVM-FOIA-2019-1704-006843



lient:
(PEaltei::IEt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

£e9LT?

B6

Ra €Pi€2F E€I0Z/1/01

LBoToTpIED

TOCUDPS 394 SIINE
431sZeaTun saIng

113/213
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Client: B 6

Patient:

Archived Records 10/1/13-10/4/13 (PART TWO)

® ®
ORURBPMRSSS R

Page 1117213
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

ABoroTpIen
ZE9LZE

TOOUDS J84a s33ng

Lytszeatun s330g
Rd 92 ¥Ti¥ E102/1/01

B6

ADctToTpIen
!

5 3PA S3ING
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Client:
Patient:

B6

Archived Records 10/1/13-10/4/13 (PART TWO)

Pape

[16/213
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

B6

10/1/2013 4:24:40 P
Tufts University

st School

H
-

227632
Cardiol
Tufte ¥

Page 1177213
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Client:
Patient: L B6

Archived Records 10/1/13-10/4/13 (PART TWO)

NAPHDTPPRIRPPIRRIR =i s e =
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Client: B 6

Patient:

Archived Records 10/1/13-10/4/13 (PART TWO)

-

10/1/2013 4:25:03 pM
Tufis University

Cardiclogy
Tufts Vet School

B6

107172013 4:24:51 PM

Tufts University

Tufts Vet School

227832

|’;|gc 119213
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Client: |
Patient: B6

Archived Records 10/1/13-10/4/13 (PART TWO)

| o
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)
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Client:
Patient: l B6

Archived Records 10/1/13-10/4/13 (PART TWO)

M

Page 1227213
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)

»
*

Tufts Vet School
Cardioclogy

25:03 M
Tufts University

H

10/17/2013 4

One Minute Full Disclosure

B6

227632

I —— ; e T T e e
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Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART TWO)
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Client:
Patient:

B6

Archived Records 10/1/13-10/4/13 (PART TWQ)

Tufts University Cummings School of Veterinary Medicine ANESTHESIA REGORD
Dats Waight | Chinic & i : - i
e, B g A i : i
Vet S LS, i B6 i i
Prioceduras ¥ Frrs, i i
%Nm L Recombent | aupal Fynction :
* 3 Cautian .
O Panat | AT T T [ Ty
E Besd ype B6 ROTER____CANINE
=S i
enanahasa]  Temp, [ Ty j RR WM. ColomcRr 1 BE { FE BG :
kiR NP [ - EAENL, o bR i Sy o i
UGS T THE (AST 24 s i [ ALA Status
o S N T s o g ! e voE
Dincoctod Dougs:
Page N . of. b
r PRE-AHEETHETIE 3 ARESTHETIC INOUCTIONS
, Pra-Macl Resulits
, Drug | Dose { Routs ' Tirme P = Vomitad [ug I s ] Reuta E 'ﬁm-é
A . . o _ [ S R T “ b Vews o R -
Jﬁa = . bl o ‘g’
k- B E S T s S S [
X

" Seveflurane 151

o
24
QO 20
* Fulua Rate
15

o Ripgmirahiiny
Rark

v SlicBF, 1

w Wean BP.
» Disstglc BB,
0 1Py o
* ET (02
A
’3
Blood Fressure &
semsused by
Wosiiomeiic 4
L Doppler
L3 Gt F
Lighe
Dopds
of Anes, Med,

Mot 0 Saeri-clowpd ")d
Mask ] Traibiatad
Bt TUBE .oer oY
Recumbency:
Lt wendimttmend
Times
Bt O Start anas:
IR S ey
s, Startproc, 1
"Lt SRSy
R_:}:\i-n Shartproc, 2
Totsl Fluids: | Startproc. %
s TR
T Eored Surgery:
=
B AT
Ereed anes
- N S
Extubated:
i ‘ STER;uAL
B Sfieith
¥ Rowgh
3 Froorged | | STANDING:
£¥ Othar
Epidural ¥ it
L]
L]
Bupiaeing. H Attamphs: ...
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v an oy
]
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Client:
Patient:

B6

Archived Records 10/1/13-10/4/13 (PART TWO)

e P
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Client:
Patient:

Tufts University

Foster Hospital for Small Animals
North-Grafton, MA 01536

(508) 839-5395

TREATMENT PLAN

B6 i

DATE: [‘«:}/:) l f! N CLINICIAN:

B6

ESTIMATED COSY

R
DEBOSIT; i

i A [l L
L __B1_6 ________ i Bipr oy 3'63}{7.8

B6

This estimate is based upon our preliminary examination. The final fee may vary considerably from this estimated c;cg.
Every effort will be made to keep you informed of the current status of your bill throughout your animal's hospitalizality.

COST

FICE EVALUATION
i
‘Ermergency Fee

... ICU Examination....

s tion

f Régistration
PITALIZATION: (# OF DAYS)

Cay Board
i it Ward
Generat Ward Sroall ...
i, BETETA Ward Large ..
intermediate Care Ward
Exptic,
Isolation
oy
e WOU Exotiy

DAILY PATIENT CARE (# OF DAYS)
Cat Ward
... Gemeral Ward
e SrtEITRR AR Care Ward Lo
Exatic
Isolation
cu
a KU Exatic

ICU LEVEL TREATMENTS
e, WU Level |- Bagie Treatment oo
e 1L Ll T General Traatrment..
e O Level 1 —Standard Treatment
e JGU Lmsiel 4 = Bl T (9

ICU Lavel V=Ultra Tragtment..c.widiioiin.

SPECIAL PROCEDURES
. BTOMIROCERESIS
I . Lo
Blood Tr
Whiole Blood
Pl
SOct Direct
Packed RBC
Blgod Typing
e OO Mar oW abpirats
Boie Marraw: care..,

SPECIAL PROCEDURES (CONTINUED)
. Proctoscopy

CosT

Skin Biopsy.

Skin Testing

Thoracentesis
o Trangirachest Asp

Othar:

LABORATORY
e ACTH Flazma Lovel

e ACTH Riesponse Test ;.
e -BBEGBIG Culture

A i Cultyre

Eite Aclds-Single.
Bload Ammonia
Blood Gasz

Ct v Frofile

& fation Profife

e CBC/P
Complete Blogd Count .

o Dexa Resforse - High DS, ..o dunsmsminn

Digxm Resp ~ Lo Dose

e bt lichis Caniis

Fecal Flotation
Fetine Leulkemis Virus. ...
e, PR S

FiP

Fiy

Flukd Anal

Fung;] Culture.

Heartworn Test (Micro}
Heartworm Test (Cooulty ..

tmimune Profile

Kidney Profile

Lipmse

Liver Profile

e, bymie I

AR ERPY. o <ol T R———
Flatelet Count

et o oot

ANESTHESIA COSsT

E Gereral Anesthesis

" e Hrs, Day
Hrs, Might

DIAGNOSTIC IMAGING
. BEFIIY EnEIME
e LEATEAET

OT Soan,
e 2 BEFE
e WRF w Urogram
ket Check

fzation

[ T,

e NI Sean:
U -
Upper Gl Saries.
Radiographs: #
Ultrasound: Mpatient i mham s
Ultr, Guided Biopsy

e Db
%Pﬁemrﬁ w -

Package Procedure

. IRIANE P

Emsrgency After Hrs, SUrgery . wo.
e BANAEE CHANER sovssisnessmnsersenmisessssaefiaissisivees
e ST OB
e IRRET

OTHER
e BT Therapy:
Days
e HOLIES
I Catheter:

islog
Intracath
TPN
Fluids: IV or 8¢

Medization
Slppdies

e OBF Taips Rocky Mobntain Spotied Fever.... foan...
Ex diogram IO - e, ERBEECY
e TEH Stirmtlation TESt. e rereesen e
s TE& 14
““““““ T3 Oty or T4 Gnby, . Bip-biazard Disy [ Fae ..
Ligirsafsos !
CIkfrer:
Frrsdherstamed ok no guaravtee of soccessial treatoment @ sudee. (4 atmo corkify fhat | bos

st el vk, Tl HERERN
aibilye T all ¢

w1l SAre on o

Frovczdural bitliog
spaoctbid duratian,

eoerchy ‘I\umw,yj Fyes
L‘Il:mu,u/_-/]uﬂjw Ao Ford_sae

s,

Al arved o
RIN )

I i ghene It i pue
ingwrresd tecpetdeend sy, b

e peouired. oetiar apgere b

3

™

P
i
i
i
i
L

~tf the fresativent gl

Uit emitirtroted co
i of the charges whnn pabenb fs released.

i
i
1
L

v | R SRS TCR A TS

WRATE S TRCal O

ELSPLAEY S LIF T

Febbit AGL AT R

s
ione, Aclibenal

at e taoe of andne

incloaiws wp tooand mcludiog the estimates sigrations of bespobsbzation, Thece will e adddiveal wepensey incureeo o Bosprtalization
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Client:
Patient:

B6

Archived Records 10/1/13-10/4/13 (PART TWO)
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Client:
Paltfi::nt: B 6

Archived Records 10/1/13-10/4/13 PART TWO)

® o

Y. Tufts University e e i

Foster Hospital for Small Ammals :
200 Westboro Road, S

N, Grafion, MA 01536
! Cu 3Tp
BG :;A?:‘:A ?&S.R;

I am the owner, or agent for the owneer, of the above described animal and have the authority to
execute this consent. I hereby authorize Tufts Cummings School of Veterinary Medicine (herein after
TCSVM} to prescribe for treatment of said animal according to the following terms and conditions.

STANDARD CONSENT FORM

TCSVM and its officers; agents and employees will provide such veterinary medical care as they
deem reasonable and appropriate under the circumstances.

TCSVM and its officers, agents, and employees will use all reasonable care in the treatment of
the above mentioned animal, but will not be liable for any loss or accident that may occur or any
disease that may develop as a result of the care and treatinent provided.

I understand that the above ideniified animal may be treated by TCSVM students under the
supervision and assistance of TCSVM staff members.

In executing this form, I hereby expressly acknowledge that risks, benefits and alternative forms of
treatment have been explained 1o me. I understand said explanation, and I consent to treatment.
Should any additional treatments or diagnostics be required during the c¢ontinued care of my
animal, I understand that 1 will be given the opportunity to discuss and consent to these
additional procedures. I understand that further or additional treatiment may be required
without an oppeortunity for discussion and consideration by me, in the case of the development of
any life-threatening emergency during the continued care of my animal and 1 expressly consent to all
such reasonable treatment as required. I realize and understand that results canmot be guaranteed.

If any equiproent is left with the-animal, it will be accepted with the understanding that TCSVM
assumes no responsibility for any loss of equipment that may occur.

I agree to pick up the animal when notified that it is ready for release.

In the event the animal is not picked up, and if ten (10) days have expired since a registered
letter was senit to the address given above, notifying me to call for the animal, the animal may be
sold or otherwise disposed of in a humane manner and the proceeds applied to the charges
ineurred in caring and treating the animal. Failure to remove said animal will notand does not
relieve me from obligation for the costs of services rendered.

T herchy grant 1o Tufis Cummings School of Veterinary Medicine, its officers and employees
f,‘rmliau‘ inas TOSVM), and iis agents an ms th(, irrevocable rights to:
ph/videstape the operation or procedure 1o be ppropriate
16 ATYIG il lmd\, mr’& 1)) ;qum{m: rlmrﬁhlm e dmmmw wm«m of

pm[mm m‘ 1

e (lu lﬂ seie [mﬁn " utm Mum d .md puhlmw pmpm‘ 5, In; 1!1 but third- PAFTY COTRENCTCL
purposes, by any means, methods and media {privt and electronicynow known or, in the luture,
ceveloped that the University dee

NS APPropriate.

Famm a8 O -Rey:
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Client: B 6
Patient:

Archived Records 10/1/13-10/4/13 (PART TWO)

® @

As surgical treabment necessitates the removal of tissue or body parts of my animal, § authorize
TCSVM to dispose of or use this Ussue for scientific purposes. |

T understand that a FINANCE CHARGE will be applied to all accounts unpaid after b days. The
FINANCE CHARGE is computed on a monthly rate of 1.83% per month, which i§ an annual
percentage rate of 16% applied to the average daily balance outstanding, with a minirourd fee of §.50.

I do further agree that should any payment, or the full amount of the sum stated abaye, become
overdue more than 20 days from the above-agreed upon time of payment or payments, the entire
balance shall be considered in default and become due and payable, I further e to be
responsible for any or all collection agency and/or attorney fees necessary ta collect the full amount.
I do further agree to comply with hours of visitation in conjunction with our Hospitgl’s policy.

T have read, undersiand, and agree to accept the terms and conditions herein.

B6 u (0/1]1%

aageds. Mofme . Bleane Brnt. oo, Thare
ONmier s Signaire X Qwner's Address 1

[F——

........ e e S BG

Town,/City State Zi “

If the individual admitting the animal is somecone other than the legal owngr,
please complete the portion below: L

The owner of the animal, , has granted me muhori‘ to obtain
medical treatment and to bind this owner to pay the veterinary medical services| rovided at
TCSVM pursuant 1o the terms and conditions described above. !

Authorized Agent - Please Print Agent’s Signature
Street Address R Dare 1
Town/City State - Zip

Page 130/213
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Client:
Palt?:nt: B 6

IDEXX Cardiopet proBNP 3/15/16

ey NSNS  TUFTS: GRAFTON SMALL ANIM HOSPITAL  Owner: B6
w W 200 WESTBORO ROAD Patient:
GHRAFTON MA D1538 Species: CANINE
LABORATORIES Breed: BOXER
508-B87-4668 Age: L__.B6___ |
Gender: )
1-868-433-9967 Account: 80735 e
Click the RED BANNER on Requisition #_’_._1_?5&1.1.31(.5_._._._._.__
. Accession #:i____ B6___ B
VetConnect.com for a new view Order recv'd: 03152016
Ordered by: B6 [

CARDIOPET proBNP - CANINE

Reported: Qansizoe

Test Result [ Reference Range

Flag Bar Graph

CARDIOPET proBNP - CANINE B6 D - 800 pmol/L

H B6

Cardiopet proBNP =>1800pmol/L

NT-proBNP concentrations.

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

B6

: FINAL REPOR]
O3 LG

BPAGEL 1 OF 1
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Client:
Paltei::rtlt: B 6

Holter ECG Patient Diary 3/18/16

T™E AcTvITY SYMPTOMS TIME ACTIVITY SYMPTOMS TIME ACTIVITY SYMPTOMS HOLTER ECG

Patient

I B HOUR
a

PATIENT, __ B 6

PHYSICLAN

HOSPITAL OR
OFFICE LOCATION:

TSEX  ABE WEIGHT HEIGHT

DATE OF RECORDING: 3/{ _(ﬂ LlQA =

RECORDER SN MO _

TIME OF TEST START STOP

38 A  am
L Pl gL m
EdIC]

MEDICATIONS:

Page 132/213
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Client:
Patient:

Holter ECG Patient Diary 3/18/16

PATIENT INFORMATION IMPORTANT NOTES
AND INSTRUCTIONS TO PATIENT
Before leaving, you should read this booklet 1 of this

entirely to see if you have any questions
regarding this procedure,

that you keep a
T

L
aclivities as shown

a
o Getar g hiow you fi the time, If you are unsure of
your nomma the af & fee

Your physician will require

g b while you
ring the Haller Rec s@ this diary to
the tollowing

s
2
2
=
2
- 2
g

ring period

ar tamper with it, or

Time of day:  Record the time from should ary
the recorder. Do Not Use Your & Of wirgs into the
Watch or Other Timepioce, schinician
Activity: For anything you do during this iragg these will relp your phy
procedure; siling, anatyze the results of your recording using specially
desigred equipment.
bowel
seval - SAMPLE DIARY -
| e ACTIVITY | SYMPTOMS
Symptoms:  During your activity make sure to
write down any abnormalities that .
in your 9:20 | Mowing Lawn Chest pain

Sude

To bathroom

10:30 ¢
to urinate -
abnomal, o i Heart beats
oo 12:00 | Driving faster
5:00 | Te bed

i ISR 5

Page 133/213
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Client: |
Paltfi::;t:é B6

Letter from client with rDVM sx estimate

0441072018 12:02PH FAX |

B6

B6

B6

G001/ 0002

Fax COVER SHEET
DEvovER 1O From;
86
COMPANYY Drocray

ATTN CARDIOLOGY

April 19, 2018

Fax MumBen:

TOTa, NO.OF PACES INCLURING COVER:

- 2
FILE NUMBER:
WA
IF YOU DO NOT RECEIVE ALL PAGES! )
PLEASE CALL BACK AS SOON AS POSSIBLE ATL ;
NOTES/COMMENTS:

Afta: Cardiology Service

Re: i B6 i

B6

B o R RORL

FDA-CVM-FOIA-2019-1704-006865



Client:
Paltei::;t: B 6

Letter from client with rDVM sx estimate

G4/10/2008 12 30PN FAX B6 @ poozronoy

WarEis
Prage 141

B 6 g 0B
Ectimate i 10080

Expiration Datsy 182018

Pabisnt 10, BG Sppcies.  Canine Weighl'  7Aa80 pausde.  Sex Neitered Mals
Pafient Name Bragd! Boer Blrthaay; a0
o Glbetal |
T E
]
Low Total; |
el

This document lists procadures fo-be performed on your animal. Thisestimate only spproxdeates the cost of this
visit and cap vary upoh results of futher examination and test resullts. You are responsible for gt fees incumat in
Hiis visit included or not in this estimate. - Be assuret that vour anlvals Resith s 6oy bighestconcermand we will do
averyihing o maintain thathealth.  Dacoept and agree o the fsoms of this estimate:

FDA-CVM-FOIA-2019-1704-006866



Client:
Patient:

Chiznt:
Phonie: Bread: Boxer
Address: Sex: Metterad Mals
Date Type Staff History
BaEniE L Micrebioclegy results from IDEXX Referance

B/E2018 P

B6

111582485 Fosted Final

Reference Range

GIARDIA
ROUHDWORH B

Laboratory Requisition ID:
OVBSPARE
WHIPWORM. ... I

Test Eozult
HOOKWORK
Asen ! B6 e
L.

QWA & PRRASITES
HO OVA COR PARARSITES SEEN

The IDEXX Fecal Dx antigen tests detect worm antigen and a
positive indicates

infectien. Antigen-positive and sgg-negative specimens can
be geen during the

pre-patent period; with single sex infections and due to
intermitbent egg

shedding. Identification ¢f eggs microscepically in
antigen-riegative specimens

may be dus td ingestion of infected feces [cuprophagy) or
bocanse the amocunt of

antigen is below the level of detection.
be considered for

patisnte pesitive by sither antidgqen or egg-detection . In
wases of acubte or

chroniec diarrhea also conizgider testing for wiral, bacterial
and protozoal

infectisus agents using RealPCR. {canine diasrrhea panel! test
coeda 26258, feline
diarrhea panel:

Teeatment should

test code ZE27).

B6

BiF20e © aTelephone - FINAL-DG/ 07,2018
G/F2018 1354
B6 Al
[0 T DR & S T IS S CN A IS UV TN 3 I T ITLT (T (oY Yy N TR [T =y S NI [T O 2 T E (o ST (T P YR e | YR SR
Ll Vg st LG [EREE I RT3 N XTI RN R IR Y S A R TR P S TTEEN B AR [EORTTENN R I B Rty B BTN T BN R
P v e Pheges T bendodize o b Sl e
i B6 : Povgs ol o Dot o Do 2o s (a0
[36/213

Pape
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Chiznt:

Phon
Acldres

1=
8

B6

Bread: Boxer
Sox: Meuterad bMals

Date

Type

Staff History

421201

g

Datault- Comments - CLOSED 04/23/:201 5

B6

421201

g p

B6 B6

42120

B G

0
(o)

4, Pleaze kez:p BG rom-licking orchessing at his ingision sitels). Please keep oiher pats awayfror BG msion

site LRt Fully P

B, G meadicatons as directedl.

[ INRYTS | wl—n

[T Sr=

ol Deedl ieste, V30 LTy

et b, Lo Uipreectz, LD Tinsdd bochizbory B L onmedboag D betmek =
[TAEXTRN RN Bty IESRIET B =30 B R B RRR R STTVESNN I R B T BT ST N R ) I =TT T B

B6

(RS =R | [N PRI

Page 1377213
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Client:
Palt?:nt: B 6

Patient History Report
Client: Patient: |

Phone:
Address:

Date Type Staff History

Breed: Boxer
Sex: Neutered Male

£ MOFIIIOFE B6 isurgery siteis) daily. If you notice any redness, swelling or excessiva discharge, or if the incision

opens up, please call our office.

_.B6 __iand call our office if you obsarve any of the following: Loss of appetite for more than 2 days,
axcassive discomfort, repeated vomiting, excessive bleseding, refusal to move/deprassion.

9. Bandage change every three days.

10. Schedule suture removal with a technician in two weeks.

It has besn our pleasure havingi _ias our patignt. Pleasedo not hasitate to call us 2 BG bith any
guestions or concerms. b =
s ;
42172018 vV E B6 : Apr 21, 2018 08:55 aM Staff BG
: E Weight : 73.10 pounds
S BE—
4/20/2018 P B 6
4202018 C ! B6 aTelephone - FINAL 04/2002018 - " ADDENDUM 4/20/2018
4/202018 B
i B6 i
ADDENDUM on 4/20/2018 at 13:57:47 from; B6
Callin rxto CVS in | B6 i )

o B6 B6

4162018 P

E:Billing, CihMecl pate, GE:Call b Ehein, Gt Communications, O Diagnosis, DH:Declined to history, E:Examination, ES:Eslimalks,
|:Departing instr, LiLab esull, Mimage cases, PP escrip tion, PAPYL Accepid, PEpobkms, PPPYL Pedormed, PEIPYVL Fecommencded,
FiGanesponds ree, Tilmages, T Tentative mecl notz, ViV ital signs

B6 Page 3 of 54 Date: 6/20/2018 10:38 AM

[)agc 138/213
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Client; !
Patient: BG

hx 5/5/11-6/9/18

Patient History Report

Client:

Phone: . : e : . Breed: Boxer
Address: Age: | B6 E Sex: MNettered Male
Color: Fawn

Date Type Staff History

B6

412/2018 C B6 aTelephone - FINAL 0412/2018 - “*ADDENDUM 4/13/2018
4122018 1046 b
O called to schedule a growth ramoval fof
having a pacemaker, would it be a diop off

B6 ;

ADDENDUM on 4/13/2018 at 16:44:08 fr‘omi B6 i

27thwas unable to leave message on maching mail box was full

ADDENDUM on 4/13/2018 at 16:58:28 fromi B6 §

Called o to state thag B6 ‘ble to do the growth Temova on Salirday e 21st if the © is able to.

ADDENDUM on 4/13/2018 at 16:58:49 fromi B6
Mail box was full unable to leave a message

4/92018 C W aaRecheck - CLOSED 0410/2018-  "ADDENDUM 4172018

Gheckein, Ght Communications, O Diagnosis, DH:Declined 1o history, E:Examination, ES:Eslimalks,

E:Billing, CiMedl mote, GB:Gall back, GH: Gl
|:Departing instr, LiLab esull, Mimage cases, PP escrip tion, PAPYL Accepid, PEpobkms, PPPYL Pedormed, PEIPYVL Recommenced,

FiGanesponds ree, Tilmages, T Tentative mecl notz, ViV ital signs

B6 i Page 4 of 54 Date: 6202018 10:38 AM

[)agc 139/213
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Client:
Patient: B 6

Client
Phone
Address

Date Type Staff History

Breed: Boxer
Sex: Neutered Male

O:

A:

P

ADDENDUM on 4/17/2018 at 15:02:35 from B6
Schedule remaoval under locals.

4/9/2018 V Apr 8, 2018 04:38 PM Staff: HS

3242018 P B 6

We ight : 73.50 pounds

3242018 C B6 E aTelephone - FINAL 03/242018 - T ADDEMNDLUM 3/24/2018
3042018 0914 brmmmmme =
B6 ;
i . - ; T
ADDENDUM on 3/24/2018 at 13;30:36 from B6 i

please call o ati

Lad
b
nd
=
o
e

B6 BG

E:Billing, GihMed mede, GE:Call back, GK: CGheckein, Gt Communications, 0: Diag msis, OH:Declined 1o history, E:Examination, ES:Estimaks,
|:Departing instr, LiLab esull, Mimage cases, PP escrip tion, PAPYL Accepid, PEpobkms, PPPYL Pedormed, PEIPYVL Recommenced,
FiGanesponds ree, Tilmages, T Tentative mecl notz, ViV ital signs

B6 i Page 5 of 54 Date: 6/20/2018 10:38 AM

[)agc 140/213
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Client:

Patient:

BG

Client: Patient:i ____| BG
Phone: Species: ,“ y Breed: Boxer
Address: Age: | ; Sex: Neuterad Male
Color: Fawn
Date Type Staff History

3/2/2018 C
322018 1718

o called for arefill oi .

B6

B6

ADDENDUM on 3/2/2018 at 18:40:41 from: B6 '
i -tatlng that the pt's medication s ready to be picked up

aTelephone - FINAL 03/02/2018 -  ""ADDENDUM 3/2/2018

ast i B6 :

1/26/2018 P

1242018 C
1/242018 1459

B6

B6

aTelephone - FINAL 01/24/2018 - ""ADDENDUM 1/27/2018

B6

j
ADDENDUM on 1/26/2018 at 10:25:43 fromi B6 i

Owener called waiting for a call to get the approval for the refill.

ADDENDUM on 1/27/2018 at 12:07:02 from! B6 |
LMOM letting © know lhali

B6 iis ready to be picked up.

11112018 C

B6

Default Comments - CLOSED 0112/2018

E:Billing, GihMed mede, GE:Call back, GK: CGheckein, Gt Communications, 0: Diag msis, OH:Declined 1o history, E:Examination, ES:Estimaks,

|:Departing instr, LiLab esull, Mimage cases, PP escrip tion, PAPYL Accepid, PEpobkms, PPPYL Pedormed, PEIPYVL Recommenced,
FiGanesponds ree, Tilmages, T Tentative mecl notz, ViV ital signs

B6

Page & of 54 Date: /2002018 10:38 AM

[)agc 141/213
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Client:
Palt?:nt: B 6

rDVM:__ B6___

hx 5/5/11-6/9/18

Patient History Report

CHemnt:
Phonie:
Address:

B6

Patlent; i B6 E

Bread: Boxer
Sox: Meuterad bMals

Date Type

Staff

History

AP

11102018 C
VIzoE 1442

B6

aTelephone

- FINAL 817102018

B6

1/&2018 P

1ie2i1e P

12018 ©
Enter Office Wisit:

B6

B6

ASOAP - CLOSEDR 01/09/2018

B6

s FEAH BRe

b Laling o Bk v e i

B6

ok be, Lo Unpreectz, LD Tinedd bochisbors ELonmedboan Cubetmek =
(TR R R MRS FY S A R TR I SYTREER B I W TP ATRTTESU A B Rt I SR TR T B
Skl e

B6

Pape

Povge 7ol o [t o o0 o0 [ 10038 AL

1127213
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Report Details - EON-369322
2057941

ICSR:

Type Of Submission: Initial

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

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

Report Submission Date: 2018-10-25 07:21:15 EDT

Reported Problem: Problem Description:

September
Date Problem Started: 02/09/2018

. DCM and CHF Euthanized for worsening heart failure and arthythmiain

Concurrent Medical No

Problem:

Outcome to Date: Died Euthanized

Date of Death: . B6 |

ProdUct infofmafionﬁ Product Name:

Product Type: Pet Food

Merrick LID Grain Free dry (salmon, duck, or chicken)

Lot Number:

Package Type: BAG

Product Use
Information:

Description:

_ Merrick for ~1 year Please see diet history for other foods
. _and previous diets (Canidae LID grain free)

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: , , , BG?

Type Of Species: Dog

Type Of Breed: Retriever - Labrador

Gender: Male

Reproductive Status: Neutered

Weight: 47 Kilogram

Age: 9 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

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

Yes

B6

United States

Healthcare Professional
Information:

Practice Name:
Contact:

FOUO- For Official Use Only 1

Tufts Cummings School of Veterinary Medicine

_Lisa Freeman
Phone: (508) 887-4523

Name:

Email: lisa. freeman@tufts.edu

FDA-CVM-FOIA-2019-1704-006945



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: BG compiled record. pdf

Description: Compiled medical record

Type: Medical Records
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FDA-CVM-FOIA-2019-1704-006946



Nutrition Client Diet History Form 7/21/18 w/ packaged foods snapshots

Client Diet History Form

Submitted: 07/21/2018

PET INFORMATION
Pet Name

Pet Last Name

Pet Species/Breed
Pet's Color

Pet's Birthdate

Pet's Sex

Spayed or Neutered?
CLIENT INFORMATION
Client Name

Client Address

Client Phone

Client Email

Co-Ovimer Name
Co-Ovmer Phone
Co-Ovmer Email
CONSULT INFOEMATION
Type of Consult

HCD Being Requested?

Reasons & Goals for Consult

B6

Dog / Miniature Schnauzer

Pepper & Salt

In persan
Yes

REASONS:

B6 refuses to eat any dry food anymore.

: was diagnosed by cardiologist with dilated cardiomyocpathy {DCM).

- As FDA reported dogs fed grain-free food based on peas, lentils or potatoes
developing unusual condition that may cause DCM. We fed Canidae Canidae dry
dog food containing all these 3 ingredients (peas, lentils and potatoes). We also
fed him Instinct dry food containing chickpeas and peas. We guess that it could
cause DCM.

GOALS:
- We would like to switch to natural home cooked food.
-Improvd  Be  health and quality of life.
- Reversecw. ™~
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D3-INSTINCT-BACK. pg
Attachments

rDVM Name

rDVM Clinic
rDVM Phone
rDVM Fax

rDVM Email
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Diet History Form - updated
Agree to Terms

Date Submitted
D7/21/2018

Information to Gather
About You, Your Veterinarian(s) and Your Pet

What type of appointment are you requesting?
In person

Has your pet been seen at Tufts in the last 6 months?
No

About the Pet Owner

Pet owner name

B6 i

Pet ovwner email

B6 i

Address

B6

Preferred Phone Type
Mobile

Alternate Phone

Is there another phone number you would like to give us in case we can't reach you at one of the

abowve?
Mo

Spouse/pariner/co-owner's name
it e e el

Spouse/partner/co-owner's email
i B6 i

Spouse/partner/co-owner's phone

Howr did you hear about our service?

. Recommended by your veterinarian
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Your Pet's Primary Veterinarian

Primary veterinarian
; :

i B6 i

Primary veterinarian's clinic name

i B6 ;

Primary veterinarian’s clinic email

i B6 i

Is your pet currently being {or has your pet been) seen by any other veterinarians in relation to her/his
current health issues or other health issues that you’d like to discuss with us?

Yes
Information About Your Second Veterinarian

Name of 2 nd veterinarian

Email for 2nd veterinarian's clinic

What is this second veterinarian's role in your pet’s care?
Cardiologist

Should this 2 nd veterinarian receive a copy of any written reports that result from working with our
service?
Yes

Is your pet being seen by a 3rd veterinarian?
Mo

About Your Pet

Pet's name

What is your pet's species?
Dog
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Breed
Miniature Schnauzer

Color
Pepper & Salt

Sex
Male

Spayed/neutered?
Mo

Do you knowr your pet's exact birthdate?
Yes

Pet’s Birthda

What is your pet's current weight
21

Pounds or kilograms?
lbs

Has your pet gained or lost veight within the past 6 months?
Stayed the same

Which category best describes your pet?
ideal weight

Reason and goals for consultation

REASOMNS:

- BG refuses to eat any dry food anymore.

- was diagnosed by cardiologistwith dilated cardiomyopathy (DCM).

- As FDA reported dogs fed grain-free food based on peas, lentils or potatoes developing unusual condition that may
cause DCM. We fed Canidae Caridae dry dog food containing all these 3 ingredients (peas, lentils and potatoes). We
also fed him Instinct dry food containing chickpeas and peas. We guess that it could cause DCM.

GOALS:
- Wewould like to switch to natural home cooked food.

- Reverse DCM.
Details About Your Pet's Habits
Questions about your pet

Is your pet housed:

. Indoors

Please describe your pet's activity level:
Moderate

Do you have any other pets?
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Mo

How many people (including yourself) live in your household?
2

Who feeds your pet?
Both owners

Howr many times per day do you feed your pet?
Three

Does your pet finish all foed that is offered?
It depends

Depends on what?

He dontwant to eat dry food anymore. We have to ask him to eat. He may reject the dry food or leave some foed.
Ifwe give him rice with boiled chicken tenders he finish all food.

Apples or carrots as treats he eats everything with pleasure.

Does your pet have any difficulty with the following?

Does your pet have any of the following?

Have you observed any changes in any of the following?

- Appetite
- Activity level

Please explaln the changes you have ubser\.red

as active as before. He don't play m_.lch. He don't walk as much as befc-re..

Have you made any recent changes in diet (last 4 weeks)?
Yes

Please exp-laln the changes in your pet's diet
!dldn'twara: to eat the dry food. We switched to boiled chicken tenders and rice.

Your Pet's Diet

Do you feed your pet DRY (e.g., kibble) pet food?
Yes

Please list each kind of DRY petfood individually

Brand or name Amount per serving H‘;"ivvg:f" Fed since (mo/yr)?
Royal Canin Veterinary Diet Canine Early About 34 cup (about 60 Sxfidiy MAY 2018

Cardiac Dry Dog Food grams)

Do you feed your pet WET (e.g., canned or pouched) pet food?
No

Do you feed your pet HOME-COOKED food?
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Yes

Please list each kind of HOME-COOKED petfood individually
Food/Ingredient Amount per serving How often given? Fed since (mofyr)?

Boiled chicken tenders and rice About 3/4 cup 2x/day 18 JUL 2018

Do you feed your pet TREATS?
Yes

Please list each kind of TREAT individually

Brand or name Amount per serving How often given? Fed since {(mo/yr)?

Apple 1/2 of apple (about 60g) 2-3 times perweek Feb 2015
Pear 1/2 of apple (about 60g} 1time per week May 2018
Carrot 1/2 of carrot {about 30g) 1 time per two weeks Feb 2015
Cheese 10 grams 1-2 time perweek  May 2014

Is there any OTHER kind of food you feed your pet?
No

Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids,
herbs, or any other supplements)?
Yes

Please list any dietary supplements
Product Name Amount Frequency

Fish il 1 bottle course, 1 teaspoon per day Once in March 2017 and once in March 2018

Is your pet receiving any medications?
Yes

Please list your pet's medications

Drug Name Dosage

B6

Do you use food (e.g., Pill Pockets, cheese, bread, peanut butter, etc.) to administer medications?
Yes

Lists foods used to administer medication
What kind? Amount? How often?

Greenies Pill Pockets Canine Chicken Flavor 2.5 pockets 2 times per day

Regarding commercial diets (pet foods and treats not made in your home) your pet may have received
in the past, please select the following statement that is most accurate:
| have fed my pet other commercial diets in the past.

Please list all other commercial diets you are not currently feeding but have fed to your pet in the past.
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Food Approximate Dates Reason for discontinuing

CANIDAE Grain Free PURE Fields Small Breed i
Fresh Chicken Dog Food MnpE RS SRR

Elue Buffalo Blue Life Protection Formula Adult
small Breed Chicken & Brown Rice Recipe Dry MAY 2016 - NOV 201?

Dog Food
CANIDAE Grain Free PURE Fields Small Breed i B6 'dldn‘twant to eat this food
Fresh Chicken Dog Food BOM 2B L= e LY 'é'ﬁ'?"br prutestmg and runnmg away

Instinct Original Small Breed Grain Free Recipe
with Real Chicken Natural Dry Dog Food by DEC 2017 - APRIL 2018
MNature's Variety

2] SWItC-hE!d to Royal Canin Veterlnary
Diet Canine Early Cardiac recommended
by cardiologist

Hill's Prescription Diet Hypoallergenic Canine

Treats FEB 2017 - FED 2018

Home-cooked Diets

Is a home-cooked diet being requested? (Please note that this option is only available for phone orin-
person consults, not for consults directly with veterinarians.)
Yes

Does your pet have kidney disease?
MNo

Protein Sources

- Chicken
- Ground beef

- Egg
What is your pet's preferred protein?
Chicken

Carbohydrate Sources

. Barley
- Oats
- Rice

What is your pet's preferred carbohydrate ?
Rice
Medical Records & Test Results

Requested Items

- Complete blood count, biochemistry profile and urinalysis
- Additional relevant diagnostics (e.g., urine culture, T4, ultrasound reports)
. Last & months’ medical records or as appropriate (all consults)

Do you have any ofthe above in electronic format?
No

Would you like to upload and attach anything else to this form?
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- 03 CANIDAE-INGREDIENTS . jpg
- D7-BLUE-BUFFAL O-FRONT jpg

. 11-ROYAL-CANIN-EARLY-CARDIAC-BACK.|pg
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CANIDAE

PET FOOD MADE BY PET PEOPLE™

GRAIN FREE

LIMlTED |NGRED|ENT DIET

SMALL BREED

ADULT
WITH FRESH CHICKEN

MATURAL DOG FOOD
§ Al . fal
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CANIDAE

| PET FCHOOD MADE Br PET PECPLE

GRAIN FREE

PURE

ridge
LIMITED INGREDIENT DIET

8 key
INGREDIENTS

Fresh Chicken
Chicken Meal

Lentils
Peas o Govelan. g Sw#wmppuh,,."; sl I
i i CANIDAE®
Chicken Fat They ,,._:f.‘: ,WWMM wu% 'I
Sodr meks feord that made o
Chickpeas I Wwb‘:‘;mﬂwm Passion for maki |
Suncured Alfalfa S & JM’“‘M“’WM - I
Flaxseed

PLUS Matural Flavor, Visamins,
Minerals, and Probiofics Mix

A SIMPLE RECIPE MADE WITH FRESH CHICKEN AND WHOLE FOODS

FRESH CHICKEN WITH WHOLE FOODS SIMPLE RECIPE FOR
IS ALWAYS FIRST FOR GEMNTLE DIGESTION SENSITIVE DOGS
This limited ingredient diet is made

This recipe is mode with fresh chicken We use ingredients like leatils,
as the Frst ingredient for great taste peos, ond chickpeas in their whole with quality, sasily recognizable
your dog is sure bo love, form whenever possible. ingredients you con feel good obout,

THE CANIDAE® GUARAMTEE
1F you are nal complefely satding with this peoduet,
plecse resorn the unused porsan along with your sales receipt
8 the ploce of purchase fee o Wil relund o replacement.

GUARANTEED BY
CANIAE® Cosporation, Son lua Obipo, CA 938033510
00TV 1400 wrim LZ5A | O00-500.5 | P00 i SR
;Q -mngah-d Vadmmayk o CARIDAE® f.m-w
PEDAEY Conpoton M1 T AR 1 rrasrasd

HEALTHPLUS SOLUTIONS ETHOS PET NUTRITIOM
IN EVERY BITE® COMMITTED TO QUALITY
Probiotics added to svery hibble obe TCAMITNAE"y drarn Brammmsed, Temay
coaking o help suppar healihy digustien, fociing, Find ot more ebeout ETHOS
anticuidionty i help teppor o healthy immune and our commisment ko pets cnd
sy, andd omege S8 lomy ocids o help iheir people of conidos.com
wapport beouliful wkin ond coon ]
S e N pieas N

10N OURFAMILY | CANIDAE.COM B

-
comerwmiys | B3 3 &
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OUR NUTRITIOUS INGREDIENTS

Chicken, menhaden fish meal, peas, lentils, potatoes, dried whole
egg, chicken fat (preserved with mixed tocopherols), suncured alfalfa,
flaxseed, natural flavor, minerals (iron proteinate, zinc proteinate,
copper proteinate, ferrous sulfate, zinc sulfate, copper sulfate,
potassium iodide, manganese proteinate, manganous oxide,
manganese sulfate, sodium selenite), vitamins (vitamin E supplement,
thiamine mononitrate, ascorbic acid, vitamin A supplement, biotin,
niacin, calcium pantothenate, pyridoxine hydrochloride, vitamin B12
supplement, riboflavin, vitamin D3 supplement, folic acid), salt,
choline chloride, mixed tocopherols (a preservative), dried
enterococcus faecium fermentation product, dried lactobacillus
acidophilus fermentation product, dried lactobacillus casei
fermentation product, dried lactobacillus plantarum fermentation
product, dried trichoderma longibrachiatum fermentation extract

GUARANTEED ANALYSIS

Crude Protein 1 e O 30.00%
Crude Fat 1171, 1) 12.00%
Crude Fiber 111770 PRSP 4.00%
Moisture (377 ORISR 10.00%
Linoleic Acid (omega 6) 1 S — 3.00%
Vitamin E 117 PO RN 50.00 IU/kg
Alpha Linolenic Acid [omega 3)**  [min.)..ccccoovieiiienienen, 0.40%
Lactobacillus Acidophilus** (min.)......... 100 million CFU/Ib
Cellulase** (q) P L ansvstanuss 100 CMCU/kg

**Not recognized as an essential nuirient by the AAFCO Dog Food Nutrient Profiles

(a) One Carboxymethyl Cellulose Unit (CMCU) liberates one micromole of
reducing sugar (expressed as glucose equivalents) in one minute under the
conditions of the assay.

CALORIE CONTENT (Calculated)

ME (kcal /kg) 3,470 ME (kcal/Ib) 1,573
ME (keal/g)  3.47 ME (keal/cup) 520
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#"4 MNature's
Bg¥ Variety

Instinct

—— 7HE RAW BRAND —————

ORIGINAL

WITH THE PURE, REAL NUTRITI JF OM EVERY PIECE

»f SMALL BREED

GRAIN-FREE RECIPE
WITH REAL CHICKEN

CAGE-FREE CHICKEN il IS THE 1*" INGREDIENT

MADE IN THE USA NET WT:
A 4.01B (1.8 k)
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Instinct

— THE RAW DRAND ————

OUR FIRST FOUR
INGREDIENTS

'd
Ed
¥
W

DIGESTIVE &
LEAN MUSCLES IMMUMNE HEALTH

HEALTHY
JOINT HEALTH DD TERaMT

STROMG BONES
AND TEETH

OME MILLION MEALS
Vi DMK B Py DTl o ENST S Sl P D Fo™, TR AT I Al
Nt by

. 3
cah al Bl S 2 st Mecaine wiaet
R b .
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WITH ADDED VITAMINS, MINERALS & OTHER TRACE NUTRIENTS

WE'D LOVE TO HEAR FROM YOU! H
Cail 1-888-519-T387 of learn more al

momccmu‘rum} ; ) “
. feup 16994965818
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Invethamhkefnmﬂy !hedth&mhkefamﬂy

Mo chackeny poulury l; s-poduct IH.,,H: ‘iu Lo, wIMu i h,u e.iuin.mi plservanness « o atiicil Havars

rior Nutrition
» Protection

Life Protection Formula

with LifeSource sits

Vital Nutrients and Antioxidants for Your Dog's Health and Well:Being

nall Breed Chlcken and Brown Rlce Recipe
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| Love them like family. Feed them like family.

Lk v we Sk ol cim disgs. & Tty memben. (s et daes o eney soery magl, and e do ol wie can o bele 1 B oo, by and |
Fealoy s, That's wiy e Bke e e aeexiog the Fnest seusel ingrodiens Tor ey oee of our BUUE dog ook, Cur s bog pad s {
mrys el i prodiein iich, deboned Sivken, o laesh and we never gse oy chicken (o pouking by prodiet mosk

Whiery o e the pesear nuene aed antrienSan? s of oor sxclosne L TG e Dty o e speent neteim of the kot sl
e, v et B e mrd hidask diog femel ' the perient kool toe yout bary Sy me i

The Finest Natural Ingredients  Enhanced Supplementation
Enhanced with Vitamins and Minerals of LifeSource Bits

e i bets palual i (1 cormes 0 prvech o you dog e b BLLIES estfomad Lobi%ow o Bl e @ precse Diond of sl eoadir
i o e vl sl vl vy vl By, vy omie ol LA

by v bt il e ool sl of Brgle gy annd rultiacends. Lkou 1
ez, e grem, grides wegrindéo, ond funt TRUE BLUE wichik igeduens the o Luses \
e blr pRo M l s E ahvom e by aunpun
High- Praobein ith = e system health |
Dl o chboriad ek ; "
" « Life stage requirements
i moe, saterwevd angl berdey = Healfhy oxidaiive batence

Hialmry Cardon Voggios

Wl e, S LN DS, CaMlS el oo
Armtiovidand-Rich Frait

Hoadopmes aul pgnbes i

fed Libmane St ore ool foemed” e heip
r ey o v g ents by

e i (g e

L= wure A Bhoodh ol Hiefon ol i

BLUE Small Breed Adult Dog
Chicken & Brown Rice Recipe Benefits

Highegualty proten from Debored Ohiceen, plis Clueaswenira belos suppon pov function snd
Chrivlrn Menl reips Buld snd rairviee soeg msezinn,. osseal mobiily
Higher Encrgy Neoeds Healthy Skin & Coat
Incrased kel of protein and carbabpdeates help A cptienal balsece of Oreega ) B & Fatty Adds
et higher energy Mg uTrsmETS. hetpe pramote o shimy cost aed sl san

f t stem Health
Ui "sral boe” kbde i the oetec see for smadler Ewmontal tamine, cholaes minesalks amd impertent

s gl in shspad o hsip promete veetsr remossl mtizsidarts halp suopent the mmures wystem
il Chsarreiy

Inspired by Blue Himself Follow Us

Blus, ouir large bresd Riredile, is the good pal n .

who imspired us 10 develion BLUE. A firmdess

pursues of sqerels, Bloe dways enpoved sharrg

e yaed vt his famtr e Canme companes Pl us burthslo
Molky, Ermma & Zack,

For more informaficn on BLUE™ visit BlueBuffalo.com o call us ot 1.800.919.2833
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Ingredients .

Deboned Chicken, Chicken Meal, Brown Rice, Oatmeal, Barley, Menhaden Fish
Meal (source of Omega 3 Fatty Acids), Chicken Fal (preserved wilh Mixed
Tocopherols), Flaxseed (source of Omega 6 Fatty Acids), Natural Flavor, Pea
Starch, Dried Tomato Pomace, Peas, Pea Protein, Drie

Potassium Chionde, Dehydrated Alfalfa Meal, Potatoes, |

Fiber, Alfalfa Nutrient Concentrate, Calcium Carbona

Di-Methionine, Preserved with Mixed Tocopher

Garlic, Zinc Amino Ackd Chelate, Zinc Sulfate, Veget:

Sulfate, Vitamin E Supplement, Iron Amino

Cranberries, Barley Grass, Parsley, Turmeric,

Extract, Glucosamine Hydrochloride, Niagin (Vitan i thenate
(Vitamin B5), L-Carnitine, L-Ascorbyl-2-Polyphosp e of Witamin C),
I-Lysine, Copper Sulfate, Biolin (Vitamin B7), Vitar Copper
Amino Acid Chelate, Manganese Sulfate, Taurine, Manganese Amino Acid
Chelate, Thiamine Mononitrate (Vitamin Bi), Riboflavin (Vitamin B2), Vitamin
D3 Supplement, Vitamin 812 Supplement, Pyridoxine Hydrochls Vitamin
86}, Caloum lodate, Dried Yeast, Dned Enter faecium f ation
product, Dried Lactobacillus acidophilus fer tion product, Dried
Aspergillus niger fermentation extract, Dried Trichoderia long atum
fermentation extract, Dried Bacillus subtilis fermental (iract, Folic Acid
Vitamin B9), Sodium Selenite, Ol of Rosemary

Guaranteed Analysis
rude Protein ’ 26.0% min
udeFat 15.0% min

ude Fiber 4.0% max
HStuTe 10,605 max

Calcium 1.2%: min

Phasphoris 0.5% min

Jmega 3 Fatty Agds* 0.5% min

Omega 6 Fatty Atids® 3.0% min

w:mm‘ , 400 mg/kg min
ot recogniteed as an essential nutrient by

the AAFCO Dog Food Nutrient Profiles.

Nutrition Statement

BLUE Life Protection Formula Chicken and Brown R
Small Breed Adult Dogs is formulated to meet the
levels established by the AAFCO Dog Food Nu

for maintenance.
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A _easyopen / facile & ouvir / fécil de abiir

3

ROYAL CANIN

VETERINARY DIET

 NET T/ POIDS NET / PESO NET0: 7.7 b (35 kol
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INGREDIENTS: Brewers rice, chicken fat, chicken meal, fish meal, soy protein
isolate, natural flavors, powdered cellulose, potassium chloride, fish oil, L-arginine,
choline chloride, taurine, monosodium phosphate, L-carnitine, vitamins [DL-alpha
tocopherol acetate (source of vitamin E), L-ascorbyl-2-polyphosphate (source of
vitamin C), niacin supplement, biotin, riboflavin supplement, D-calcium
pantothenate, pyridoxine hydrochloride (vitamin B6), vitamin A acetate, thiamine
mononitrate (vitamin B1), folic acid, vitamin B12 supplement, vitamin D3
supplement], trace minerals (zinc oxide, ferrous sulfate, copper sulfate, manganous
oxide, calcium iodate, sodium selenite), rosemary extract, preserved with mixed
tocopherols and citric acid.
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Nutrition Client Diet History Form 7/21/18 w/ packaged foods snapshots

1 Vet Recommended croice For GIVING PILLS®

Fits most

Tablets
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Nutrition Client Diet History Form 7/21/18 w/ packaged foods snapshots
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Client:
Patient: B 6

BNP 3/28/19

Gender: MALE
Age: BY

CARDIOPET proBNP- CANINE

CARDIOPET proBNP i1y
- CANINE 1.6 ;

Comments:

0 - 900 pmoll HIGI

Date: 032772018
Requisition #; 14,
Accesion #

TUFTSUNIVERSITY

200 WESTBORO RD

NORTH GRAFTON, Massachusets (1336
508-339-5395

Account #58033

B6

Page

33/170
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Client:

B6

Patient:
Diet Hx 3/27/19
CARDIOLOGY DIET HISTORY FORM
P — Please answer the fullqy,v_jng guestions about vour pet
Pet's nams: ._ BG Dwner's name «i BG Today's date: B6

1. How would you assess your pel's appetite? (mark the point o the ling below that best represents your pel's appetite)
Exampig: Pooar i Excellent

Foor Excellent

1
|
L
2. Have you noliced & changs in your pet's appetite over the last 1-2 wesks? {check all that apply)

,ﬁgats aboulthe sameamount as ysual  DIEats less than usual {IEats more than usual
DSeems to prefer different fonds than-usual  T0ther

3. Over the last few weeks, has yourpet {check one)
HLostweight DGained weight taved about the same weight  EIDan't know

4. Please list below ALL pet foods, people Tood, breats; snack, dental chews, rawhides, and any other food llem that your pet
currently sats. Please include the brand, spesific product'and flavor so we know exactly whet you pet is sating.

Examples are shown i the fable - ploase provide enoligh delall thal we could go to the slore and buy the exact same food.

Food {include specific product and Aavor) Form Amount How often? | Fedsince
Mutro Grain Freg Chicken, Lentil & Sweel Polato Aduit dry 1 ¥cup Zxiday Jan 2018
85% fean hambirger microwaved 3oz Ixnfwedk Jan 2015
Pupperon original besf flavor treal b Tx/day Aug 2015
Rawhid freat & fnch twist 1x/wank Dee 2015

fg,‘ AN FER O fopid v 2805
fllls e Di¥ = CL T ke A .l Fro

dad.

*Any additional diet information can be listed en the back.of this shest

5 DDuyou give any dietary supplements to your pet (for exampler vitaming, glusosamine faity acids, or any other

subplements)? C¥es EiNo  1fyes, pleaselist which ones and give brands and amounis:
Brand/Conventration Arnauntper day
Tauring CYes LiNo
Camitine [iYes OiNo
Antioxidants HYes [No
Nittivitamin Dives [CNo
Fish oil Cyes o
Coenzyme Q10 Di¥es Do
Uiher {please sty
Example; Vitamin © Nature s Bounty 500 mg tablets <1 perday

8 How doyou administer pills to your pet?
&t do not give any medications
| puttherm directly In-my pet's mouth without food
Lput thery in my pet's dog/cat food
| put thers in 2 P Pocket o similar product
|

o
o
o
OH put them I foods (listfoods ).

Page 34/170
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Client:
Patient: B 6

T4 - 3/27/19

Tufts Cummings School Of Veterinary Medicine

m ’ 200 Westboro Road
g North Grafton, M4 01536

DUPLICATE
Name/DOB: B6
PatentID:i B6 i Sex: U
Phone number: Age: 8
Collection Date: 3/27/2019 12:55 PM Species: Canine
Approval date: 3/27/20193:15 PM Bread: Boxer

T4/Clin Path (Research)

ABLASOTTO JRR— . Ref. Range/-
T4/Tosch : B6 E 1.00-4.10 ug/dl
Samyple ID: ......... -B-S- ....... -: Reviewed by:

REPRINT: Onig, printing on 3/27/2019 (Final)
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Client:
Patient: !

Cbc/Chem 10/31/18

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A2

DUPLICATE
Name/DOB: | B8 | Provider i_______E_Q _______ :
PadentID:!__B6_ ! Sex: U Order Location: V320422: B arklev Fund Lipitor Study

Phone nusmiber: Age: 8 SampleID: i B6 |

Collection Date: 10/31/2018 10:45 AM Species: Canine T

Approval date:  10/31/2018 12:58 PM Bread: Boxer
CBC (Research) (Advia)
SMACHUNSK] Ref. Range/-
WBC (ADVIA) 440-1510 Kl
REC (Adwvia) 5.80-8.50 MuL
Hemoglobin (ADVIA) 133-205 g/dL
Hematocrit (Advia) 39-55 %
MCV (ADVIA) B6 64.577.5 fL
MCH (ADVIA) 21.3259pg
MCHC (ADVIA) H 319-343 g/dL
RDW (ADVIA) 11.9-152
Comments (Hematology) platelets’ 100x field (esimated count of 200.000-500,000/ul}
Microscopic Exam of Blood Smear (Advia)
SMACHUNSKL Ref. Rangef--
Seg Neuts (%) H 43-86 %
Lymphocytes (%) L T-47 %
Monocytes (%0) BG 1-15 %
Eosinophils (%4) 0-16 %
Seg Neutrophils (Abs) H 2.800-11.500 Kl
Advia
Lymphs (Abs) Adwvia L 1.00-4.80 K/l
Mono (Abs) Advia B6 0.10-150 KAl
Eosinophils (Abs) Advia 0.00-140 KL
WEBC Morphology
Acanthocytes B 6
Potkilocytosis
Research Chemistry Profile - Small Animal (Cobas)
TFRANK Ref. Range/-
Glucose 67-135 mg/dL
Urea §-30 mg/dL
Creatinine 0.6-2.0mg/dL
Phosphorus 2.6-7.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 18-30 mEqL
Total Protein 55-78 g/dL.
Albumin B6 2.8-4.0 g/dL
Globulins 23-42 g/dL
AJG Ratio 0.7-1.6
Sodium 140-150 mEq/L
Chloride 106-116 mEq/L
Potassium 3.7-54 mEq/L
tCO2(Bicarh) 14-28 mEq/L
AGAP 8.0-19.0
NAK 29-40
Sample [D: 181031004211 Reviewed by

This report contirmes. . (Final)

FDA-CVM-FOIA-2019-1704-007066



Client:

Patient: B 6

Cbc/Chem 10/31/18

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A .

DUPLICATE
Name/DOB B6 ) Provider |
PatientIDxi B6 Sex: U Order Location: V:
Phone number: Age: 8

Collection Date: 10/31/2018 10:45 AM
Approval date:  10/31/2018 12:58 PM

Species: Canine

Breed: Boxer

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

TFRAMNK Ref. Range/-
Total Bilirubin 0.10-0.30 mg/dL
Direct Bilirubin 0.00-0.10 mg/dL
Indirect Bilinubin 0.00-40.20 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 UL
ALT B 6 14-86 UL
AST 9-54 U/L
Creatine Kinass 22423 U/L
Cholesterol H 82-355 mg/dL.
Triglycerides 30-338 mg/dl
Amyiase 400-1250 U/L
Osmolality (calculated) L 291-315 mmol/L.
Comments (Chemistry)

REPRINT: Orig printing on 10/31,2018 (Final)

Reviewed by

Page 2
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Client:
Patient:

B6

Cbc/Chem 10/7/18

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A .

DUPLICATE
Name/DOB: ...B8 ; Provlde-r.i ----- B6 | :
PatientIT:i B6 i Sex:U Order Location: Foster Hospital for Small Animals
Phons mumber: Age: 8 SampleID- [ B6
Collection Date: 10/7/2018 10:31 AM Species: Canine
Approval date:  10/7/2018 4:14 PM Bread: Boxer
CBC, Comprehensive, Sm Animal
TFRAMNK Ref. Range/-
WBC (ADVIA) H 440-1510 Kl
REC (Adwvia) 5.80-8.50 MuL
Hemoglobin (ADVIA) 133-205 g/dL
Hematocrit (Advia) B 39-55 %
MCV (ADVIA) 6 64.5-77.5 fL
MCH (ADVIA) 21.3259pg
MCHC (ADVIA) 319-343 g/dL
RDW (ADVIA) 11.9-152
Platelet Count (Advia) L 173486 K/l
10/07/18 4:11 PM 6
Mean Platelet Volume E—"B-é-: 8§20-13201
(Advia) M-l i
10/07/18 1:18 PM B6
i =
Platelet Crit i B6 ! 0.129-0.403 %
10/07/18 1:18 PM B6
Reticulocyte Count (Advia) B6 0.20-1.60 %
Absolute Reticulocyte 14.7-113.7 Kl
Count (Advia)
Microscopic Exam of Blood Smear (Advia)
TERAMK Ref. Range/~
Seg Neuks (%) H 43-86%
Lymphocytes (o) I; 7-47%
Monocytes (%o) 1-15%
Eosinophils (%a) 0-16 %
Seg Neuwophils (Abs) H B 6 2.800-11.500 K/ul
Advia
Lymphs (Abs) Advia i 1.00-4.80 Kl
Mono (Abs) Advia 0.10-1.50 K/uL
Eosinophils (Abs) Advia 0.00-1.40 K/uL
Toxic Change
10/07/18 4:14 PM | B6 i
Acanthocytes
KemtocytesBlistar Cells B 6
Poikilocytosis
Sample [D: EL"."E-S_ ....... E Reviewed by
This report corfirwies. . ( Final)
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Client:
Patient:

B6

Cbc/Chem 10/7/18

A .

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

DUPLICATE
Name/DOB - | B6 Prcm-‘ide-r.E .___ i
PatientID:! _B6 | Sexx U Order Location: _Foster Hospi
Phons number: Age: 8 Sample ID: ;

Collection Date: 10/7/2018 10:31 AM
Approval date:  10/7/2018 4:14 PM

Species: Canine

Breed: Boxer

Chemistry Profile - Small Animal (Package) (Cobas)

TFRAMNK Ref. Range/-
Glucose 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0mg/dL
Phosphorus 2.6-7.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 18-30mEqL
Total Protein 55-7.8 g/dL
Albumin 28-40 gidL
Globulins 23-42 g/dL
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
CHloride 106-116 mEq/L
Potassium 37-54 mEqL
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NAK 20-40
Total Bilirubin 0.10-0.30 mg/dL
Direct Bilirubin 0.00-0.10 mg/dL
Indirect Bilinubin 0.00-0.20 mg/dL
Alkaline Phosphatase H 12-127 UL
GGT 0-10 U/L
ALT H 14-86 U/L
AST H 9-54 U/L
Creatine Kinase H 22422 UL
Cholesterol H 82-355 mg/dL
Triglycerides 30-338 mg/dl
Amylase 409-1250 U/LL
Osmolality (calenlated) 291-315 mmol/L

Sanple D B6

REPRINT: Utig printing

Pagc 39/170

Reviewed by
Page 2
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Client:
Patient: B 6

NOVA 10/6/18
ICU/Emergency & Critical Care
m Foster Hospital for Small Animals, TCSVM
200 Westboro Rd
North Grafion, MA 01336
DUPLICATE
Name/DOB: | B6 i
PatientID: | B6_! Sex U

Phone number: Age 8 i

Collection Date: 10/6/2018 1:30 AM Species: Canine T '

Approval date:  10/6/2018 1:38 AM Bread: Boxer

Nova Full Panel-ICU

10/06/18 1:58 AM X (502%)
RGREEMWAY Ref Range/--
pH L 7.337-7 467
pCO2 36.0-44.0 mmHg
pO2 L 50.0-100.0 mmHg
502% 1B, 04.0-100.0 %
Het (POC) 38-48 %%
Hb (POC) 12.6-16.0 g/dL
Sodiuvm (POC) 140.0-154.0 mmol/L
K (POC) 3.6-4.8 mmol/L
C1(POC) 109-120 mmol/L
Ca (ionized) 1.17-1.38 mmol/L
Mg, (lonized) (POC) H 0.1-0.4 mmol/L
Glucose (POC) I. 80-120 mg/dL
Lactate 7 B6 0.0-2.0 mmolL
BUN (POC) 12.0-28 0 mg/dL
Creat (POC) H 0.2-2.1 mg/dL
TCO2 (POC) mmol/L
nCa mmol/L
nMg mmol/L
Gap mmol/L
CalMg mol/mol
BEecf mmol/L
BEb mmol/L
HCO3 L 18.0-24.0 mmol/L
A mmHg
NOVA Sample Source P
FiQ2 | B6 jfdomair) Y
Sample [D: B6 E Reviewed by
REPRINT: Uilg printing on 10,/6/2018 (Final)

Page 40/170
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Client:
Patient:

B6
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Client:
Patient: B 6

ECG from cardio

! B6 i i B6 s9:39:52 am Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

[’agc 42/170
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Client:
Patient:

B6

ECG from cardio

i
19:39:52 AM Page 2 of 2

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page
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Client:
Patient:

B6

ECG from cardio

19:40:00 BM Page 1 of 2

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

44/170
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Client:
Patient: B 6

ECG from cardio

i B6 i i B6 19:40:00 M Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

[’agc 45/170
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Client:
Palt?:nt: B 6

ECG from cardio

i
i B6 is:40:52 am Page 1 of 2
Tufts University

Tufts Cummings School of Vet Med
Cardiology

[’agc 46/170
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Client:
Palt?:nt: B 6

ECG from cardio

i B6 ; i B6  i9:40:52 aM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 47/170
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Client:
Palt?:nt: B 6

ECG from cardio

i B6 ; i B6 i9:40:52 aM Page 1 of 2
Tufts University

Tufts Cummings School of Vet Med
Cardiology

[’agc 4%/170
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Client:
Patient: B 6

ECG from cardio

mimimimimimimememmemememamy ey .
i B6 ! i B6 £9:40:52 AM Page 2 of 2
- Tufts University

Tufts Cummings School of Vet Med
Cardiology

[’agc 49/170
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Client:
Patient: B 6

ECG from cardio

Tufts University
Tufts Cummings School of Vet Med
Cardiology

[’agc 50/170
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Naotification; B6
1/23/2019 11:40:21 PM
Wellness Core Ocean Grain Free Protein-Rich Nutrition:: B6 -

EON-377321

2061666-report.pdf; 2061666-attachments.zip

A PFR Report has been received and PFR Event [EON-377321] has been created in the EON System.

A "PDF" report by name "2061666-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 "2001666-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-377321

ICSR #: 2061666

EON Title: PFR Event created for Wellness Core Ocean Grain Free Protein-Rich Nutrition; 2061666

AE Date 02/15/2015 Number Fed/Exposed | 2
Best By Date 10/24/2019 Number Reacted 2
Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed Retriever - Golden
Age 7 Years
District Involved | PFR{ B6 DO

Product information

Individual Case Safety Report Number: 2061666
Product Group: Pet Food
Product Name: Wellness Core Ocean Grain Free Protein-Rich Nutrition

Description: Began feeding Wellness CORE Ocean Dry Kibble Feb. 2015 as main source of nutrition, fed 1 cup
2x per day. Submitted Whole Blood sample to UC Davis Amino Acid Lab for Taurine Testing 6/26/2018. Lab

the 250 minimum range for a Golden Retriever Dog. Per Dr. Stern's order continue feedling this food and
supplement each daily meal with taurine rich foods for 3 months then ReTest. Supplemented kibble with 1/2cup

FDA-CVM-FOIA-2019-1704-007129



pan fried Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. ReTested Whole Blood
Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24/2018 Lab Result Whole Blood Taurine

Retriever Dogs.

Submission Type: Initial

Report Type: Both

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Wellness Core Ocean Grain Free Protein-Rich Nutrition | 1228J22 10/24/2019

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-377321

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=394330

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

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

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

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

FDA-CVM-FOIA-2019-1704-007130



you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-377321
2061666

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-23 18:29:48 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started
Date of Recovery
Outcome to Date

. Began feeding Wellness CORE Ocean Dry Kibble Feb 2015 as main source of

 Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is
BEL OW the 250 minimum range for a Golden Retriever Dog. Per Dr. Stemn's
order continue feedling this food and supplement each daily meal with taurine rich
 foods for 3 months then Relest Supplemented kibble with 1/2cup pan fried
Ground Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months.
Relested Whole Blood Taurine Level Qctober 24 2018 sent to UG Davis Amino

_Acid Lab 10/24/2018 | ab Result Whole Blood Talirine Results: B6 {improvement

..... Loy,

of ‘BG putting him within the "normal range Dr. Stern has identified for Golden
Retfiever Dogs.

: 02/15/2015
: 10/24/2018
: Better/Improved/Recovering

Product Information: Product Name: .
Product Type

Lot Number

UPC

Package Type:

Package Size
Purchase Date

Number Purchased:

Possess Unopened

Product:

Possess Opened

Product:

Storage Conditions
Product Use

Information:

FOUO- For Official Use Only

 Wellness Core Ocean Grain Free Protein-Rich Nutrition
: Pet Food
: Lot Number: 1228422
Expiration Date: 10/24/2019
: 076344884132
BAG
: 12 Pound
: 01/04/2019
1
No

Yes

: Bag has a ziplock freshness seal which was opened and resealed after each use.
Fed 1cu

Description: p kibble soaked in warm water 2x per day to

Last Exposure 01/04/2019

Date:

Time Interval
between Product
Use and Adverse

Event:

3 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Yes
Abate After

Product Stop:

Product Use No

Started Again:
Perceived

Definitely related

FDA-CVM-FOIA-2019-1704-007132



Relatedness to
Adverse Event:
Other Foods or Yes

Products Given

to the Animal

During This Time

Period:
Manufacturer
IDistributor Information:

Purchase L ocation Name: Petco
Information: Address: i._._._._._._._._._._.é __________ E
United States
Animal Information: Name: " 'B6 |

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Male
Reproductive Status: Neutered
Weight: 73 Pound
Age: 7 Years

Assessment of Prior Good
Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information:

Healthcare Professional Practice Name: B6 i

Information: : fn
Phone:é BG

Contact: Name:

Address:

"United §tates

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 06/26/2018

Permissionto VYes
Release Records
to FDA:

Sender Information: Name:

Address: |

United States

Contact: phone: ' BG

Email: |
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-007133



Preferred Method Of
Reported to Other

Additional Documents:
Attachment:
Description

Type
Attachment:

Description

Attachment:

Sender:
Contact:

Parties: Store/Place of Purchase

Ei)ct201 82ndTaurineResults 23928 .jpg. pdf

: Taurine Retest Lab Report after 3 months of adding Taurine Rich Foods to
existing kibble which was causing the problem.

: Laboratory Report

: First Taurine Results, Per Dr. Stern: "Those taurine levels are ok. | would prefer
to see over 250. My recommendation would be either diet change and retest
after 3 months or add in taurine rich ingredients and retest in 3 months. "

Type: Laboratory Report

DrStern Lab Taurine RecommendationsAug2018. pdf

Description: Aug 2018 Letter from Dr. Joshua Stern DVM Cardiologist explaining the Taurine
Deficeincy results specifically to Golden Retriever owners with the correct range
that Golden Retriever dogs are to be in.

Type: Letter

FOUO- For Official Use Only
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Report Details - EON-377324
2061667

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-23 18:59:19 EST
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started:
Date of Recovery:

Concurrent Medical

Problem:
Outcome to Date:

Product Information: Product Name:

Produi:t Typei
Lot Number:

UPC:

Package Type:
Package Size:
Purchase Date:
Number Purchased:

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

FOUO- For Official Use Only

. Began feeding Wellness CORE Ocean Dry Kibble Jan 2017 as main source of

 Taurine Results which per Dr. Joshua Stern UC Davis DVM Cardiologist is barely

above the 250 minimum range for a Golden Retriever Dog Per Dr. Slern's order
continue feedling this food and supplement each daily meal with taurine rich foods

for 3 months then Relest Supplemented kibble with 1/2¢cup pan fried Ground

Sirloin, 1 Hardboiled Eggs and 3 Greek 2% Yogurt for 3months. ReTested Whole
Blood Taurine Level October 24, 2018 sent to UC Davis Amino Acid Lab. 10/24

/2018 Lab Result Whole Blood Taurine Results! B (improvement ofi Bé: putting

Iy i fyme et

him within the 'normal’ range Dr. Stern has identitied for Golden Retriever Dogs.
01/02/2017

10/24/2018

No

Better/Improved/Recovering

Wellness Core Ocean Grain Free Protein-Rich Nutrition
Pet Food

Lot Number:  1228J22
Expiration Date: 10/24/2019

076344884132

BAG

12 Pound

12/04/2018

1

No

Yes

Bag has a ziplock freshness seal which was opened and resealed after each use.

Fed 1.5 cups kibble soaked in warm water 2x per day toi B6 ;

Description:

Last Exposure 01/04/2019
Date:

Time Interval 2 Years
between Product
Use and Adverse

Event:

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

Adverse Event Yes
Abate After
Product Stop:

Product Use No

Started Again:

Perceived Definitely related

1
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Animal Information:

Relatedness to
Adverse Event:

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

Manufacturer Name: ~ ,  WellPet

IDistributor Information:

Type(s): Manufacturer
Address: 200 Ames Pond Drive

Tewksbury

Massachusetts

01876

United States

Contact: Phone: 1-800-225-0904

Web http://wellnesspetfood.com/contact-us
Address:

Possess One or Yes
More | abels from
This Product:

Purchase Location Name: Petco

Information: Addicss: | ........................................... E

W
oy

United States

Name: : B6 ;
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Male
Reproductive Status: Neutered

Weight: 65 Pound

Age: B6
Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information:
Healthcare Professional practice Name: | B6 :
Information: : : Ll ;

Contact: Name:
Phone:é B 6

Email:

Address: B 6

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: 06/26/2018

Permissionto Yes
Release Records
to FDA:
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Sender Information: Name:

Reporter Wants to
Permission To Contact
Preferred Method Of

Reported to Other

Additional Documents:
Attachment:
Description

Type
Attachment:
Description

Attachment:

Address:

Contact:

Parties:

Type:

Description:

Type:

United States

Phone:

B6

Email:

No

Remain Anonymous:

Yes

Sender;

Email

Contact:

Store/Place of Purchase
Other

: First Taurine Results Lab Report June 2018
: Laboratory Report

: 2nd Lab Results for Taurine from UC Davis Vet Amimno Acid Lab

Laboratory Report

DrStern Lab Taurine RecommendationsAug2018. pdf

higher than BGE My recommendation would be either diet change & retest after 3
months or addin taurine rich ingredients & retest in 3 months.”

Letter

Per email from Dr. Stern:"Those taurine levels are just ok. | would prefer to see it

FOUO- For Official Use Only
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Foster Hospital for Small Animals

E U m m | n g S 55 Willard Street
' ) North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client: Patient: | B6 !
Address: B 6 Breed: Doberman Pinscher Species: Canine
DOB: E_-_-_-_-B-_é_-_-_-j Sex: Male

Home Phone
Work Phone: B 6

Cell Phone:

Referring Information

B6

Client: B 6

Patient:

Initial Complaint:
Emergency

SOAPText] B6  19:28PM-| B6

Subjective

NEW VISIT (ER)
Doctor:i____ B 1
Presenting complaint:: B6

HISTORY:

Page 1/50
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Client: B 6

Patient:

SOAP approved (DVM to sign):: B6 i

Initial Complaint:
Emergency

SOAPText | BE  4:46PM -

L

Subjective
NEW VISIT (ER)

Doctor:! B6_

Student; B6

Page 2/50
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Client: B 6

Patient:

Presenting complaint: Suspect CHF
Referral visit? Yes

Diagnostics completed prior to visit: 3 view CXR (in e-mail)

HISTORY:

Signalment: 3yo MI Doberman Pinscher

Current history: Presenting today for suspect CHF after visiting rDVM earlier today - according to O, 3 view CXR's

showed evidence of pleural effusion. They were referred to Tufts at this time. O reports that i 8.t began coughing

last Thursday!

B6

ASSESSMENT:

Al: Increased respiratory rate and effort r/o: congestive heart failure (DCM vs other) vs pneumonia

A2: Tachycardic r/o: CHF vs stress

A3: Suspect acral lick dermatitis/granulomas on distal limbs

PLAN:

P1. NOVA
P2. TFAST
P3. 02 Cage

Page 3/50
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Client:
Palt?:nt: B 6

B6

new diet

Dlagnostlcs com pIeted

TFAST. B- I|nes, pleural effusion

Diagnostics pending:
CBC/Chem associated with DCM diet trial study

Client communication: strongly suspect heart failure secondary to DCM. discussed hospitalization in O2 to get under
control. discussed diet study with them. lifelong medications, asked about cardiology consultation.

Deposit & estimate statusi_ B6 i

Resuscitation code (if admitting to ICU): red

SOAP approved (DVM to sign) B6 dvm

Addendum:

Starting at 2:32am, P started having atrial fibrillation >200bpm on telemetry, consistent with auscultation and pulse
deficits on physical examination. P clinically well despite cardiac rhythm. rate slowed down for a period of time until

re-starting >200bpm at 3:17am where it was sustained. At 4am started 45mg regular (not ER)E B6 PO as.

Converted to NSR at 6:30 am and discontinued further dilt tx pending cardiology assessment.

History:
4y/o M Doberman Pinscher presented yesterday to the Tufts ER for suspect CHF after visiting rDVM-3 view ICXR._s. ....... .

i Be |

gettlng comfortable while laying down.

Overnight: BE iat ~5:30PM. Starting at 2:32am, P
started having atrial fibrillation >200bpm on telemetry, consistent with auscultation and puIse deficits on physical

at 3:17am where it was sustained. At 4am started 45mg regular (not ER‘ B6 O g8. Converted td BG 1t 6:30 am

and discontinued furthei BG X pending cardiology assessment. oo

Subjective:
T: 100.4 (Aural)
HR: 120

Page 4/50
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Client: B 6

Patient:

RR: 16, sleeping, no increased effort
Wt: 60kg
MM: pink/moist, CRT<2
Mentation: QAR, woke up from sleeping
Hydration: Overhydrated

Overall impression since arrival or since last exam: Stable to improve since presentation. The RR and RE improved

overnight and.....Bé.....appears more comfortable this morning. He had new onset atrial fibrillation and converted back

to sinus rhythm which is quite unusual but is still in sinus rhythm this morning.
Appetite: No interest in food since arrival

Diet History: Canidae All Life Stages dry food (grain free) - has been eating this for 1.5 - 2 years.

Objective:

Diagnostics:
2/25/19:

Assessments

Al: CHF secondary to DCM r/o diet related vs. genetic

A2: Atrial fibrillation secondary Al

A4: Granulomatous lesions on distal limbs: secondary to suspected acral lick dermatitis

Plan

Page 5/50
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Client: B 6

Patient:

P: Echocardiogram
P: Repeat blood chemistry

U U O

P: Holter monitoring

P: Consider repeat radiographs tomorrow 2/27/19
P: Transition to Cardio safe diet TGH

Resuscitation code (if admitting to ICU): red

SOAP completed by:i BS i
SOAP reviewed by:! B6 i

Addendum: added 400m B6 PO BID at 12PM and B6 mg PO BID

SOAP Text Feb 27 2019 7:48AM - B6 i
History:

. showed evidence of pulmonary edema/pleural effusion. O reports thatl__B8 _ibegan coughing last Thursdai B6

B6 ) was unsure of name/dose of

getting comfortable while laying down.

-2/25/19 (overnight) P given B6 at ~5:30PM. Starting at
2:32am, P started having atrial fibrillation >200bpm on telemetry, consistent with auscultation and pulse deficits on
physical examination. P clinically well despite cardiac rhythm. Rate slowed down for a period of time until re-starting
>200bpm at 3:17am where it was sustained. At 4am started 45mg regular (not ER; B@ PO g8. Converted ta B6

at 6:30 am and discontinued further: B6 ix pending cardiology assessment.

-2/26/19 (overnight): P remained stable overnight, converted to sinus rhythm ~11PM. No interest in food overnight,
eager to drink water when bowl placed in front of him.

Subjective:
T:100.6 (Aural)

HR: 124

RR: 16, sleeping, no increased effort

Wt: 60kg

MM: pink/moist, CRT<2
Mentation: QAR, woke up from sleeping
Hydration: Euhydrated
Overall impression since arrival or since last exam: Stable to improved since presentation. The RR and RE have
remained stable since removed from oxygen. No atrial fibrillation since 11PM and normal sinus rhythm this morning.
Appetite: No interest in food since arrival
Diet History: Canidae All Life Stages dry food (grain free) - has been eating this for 1.5 - 2 years.

Objective:

B6

Page 6/50
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Client:
Patient: B 6

Diagnostics:
2/25/19:

Assessments

Al: CHF secondary to DCM r/o diet related vs. genetic

A2: Atrial fibrillation secondary Al

A4: Granulomatous lesions on distal limbs: secondary to suspected acral lick dermatitis

Plan
: Repeat blood chemistry

P
P
P
P:
P:
P:
P: Holter monitoring

P: Repeat radiographs today 2/27/19
P: Transition to Cardio safe diet TGH

Resuscitation code (if admitting to ICU): red

SOAP completed byi B6 i
SOAP reviewed by:

Page 7/50
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Client:
Palt?:nt: B 6

Disposition/Recommendations

Page &/50
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Client:
Patient:

B6

Page 9/50
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Client:
Patient:

B6

Cummina

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: b B6 ; Patient: B6

Veterinarian: Species:  [Canine

Patient ID: . _B6___ Breed: Doberman Pinscher

Visit ID: Sex: Male

Lab Results Report e Bo

None . B6 _ 12:19:34 AM Accession ID: | B6 !

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

Anaplasma (4dx) 0-0

Ehrlichia (4dx) 0-0

Heartworm (4DX) - FHSA B 6 0-0

Lyme (4dx)* 0-0

None 2/25/2019 4:52:25 PM Accession ID:i B6 |

|Test IResults IReference Range IUnits

SO2% 94 - 100 %

HCT (POC) 38-48 %

HB (POC) 12.6- 16 g/dL

NA (POC) 140 - 154 mmol/L,

K (POC) 36-48 mmol/L,

CL(POC) 109 - 120 mmol/L,

CA (ionized) 1.17-1.38 mmol/L

MG (POC) B6 01-04 mmol/L,

GLUCOSE (POC) 80 - 120 mg/dL

LACTATE 0-2 mmol/L

BUN (POC) 12-28 mg/dL

CREAT (POC) 0.2 = 2.1 mg/dL

TCO2 (POC) 0-0 mmol/L

nCA 0-0 mmol/L

nMG 0-0 mmol/L
- 10/50 |_B6_| L...BE

stringsoft Printed Wednesday, February 27, 2019
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Client:

B6

Patient:

GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEect 0-0 mmol/L,
BEDb 0-0 mmol/L,
A 0-0 mmlIg
NOVA SAMPLE 0-0
Fi02 B 6 0-0 %
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
PH 7.337 - 7.467
pPCO2 36-44 mmHg
PO2 80 - 100 mmHg
HCO3 18-24 mmol/L
None 2/25/2019 4:59:11 PM Accession ID:i B6
|Test IResults IReference Range IUnits
TS (FOSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
None 2/26/2019 9:37:18 AM Accession ID:!  B6 _
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS 26-172 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-738 g/dL.
ALBUMIN 28-4 g/dL.
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM B 6 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/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
None 2/26/2019 10:10:37 AM

- 11/50 ...B6_] i __.Be

stringso Printed Wednesday, February 27, 2019
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Client:

B6

Patient: !
|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV #* B6 0-0 %
TS (FHSA) 0-0 g/dl
None 2/27/2019 10:46:18 AM Accession ID:! _B6
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS 26-172 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-178 g/dL.
ALBUMIN 28-4 g/dL.
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE B 6 106 - 116 mEq/L
86 Result(s) verified
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,

None 2/27/2019 10:46:09 AM Accession IDLBG
|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
None 2/27/2019 11:17:25 AM Accession ID: | B6 |
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS BG 26-172 mg/dL
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN 55-78 g/dL.
" 12/50 ..B6 | ...B6
stringso Printed Wednesday, February 27, 2019
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Client:

B6

Patient:
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-16
SODIUM 140 - 150 mEqg/L
CHLORIDE 106 - 116 mEqg/L
87 Result(s) verified
POTASSIUM 37-54 mEq/L
tCO2 (BICARB) 14 -28 mEq/L
AGAP 8-19
NA/K B 6 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
R 13/50 ..B6 | _..B6 |
stringsof Printed Wednesday, February 27, 2019
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Client: i

Patient:

B6

CBC/Chem - 2/25/2019

A 2

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

DUPLICATE
Name/DOB B6 Provider. | - i
Patient ID); Sex: M Order Location:? B6_ i Investigation into
Phons number: Age: 3 Sample ID: 1902250140

Collection Date: 2/25/2019 6:09 PM
2{25/20

5/2
Approval date:  2/25/2

197:13 PM

Species: Canine

Breed: Doberman Pinscher

CBC, Comprehensive, Sm Animal (Research)

SMACHUNSK]

WEC (ADVIA)

RBC (Advia)
Hemoglobin (ADVIA)
Hematocrit (Advia)
MCV (ADVIA)

MCH (ADVIA)
CHCM

MCHC (ADVIA)
RDW (ADVIA)
Flatelet Count (Advia)

B6

Ref. RangeMales
440-1510 Kl
5.80-8.50 MuL
13.3-20.5 g/dL
39-55 %
64.5-77.5fL
21.3250pg

319-343 gidL
11.9-152
173486 K/l

02/25/1% 6:51 PM

Mean Platelet Volume

(Advia)

02/25/19 6:28 DM
Platelet Crit

02/25/19 6:28 PM
PDW

Reticulocyte Count (Advia)
Absolute Reticulocyte
Count (Adwvia)

CHr

MCVr

B6

£29-1320 4

B6

0.129-0.403 %

Platelet Crit is inwvalid when clumped plateleta are present.

Interpretation of PLiCt is unclear in species cother than canines.

B6

Microscopic Exam of Blood Smear (Advia)

SMACHUNSHK
Seg Neuts (%)
Lymphocytes (%a)
Monocytes (%)
Nucleated REC

B6

02/25/19 6:28 PM

0.20-1.60 %
14.7-113.7 Kl

Ref. RangeMale:
43-86%

T-47 %

1-15%

0-1 100 WBC

B6

Seg Neufrophils (Abs)
Adwia

Lymphs (Abs) Advia
Mono (Abs) Adwvia
WEC Morphology

Polychromasia

Research Chemistry Profile - Small Animal (Cobas)

Sample [D: 19022301401
This report confirmes. .. (Final)

Page

14/50

2.800-11.500 KAl

1.00-4.80 K/l
0.10-1.50 K/ul

Reviewed by
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Client:

Patient: B 6

CBC/Chem - 2/25/2019

A 2

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road

North Grafton, MA (1336

DUPLICATE
Name/DOB: B 6 Provider. _ B6 i
Patient IT: Sex M Order Location:1 B6 #: Investigation into
Phone mumber: Age 3 Sample ID: 1902250140
Collection Date: 2/25/2019 6:09 PM Species: Canine
Approval date:  2/25/20197:13 PM Bread: Doberman Pinscher

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

SMACHUMNSK]
Glucose

Urea

Creatinine
Phosphorus
Calcium 2
Magnesium 2+
Total Protein
Albumin
Globulins

A/G Ratio
Sodium
Chloride
Potassium
tCO2(Bicarh)
AGAP

NAK

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglycerides
Amviase
Osmplality (calculated)

Sample [D: 19022301402

B6

REPRINT: Orig printing on 2/25/2019 (Final)

Page 15/50

Ref. RangeMales
67-135 mg/dL
8-30 mg/dL
0.6-2.0mg/dL
2.6-71.2 mg/dL
9.4-11.3 mg/dL
18-30mEqL
55-78 gidL
2840 g/dl
23-42 gidL
0.7-1.6

140-150 mEq/L
106-116 mEg/L
37-54 mEqL
14-28 mEq/L
8.0-19.0

20-40

0.10-0.30 mg/dL
12-127 U/L
0-10 U/L

14-86 U/L

9-54 U/L

22422 U/L
82-355 mg/dL
30-338 mg/dl
400-1250 U/L
291-315 mmol/L

Eeviewed by
Page 2
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Client: B 6

Patient:
IDEXX BNP - 2/25/2019

IDEXK Reforence Labrastories

IDEXX VetConnect  1-885-433-9987

Client: N B6 Date: 02/ 25/2018 TUFTSUNIVERSITY

Patient: Requisition #; 14 Y 200 WESTBORO RD

Species CANINE Accession i NORTH GRAFTON, Massachusetts (1336
Breed: DOBERMAN_PINSCH Ordered by 508-339-5395

Gender: MALE

Age:3Y Accounf _ B6_ i

CARDIOPET proBNP- CANINE

CARDIOPET proBNP | e | .
. i 0- |/
i, .BG 0 - 900 pmokl HIGH B6

Comments:
1

Page 16/50
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Client: B 6

Patient:

Vitals Results

10:00:27 PM

B 6 10:00:29 PM

10:00:30 PM

2/25/2019 4:46:45 PM
2/25/2019 4:46:46 PM
2/25/2019 4:46:47 PM
2/25/2019 4:58:34 PM

2/25/2019 5:23:00 PM
2/25/2019 6:19:31 PM
2/25/2019 6:19:38 PM
2/25/2019 7:34:46 PM
2/25/2019 8:11:13 PM
2/25/2019 8:11:35 PM
2/25/2019 8:11:36 PM
2/25/2019 8:11:47 PM
2/25/2019 8:36:39 PM
2/25/2019 8:36:47 PM
2/25/2019 9:31:47 PM
2/25/2019 9:32:00 PM
2/25/2019 9:32:13 PM

2/25/2019 9:32:14 PM
2/25/2019 9:32:36 PM
2/25/2019 9:40:39 PM
2/25/2019 9:40:47 PM
2/25/2019 10:49:51 PM
2/25/2019 10:49:52 PM
2/25/2019 10:50:28 PM
2/25/2019 10:50:37 PM
2/25/2019 10:50:47 PM
2/25/2019 11:37:53 PM
2/25/2019 11:37:54 PM
2/25/2019 11:38:31 PM
2/25/2019 11:38:38 PM
2/26/2019 12:48:55 AM
2/26/2019 12:49:03 AM
2/26/2019 12:49:20 AM
2/26/2019 12:49:21 AM
2/26/2019 1:04:45 AM
2/26/2019 1:04:55 AM

Heart Rate (/min)
Temperature ()
Weight (kg)
Heart Rate (/min)
Temperature (F)
Respiratory Rate

Lasix treatment note

Lasix treatment note
Fi02 (%)
Respiratory Rate
Amount eaten
Fi02 (%)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
FiO2 (%)
Respiratory Rate
Fi02 (%)
Eliminations
Cardiac rhythm

Heart Rate (/min)
Respiratory Rate
Lasix treatment note
Catheter Assessment
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
FiO2 (%)
Eliminations
Cardiac rhythm
Heart Rate (/min)
Fi02 (%)
Respiratory Rate
Fi02 (%)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Lasix treatment note

Catheter Assessment

Page 17/50
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Client:
Patient: B 6

Vitals Results

2/26/2019 1:21:13 AM
2/26/2019 1:21:57 AM
2/26/2019 1:22:08 AM
2/26/2019 1:22:09 AM
2/26/2019 1:23:39 AM
2/26/2019 1:23:48 AM
2/26/2019 2:19:46 AM
2/26/2019 2:19:47 AM
2/26/2019 2:21:02 AM
2/26/2019 2:21:09 AM
2/26/2019 3:27:16 AM
2/26/2019 3:27:34 AM
2/26/2019 3:27:35 AM
2/26/2019 3:27:56 AM
2/26/2019 3:52:05 AM
2/26/2019 4:34:17 AM
2/26/2019 4:34:34 AM
2/26/2019 4:34:35 AM
2/26/2019 4:34:54 AM
2/26/2019 5:23:41 AM
2/26/2019 5:25:58 AM
2/26/2019 5:26:39 AM
2/26/2019 5:26:47 AM
2/26/2019 5:27:00 AM
2/26/2019 5:27:30 AM
2/26/2019 5:28:36 AM
2/26/2019 5:28:37 AM
2/26/2019 6:33:22 AM
2/26/2019 6:33:31 AM
2/26/2019 6:33:32 AM
2/26/2019 6:33:44 AM
2/26/2019 6:58:26 AM
2/26/2019 6:58:41 AM
2/26/2019 7:05:37 AM
2/26/2019 7:06:38 AM
2/26/2019 7:06:39 AM
2/26/2019 7:10:40 AM
2/26/2019 9:07:00 AM
2/26/2019 9:07:01 AM
2/26/2019 9:07:59 AM
2/26/2019 9:08:42 AM

Eliminations
Eliminations
Cardiac rhythm
Heart Rate (/min)
Fi02 (%)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Fi02 (%)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Fi02 (%)
Eliminations
Fi02 (%)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Lasix treatment note
Amount eaten
Fi02 (%)
Catheter Assessment
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
FiO2 (%)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Fi02 (%)
Respiratory Rate
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Temperature (F)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Fi02 (%)
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Client: B 6

Patient:

Vitals Results

2/26/2019 9:35:51 AM

2/26/2019 9:36:07 AM
2/26/2019 9:36:23 AM
2/26/2019 9:36:40 AM
2/26/2019 10:08:22 AM
2/26/2019 10:08:23 AM
2/26/2019 10:36:31 AM

2/26/2019 10:36:58 AM
2/26/2019 11:09:05 AM
2/26/2019 11:09:06 AM
2/26/2019 11:09:54 AM
2/26/2019 11:10:13 AM
2/26/2019 12:19:00 PM
2/26/2019 12:19:01 PM
2/26/2019 12:19:17 PM
2/26/2019 1:05:19 PM
2/26/2019 1:05:20 PM
2/26/2019 1:05:29 PM
2/26/2019 1:15:27 PM
2/26/2019 1:41:39 PM
2/26/2019 1:41:52 PM
2/26/2019 1:42:48 PM
2/26/2019 1:56:11 PM
2/26/2019 1:56:12 PM
2/26/2019 1:56:29 PM
2/26/2019 2:47:23 PM
2/26/2019 2:47:35 PM
2/26/2019 2:47:36 PM
2/26/2019 2:47:58 PM
2/26/2019 3:38:55 PM
2/26/2019 3:39:03 PM

2/26/2019 3:39:04 PM
2/26/2019 3:40:32 PM
2/26/2019 4:08:34 PM
2/26/2019 4:56:17 PM
2/26/2019 4:56:18 PM
2/26/2019 4:56:29 PM
2/26/2019 5:07:18 PM

Lasix treatment note

Catheter Assessment
Respiratory Rate
Fi02 (%)

Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm

Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Fi02 (%)

Fi02 (%)
Cardiac rhythm
Heart Rate (/min)
Fi02 (%)
Cardiac rhythm
Heart Rate (/min)
Fi02 (%)
Respiratory Rate
Fi02 (%)
Catheter Assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Eliminations
Fi02 (%)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Fi02 (%)
Cardiac rhythm

Heart Rate (/min)
Respiratory Rate
Lasix treatment note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate

Catheter Assessment
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Client: B 6

Patient:

Vitals Results

2/26/2019 5:28:28 PM

2/26/2019 5:28:29 PM
2/26/2019 5:28:53 PM
2/26/2019 5:29:10 PM
2/26/2019 5:36:02 PM
2/26/2019 7:03:18 PM
2/26/2019 7:03:19 PM
2/26/2019 7:03:59 PM
2/26/2019 7:28:32 PM
2/26/2019 7:28:33 PM
2/26/2019 7:28:47 PM
2/26/2019 8:40:39 PM
2/26/2019 8:40:40 PM
2/26/2019 8:41:22 PM
2/26/2019 9:25:13 PM
2/26/2019 9:25:14 PM
2/26/2019 9:25:24 PM
2/26/2019 9:25:35 PM
2/26/2019 10:54:11 PM
2/26/2019 10:54:12 PM
2/26/2019 10:55:00 PM
2/26/2019 11:37:22 PM
2/26/2019 11:37:23 PM
2/26/2019 11:37:58 PM
2/26/2019 11:52:29 PM
2/27/2019 12:36:51 AM
2/27/2019 12:36:52 AM
2/27/2019 12:37:38 AM
2/27/2019 1:11:31 AM
2/27/2019 1:16:20 AM
2/27/2019 1:16:29 AM
2/27/2019 1:35:41 AM
2/27/2019 1:35:42 AM
2/27/2019 2:57:22 AM
2/27/2019 2:58:12 AM
2/27/2019 2:58:13 AM
2/27/2019 3:52:42 AM
2/27/2019 3:52:43 AM
2/27/2019 3:52:55 AM
2/27/2019 4:50:20 AM

Cardiac rhythm

Heart Rate (/min)
Amount eaten
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/fmin)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Catheter Assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Lasix treatment note
Cardiac rhythm
Heart Rate (/fmin)
Respiratory Rate
Catheter Assessment
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
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Client:
Patient: B 6

Vitals Results

2/27/2019 4:50:21 AM
2/27/2019 4:50:35 AM
2/27/2019 5:48:38 AM
2/27/2019 5:48:57 AM
2/27/2019 5:49:04 AM
2/27/2019 5:49:11 AM
2/27/2019 5:49:12 AM
2/27/2019 5:49:50 AM
2/27/2019 6:32:36 AM
2/27/2019 6:32:37 AM
2/27/2019 6:32:47 AM
2/27/2019 6:33:46 AM
2/27/2019 7:17:14 AM
2/27/2019 7:17:15 AM
2/27/2019 7:18:38 AM
2/27/2019 7:40:44 AM

2/27/2019 9:08:24 AM
2/27/2019 9:08:25 AM
2/27/2019 9:08:38 AM
2/27/2019 9:09:00 AM
2/27/2019 9:19:53 AM
2/27/2019 10:15:37 AM
2/27/2019 10:15:38 AM
2/27/2019 10:16:40 AM
2/27/2019 11:06:38 AM
2/27/2019 11:06:39 AM
2/27/2019 11:24:58 AM
2/27/2019 11:51:00 AM
2/27/2019 11:51:01 AM
2/27/2019 11:51:54 AM
2/27/2019 12:30:30 PM
2/27/2019 1:18:22 PM
2/27/2019 1:18:23 PM
2/27/2019 1:18:32 PM
2/27/2019 1:22:54 PM
2/27/2019 1:23:50 PM

Heart Rate (/min)
Respiratory Rate
Catheter Assessment
Amount eaten
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate

Lasix treatment note

Cardiac rhythm
Heart Rate (/min)
Eliminations
Catheter Assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations

Catheter Assessment
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Client:
Patient:

B6

Telemetry ECG

Page 22/50

FDA-CVM-FOIA-2019-1704-007188



Client:
Patient:

B6

Telemetry ECG
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Client:
Palt?:nt: B 6

Telemetry ECG
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Client:
Patient: i B 6

Telemetry ECG
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Client:
Patient: B6

ECG from Cardio
B6 2/26/2019 10:22:22 aM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology
10 _Laad.s " b 1.R1
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Client: |
Patient: B6

ECG from Cardio

2/26/2019 10:22:22 AM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology
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Client:
Patient:

B6

ECG from Cardio

2/26/2019 10:25:49 M

Tufts University
Tufts Cummings School of Vet Med
Cardiology
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Client:

B6

Patient:
ECG from Cardio
i 2/26/2019 10:26:06 AM
’ Tufts University
Tufts Cummings School of Vet Med
Cardiology
12 Lead: _Stapdard Placemenk
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Client:
Patient:

B6

rDVM CXR - 2/25/2019
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Client: B 6

Patient:

rDVM CXR - 2/25/2019
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Client: B 6

Patient

Patient History
9:01 PM UserForm
{0:00 PM Vitals
10:00 PM Vitals
10:00 PM Vitals
10:35 PM UserForm
10:44 PM Treatment
11:39 PM Purchase
11:59 PM Treatment
B 6 12:04 AM Treatment
12:41 AM Prescription
12:41 AM Prescription
12:53 AM Purchase
1:00 AM Treatment
6:06 AM UserForm
6:15 AM Email
{1:30 AM Deleted Reason
1:39 PM Appointment
02/12/2019 07:47 AM Appointment
02/25/2019 04:46 PM Vitals
02/25/2019 04:46 PM Vitals
02/25/2019 04:46 PM Vitals
02/25/2019 04:46 PM Vitals
02/25/2019 04:49 PM UserForm
02/25/2019 04:51 PM Purchase
02/25/2019 04:56 PM Purchase
02/25/2019 04:56 PM Purchase
02/25/2019 04:56 PM Purchase
02/25/2019 04:58 PM Vitals
02/25/2019 04:58 PM Purchase
02/25/2019 04:59 PM Labwork
02/25/2019 05:11 PM Treatment
02/25/2019 05:19 PM Vitals
02/25/2019 05:19 PM Vitals
02/25/2019 05:23 PM Vitals
02/25/2019 05:23 PM Vitals
02/25/2019 05:23 PM Purchase
02/25/2019 05:47 PM UserForm
02/25/2019 06:01 PM Treatment
02/25/2019 06:13 PM Prescription

Page
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Client:
Patient: B 6

Patient History

02/25/2019 06:19 PM
02/25/2019 06:19 PM
02/25/2019 06:19 PM

02/25/2019 06:19 PM
02/25/2019 06:19 PM
02/25/2019 06:19 PM
02/25/2019 06:33 PM
02/25/2019 06:33 PM
02/25/201907:34 PM

02/25/201907:34 PM
02/25/201907:34 PM
02/25/201907:35 PM

02/25/201908:11 PM

02/25/201908:11 PM
02/25/201908:11 PM

02/25/201908:11 PM
02/25/201908:11 PM
02/25/201908:11 PM
02/25/201908:11 PM
02/25/2019 08:36 PM

02/25/2019 08:36 PM
02/25/2019 08:36 PM
02/25/2019 08:36 PM
02/25/201909:31 PM

02/25/2019 09:31 PM
02/25/2019 09:32 PM
02/25/2019 09:32 PM
02/25/2019 09:32 PM

02/25/2019 09:32 PM

02/25/2019 09:32 PM
02/25/2019 09:32 PM
02/25/2019 09:32 PM
02/25/2019 09:33 PM
02/25/2019 09:40 PM

02/25/2019 09:40 PM
02/25/2019 09:40 PM
02/25/2019 09:40 PM
02/25/2019 10:49 PM

02/25/2019 10:49 PM
02/25/2019 10:49 PM

Purchase
Purchase
Treatment

Vitals
Treatment
Vitals
Purchase
Purchase
Treatment

Vitals
Vitals
Treatment

Treatment

Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals

Vitals
Treatment
Vitals
Treatment
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals

Page
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Client: B 6

Patient:

Patient History

02/25/2019 10:50 PM
02/25/2019 10:50 PM
02/25/2019 10:50 PM

02/25/2019 10:50 PM
02/25/2019 10:50 PM
02/25/201911:37 PM

02/25/201911:37 PM
02/25/201911:37 PM
02/25/201911:38 PM

02/25/201911:38 PM
02/25/201911:38 PM
02/25/201911:38 PM
02/26/2019 12:48 AM

02/26/2019 12:48 AM
02/26/2019 12:49 AM
02/26/2019 12:49 AM
02/26/2019 12:49 AM

02/26/2019 12:49 AM
02/26/2019 12:49 AM
02/26/2019 01:00 AM
02/26/201901:04 AM

02/26/2019 01:04 AM

02/26/201901:04 AM
02/26/2019 01:04 AM
02/26/2019 01:04 AM
02/26/201901:21 AM
02/26/201901:21 AM
02/26/201901:21 AM
02/26/201901:22 AM

02/26/201901:22 AM
02/26/201901:22 AM
02/26/201901:23 AM

02/26/201901:23 AM
02/26/201901:23 AM
02/26/201901:23 AM
02/26/2019 02:19 AM

02/26/2019 02:19 AM
02/26/201902:19 AM
02/26/2019 02:21 AM

02/26/2019 02:21 AM

Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Treatment

Treatment

Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
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Client:
Patient: B 6

Patient History

02/26/2019 02:21 AM
02/26/2019 02:21 AM
02/26/2019 03:27 AM
02/26/2019 03:27 AM
02/26/2019 03:27 AM

02/26/2019 03:27 AM
02/26/2019 03:27 AM
02/26/2019 03:27 AM

02/26/2019 03:27 AM
02/26/2019 03:52 AM
02/26/2019 03:58 AM
02/26/2019 04.04 AM
02/26/2019 04:34 AM

02/26/2019 04:34 AM
02/26/2019 04:34 AM

02/26/2019 04:34 AM
02/26/2019 04:34 AM
02/26/2019 04:34 AM
02/26/2019 04:34 AM
02/26/2019 05:18 AM
02/26/2019 05:23 AM

02/26/2019 05:23 AM
02/26/2019 05:25 AM

02/26/2019 05:25 AM
02/26/2019 05:26 AM

02/26/2019 05:26 AM
02/26/2019 05:26 AM
02/26/2019 05:26 AM
02/26/2019 05:27 AM
02/26/2019 05:27 AM
02/26/2019 05:27 AM
02/26/2019 05:27 AM
02/26/2019 05:28 AM

02/26/2019 05:28 AM
02/26/2019 05:28 AM
02/26/2019 06:01 AM
02/26/2019 06:33 AM

02/26/2019 06:33 AM
02/26/2019 06:33 AM

02/26/2019 06:33 AM
02/26/2019 06:33 AM

Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Prescription
Treatment
Treatment

Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Treatment

Vitals
Treatment

Vitals
Treatment

Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Purchase
Treatment

Vitals
Treatment

Vitals
Vitals
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Client: B 6

Patient:
Patient History
02/26/2019 06:33 AM Treatment
02/26/2019 06:33 AM Vitals
02/26/2019 06:58 AM Treatment
02/26/2019 06:58 AM Vitals
02/26/2019 06:58 AM Treatment
02/26/2019 06:58 AM Vitals
02/26/2019 07:05 AM Vitals
02/26/2019 07:06 AM Treatment
02/26/2019 07:06 AM Vitals
02/26/2019 07:06 AM Vitals
02/26/2019 07:10 AM Vitals
02/26/201907:13 AM Treatment
02/26/2019 08:26 AM UserForm
02/26/2019 09:07 AM Treatment
02/26/2019 09:07 AM Vitals
02/26/2019 09:07 AM Vitals
02/26/2019 09:07 AM Treatment
02/26/2019 09:07 AM Vitals
02/26/2019 09:08 AM Treatment
02/26/2019 09:08 AM Vitals
02/26/2019 09:08 AM Treatment
02/26/2019 09:35 AM Treatment
02/26/2019 09:35 AM Vitals
02/26/2019 09:36 AM Treatment
02/26/2019 09:36 AM Vitals
02/26/2019 09:36 AM Treatment
02/26/2019 09:36 AM Vitals
02/26/2019 09:36 AM Treatment
02/26/2019 09:36 AM Vitals
02/26/2019 09:37 AM Purchase
02/26/2019 10:05 AM Treatment
02/26/2019 10:08 AM Treatment
02/26/2019 10:08 AM Vitals
02/26/2019 10:08 AM Vitals
02/26/2019 10:14 AM Labwork
02/26/2019 10:27 AM Purchase
02/26/2019 10:36 AM Vitals
02/26/2019 10:36 AM Vitals

Page
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Client: B 6

Patient:

Patient History

02/26/2019 11:.01 AM
02/26/2019 11:09 AM

02/26/2019 11:09 AM
02/26/2019 11:09 AM
02/26/2019 11:09 AM

02/26/2019 11:09 AM
02/26/2019 11:10 AM

02/26/2019 11:10 AM
02/26/2019 11:31 AM
02/26/2019 11:31 AM
02/26/2019 11:35 AM

02/26/2019 12:19 PM

02/26/2019 12:19 PM
02/26/2019 12:19 PM
02/26/2019 12:19 PM

02/26/2019 12:19 PM
02/26/201901:05 PM

02/26/201901:05 PM
02/26/201901:05 PM
02/26/201901:05 PM

02/26/201901:05 PM
02/26/201901:15 PM
02/26/201901:41 PM

02/26/201901:41 PM
02/26/201901:41 PM
02/26/201901:41 PM
02/26/201901:41 PM
02/26/201901:42 PM
02/26/201901:42 PM
02/26/2019 01:56 PM

02/26/201901:56 PM
02/26/201901:56 PM
02/26/2019 01:56 PM
02/26/201901:56 PM
02/26/2019 02:47 PM

02/26/2019 02:47 PM
02/26/2019 02:47 PM

02/26/2019 02:47 PM
02/26/2019 02:47 PM

Prescription
Treatment

Vitals
Vitals
Treatment

Vitals
Treatment

Vitals
Purchase
Purchase
Treatment

Treatment

Vitals
Vitals
Treatment

Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment

Vitals
Vitals

Page
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Client: B 6

Patient:
Patient History
02/26/2019 02:47 PM Treatment
02/26/2019 02:47 PM Vitals
02/26/2019 03:38 PM Treatment
02/26/2019 03:38 PM Vitals
02/26/2019 03:39 PM Treatment
02/26/2019 03:39 PM Vitals
02/26/2019 03:39 PM Vitals
02/26/2019 03:40 PM Treatment
02/26/2019 03:40 PM Vitals
02/26/2019 04:08 PM Treatment
02/26/2019 04:08 PM Vitals
02/26/2019 04:56 PM Treatment
02/26/2019 04:56 PM Vitals
02/26/2019 04:56 PM Vitals
02/26/2019 04:56 PM Treatment
02/26/2019 04:56 PM Vitals
02/26/2019 05:07 PM Treatment
02/26/2019 05:07 PM Vitals
02/26/2019 05:07 PM Treatment
02/26/2019 05:28 PM Treatment
02/26/2019 05:28 PM Treatment
02/26/2019 05:28 PM Treatment
02/26/2019 05:28 PM Vitals
02/26/2019 05:28 PM Vitals
02/26/2019 05:28 PM Treatment
02/26/2019 05:28 PM Vitals
02/26/2019 05:29 PM Treatment
02/26/2019 05:29 PM Vitals
02/26/2019 05:36 PM Treatment
02/26/2019 05:36 PM Vitals
02/26/2019 06:03 PM Purchase
02/26/2019 06:03 PM Purchase
02/26/2019 06:39 PM Prescription
02/26/2019 07:03 PM Treatment
02/26/2019 07:03 PM Vitals
02/26/2019 07:03 PM Vitals
02/26/2019 07:03 PM Treatment
02/26/2019 07:03 PM Vitals
02/26/2019 07:28 PM Treatment

Page
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Client: B 6

Patient:

Patient History

02/26/2019 07:28 PM Vitals
02/26/2019 07:28 PM Vitals
02/26/2019 07:28 PM Treatment
02/26/2019 07:28 PM Vitals
02/26/2019 07:50 PM Treatment
02/26/2019 08:40 PM Treatment
02/26/2019 08:40 PM Vitals
02/26/2019 08:40 PM Vitals
02/26/2019 08:41 PM Treatment
02/26/2019 08:41 PM Vitals
02/26/2019 09:25 PM Treatment
02/26/2019 09:25 PM Vitals
02/26/2019 09:25 PM Vitals
02/26/2019 09:25 PM Treatment
02/26/2019 09:25 PM Vitals
02/26/2019 09:25 PM Treatment
02/26/2019 09:25 PM Treatment
02/26/2019 09:25 PM Vitals
02/26/2019 09:28 PM Treatment
02/26/2019 10:54 PM Treatment
02/26/2019 10:54 PM Vitals
02/26/2019 10:54 PM Vitals
02/26/2019 10:55 PM Treatment
02/26/2019 10:55 PM Vitals
02/26/2019 11:37 PM Treatment
02/26/2019 11:37 PM Vitals
02/26/2019 11:37 PM Vitals
02/26/2019 11:37 PM Treatment
02/26/2019 11:37 PM Vitals
02/26/2019 11:52 PM Treatment
02/26/2019 11:52 PM Vitals
02/27/2019 12:36 AM Treatment
02/27/2019 12:36 AM Vitals
02/27/2019 12:36 AM Vitals
02/27/2019 12:37 AM Treatment
02/27/2019 12:37 AM Vitals
02/27/201901:11 AM Treatment
02/27/201901:11 AM Vitals
02/27/201901:11 AM Treatment
02/27/201901:16 AM Treatment
02/27/201901:16 AM Treatment
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Client: B 6

Patient:

Patient History

02/27/201901:16 AM
02/27/201901:16 AM
02/27/201901:16 AM
02/27/201901:35 AM

02/27/201901:35 AM
02/27/201901:35 AM
02/27/2019 02:57 AM
02/27/2019 02:57 AM
02/27/2019 02:58 AM

02/27/2019 02:58 AM
02/27/2019 02:58 AM
02/27/2019 03:52 AM

02/27/201903:52 AM
02/27/2019 03:52 AM
02/27/2019 03:52 AM
02/27/2019 03:52 AM
02/27/2019 04:50 AM

02/27/2019 04:50 AM
02/27/2019 04:50 AM
02/27/2019 04:50 AM
02/27/2019 04:50 AM
02/27/2019 05:48 AM

02/27/2019 05:48 AM
02/27/2019 05:48 AM
02/27/2019 05:48 AM
02/27/2019 05:48 AM

02/27/2019 05:48 AM
02/27/2019 05:49 AM
02/27/2019 05:49 AM
02/27/2019 05:49 AM

02/27/2019 05:49 AM
02/27/2019 05:49 AM
02/27/2019 05:49 AM
02/27/2019 05:49 AM
02/27/2019 06:01 AM
02/27/2019 06:32 AM

02/27/2019 06:32 AM
02/27/2019 06:32 AM
02/27/2019 06:32 AM
02/27/2019 06:32 AM
02/27/2019 06:33 AM
02/27/201907:17 AM

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Treatment
Treatment
Vitals

Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Purchase
Treatment

Vitals
Vitals
Treatment
Vitals
Vitals
Treatment
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Client:
Patient: B 6

Patient History

02/27/201907:17 AM
02/27/201907:17 AM
02/27/201907:18 AM
02/27/201907:18 AM
02/27/2019 07:40 AM

02/27/2019 07:40 AM

02/27/2019 07:40 AM

02/27/201907:41 AM

02/27/2019 09:08 AM

02/27/2019 09:08 AM
02/27/2019 09:08 AM
02/27/2019 09:08 AM
02/27/2019 09:08 AM
02/27/2019 09:09 AM
02/27/2019 09:09 AM
02/27/2019 09:19 AM
02/27/2019 09:19 AM
02/27/2019 09:49 AM
02/27/2019 10:12 AM

02/27/2019 10:15 AM

02/27/2019 10:15 AM
02/27/2019 10:15 AM
02/27/2019 10:16 AM
02/27/2019 10:16 AM
02/27/2019 10:26 AM
02/27/2019 10:26 AM
02/27/2019 10:46 AM
02/27/2019 10:46 AM
02/27/2019 10:51 AM

02/27/2019 11:.06 AM

02/27/2019 11:06 AM
02/27/2019 11:.06 AM
02/27/201911:17 AM
02/27/201911:17 AM

02/27/2019 11:24 AM
02/27/2019 11:24 AM
02/27/2019 11:51 AM

02/27/2019 11:51 AM
02/27/2019 11:51 AM
02/27/2019 11:51 AM

Vitals
Vitals
Treatment
Vitals
Treatment

Treatment

Vitals

Treatment

Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Purchase
UserForm

Treatment

Vitals
Vitals
Treatment
Vitals
Purchase
Treatment
Purchase
Labwork
Treatment

Treatment

Vitals
Vitals
Purchase
Treatment

Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
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Clien B 6

Patier

Patient History

02/27/2019 11:51 AM
02/27/2019 12:30 PM
02/27/201901:18 PM

02/27/201901:18 PM
02/27/201901:18 PM
02/27/201901:18 PM
02/27/201901:18 PM
02/27/201901:22 PM
02/27/201901:22 PM
02/27/201901:23 PM
02/27/201901:23 PM
02/27/201901:23 PM

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
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Cummings e

Veterinary Medical Center e
AT TUFTS UNIVERSITY mmdm
B6 _B6 |,

B6
Dear| " BE
{""B6__was seen at Tulls" ER for B6 Please see attached dischamge instructions for more

H you have any questions, or moncems, please contad: us at 508-887-4088.

Thank you,

B6

FDA-CVM-FOIA-2019-1704-007213



Lummings T

1 - ‘ Te kephon: [S08) 8385395
\eterinary Medical Center Fox w791
AT TUFTS UNIVERSITY Refermring Vet Direct Line  S0B-B87-1988
Notice of Patient Admit

il i Case Moz 56

Refesvimg Docdor- |86 3

ﬁ::—t:::e: BG

I

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

Your patient presented o our BEmergency service. Flease malke note of the following information to facktale
commaEscation with our team

The atieading docior is B6 i
The reason for adm ission o e FHSA §s: DOM, (HF

H you have any questions reqandng this patiodlar case, please call 508-887-4988 tn reach the Canboloqy Service
Information is updated dady, by noon

Thank you for your refermal tn oor BEmermency Semvice.
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Lummings o

Veterinary Medical Center e

AT TUFTS UNIVERSITY .

B6

Canine Doberman Pinscher Bladk
B 6 . B6

Today'sdate: 2/26/2019
Dear! B6

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

Your patient | B6 vas admitted and is being cared for by the Cardiology Service.

M icin stable condition

M is still in the oxypen cage

[ s critically ill

[ might be discharged from the hospital today

Today's treatment s noude:
M bloodwork planned /pending
M edchocardiography -
- DCM with active CHF rfo breed related v diet related.
[ cardiac catheter procedure planned
[ ongping treatment for CHF
[ ongping trestment for thrombosis
[ ongping treatment for arhythmia

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

Please call {508} BB7-4696 before S5pm or email us at cardiowehiiHutts edu if you have any questions.
Thank you!

Attending Clinician: B6
Faculty Chinician: | B6

FDA-CVM-FOIA-2019-1704-007215



Senior student:
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Foster Hospital for Small Animals

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

ANl Records s

Client: Patienté B6

Address: Breed: IP1tBull Species: Canine
DOB: | B6 | Sex:  Male

(Neutered)

Referring Information

B6

Client: B 6
Patient:

Initial Complaint:

Scanned Record

Initial Complaint:
Cardiology New - will be here at 1:30 PM

SOAP Text Jan 32019 1:03PM B6

Disposition/Recommendations

Page 1/53
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Client:
Patient:

B6

Page

2/53
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Client: B 6
Patient

Foster Hospital for Small Animals

B e
IJI.I IT' ”] | H g}_’i 55 Willard Street

.I ; R, North Grafton, MA 01536
LS o kol Vai
'IJEIE‘.Iﬁi]H' =|‘E£1|LLE-| '.EELI' (508) 839-5395
AT TUNRE BNl EETY
Client: Patient: BG
Veterinarias Species:  |Canine
Patient I[D: Breed: Pit Bull
Visit ID: Sex: Male (Neutered)
Age: B6 rcars Old
Lab Results Report 2
Accession 1D:
| Test IResults IReference Range IUnitS

- 3/53 B6

Printed Tuesday, January 15, 2019

Page 3/53
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Client: B 6

Patienti i
B6 History 9/2018-12/29/18
INVOICE
ca B6
Uule Pat oty Ml ropees Fragsp Cimddmi] Rl Poes

Page 4/53
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Client: B 6

Patient:

B6 History 9/2018-12/29/18

Page 5/53
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Client': B 6
Patieﬂf

B6 History 9/2018-12/29/18

Page 6/53
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Client:i B 6
Patienti

B6 History 9/2018-12/29/18

INVOICE

Page 7/53
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Client: B 6

Patient:

B6 History 9/2018-12/29/18

Fatusent Srpi

Page 8&/53
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Client:
Patient: B 6

B6 H History 9/2018-12/29/18
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Client: B 6

Patient

B6 Med 3/17/18 3 year Rabies Cert

,Page 10/53
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Client:
Patient

B6

diet history 1/3/19

CARDOLDEY ENET siSTORY FODaM

B6

Y=l 1|

| ey prrwrer o dn e rom o sRa Sr e _mba o,

B6

il [T

Page 11/53

FDA-CVM-FOIA-2019-1704-007380



Client:
Patient

B6

diet history 1/3/19

Page

12/53
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Client:
Patient:

B6

B6

10spital records

Page

13/53
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Client:
Patient::

B6

B6

lospital records

Page

14/53
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Client:
Patient:

B6

B6

t hospital records

Page

15/53
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Client:
Patient:

B6

B6

Jospital records

Page

16/33
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Client:
Patient:

B6

B6

{ hospital records

Page

17/53
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Client:
Patienti

B6

B6

hospital records

Page

18/53
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Client: B 6

Patient:
. B 6 hospital records

Page 19/53
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Client:
Patient:

B6

B6

hospital records
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Client:
Patient;

B6

B6

hospital records
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Client:
Patient:

B6

B6

hospital records

Page 22/53
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B6 Ehospital records

Page  23/5

FDA-CVM-FOIA-2019-1704-007392



Client: B 6

Patient

B6 hospital records
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Client;
Patient:

B6

B6

hospital records

Pape

25/

i

)
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Client: B 6

Patient:i

B 6 t hospital records

Page 26/53
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Client:
Patient

B6

B6

hospital records
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Client:
Patient

B6

B6

hospital records

Pape

28/33
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Client:
Patient

B6

B6

hospital records
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Client:
Paltei::rtlt: B 6

IDEXX BNP - 1/3/2019

Page 30/53
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Client: B
Patient 6

CBC/CHEM - 1/3/2019

Vafts Cummings B bl T Y efvrinary Modiciae
W o Raiad
= %d e =% Crpfm =15 00

ot A

Page 31/53
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Client:i B 6
Patienl‘;

CBC/CHEM - 1/3/2019

e R |

Vafts Cummings B bl T Y efvrinary Modiciae
2 W o Rauld
=8 Crplfom [HlE TT

Famgia T TEF[EIELIR

el DR T T

Page 32/53
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Client:
Patient:

B6

Diet history 1/3/19

CARSHOLOEY BHET Wi ol FORE
Phimsy snvemr B lewng curSsng misef e |

B6

i
Nl

B6

Page 33/53
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Client:
Patient:

B6

Diet history 1/3/19

Page 34/53

FDA-CVM-FOIA-2019-1704-007403



Client: B 6

Patient:i

Lab Results IDEXX Leptospirosis Panel (MAT) 1/4/19

Page 35/53
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Client: B 6

Patient:

B6 hospital UA results- 1/7/19
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Client: B 6

Patient:
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Client: B 6

IDEXX Chemistry 1/8/19

e e

B6

L e
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Client; B 6
Patient

IDEXX Chemistry 1/8/19

,Page 39/53
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Client:
Patient:

B6

Taurine Panel send out 1/3/2019

;ﬁ;m el ﬁmd :Lahm:at@w ?mmpm &Ahﬁ‘nm w& &‘m‘m

......... TR EIRTRR

T

o'\ Wi

SeenHE tiee Papen

Tt T

Taurinm Resilie.lsb ue et

Vol Wﬁm‘ S

Wies Hios

Comprewiniadan

B6

e il e

Moermi Farge

Page

40/53
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Client: B 6

Patient:

Vitals Results

1/3/2019 1:44:42 PM
1/3/2019 1:44:49 PM

Patient History

Weight (kg)
Heart Rate (/min)

33.4000
110.0000

01/02/2019 12:50 PM

01/03/201901:06 PM
01/03/201901:16 PM
01/03/201901:44 PM
01/03/201901:44 PM
01/03/2019 03:07 PM

01/03/2019 03:09 PM
01/03/2019 03:10 PM

01/03/201903:25 PM
01/03/2019 03:25 PM
01/03/2019 03:33 PM
01/03/2019 03:33 PM
01/03/2019 03:38 PM
01/03/2019 03:47 PM
01/03/2019 04.08 PM

01/04/2019 06:18 PM

Appointment

UserForm
Treatment
Vitals

Vitals

Deleted Reason

Purchase
UserForm

Purchase
Purchase
Prescription
Prescription
Prescription
Purchase
Appointment

Purchase

Page

41/53
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Lummings S

Veterary et Cente S
Cemcharpe s nctions

B6

B6

Stustoed B6
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ENROULED IN DCM STUDY
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Lummings S

Veterinary Medical Center pe T
AT TUFTE UNIVERSITY gy e st b

B6 B6

H yom buwre ary qperiyme, o oo, pheaer confond os o SO L 4T
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B6 e —
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Client:
Patient:

B6

RDVM

B6

hospital records

Page 26/95
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Client:
Patient:

B6

RDVN

B6

hospital records
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Client: B 6

Patient:
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Client: B 6

Patient: b oo

RDVM B6 hospital records
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IDEXX BNP - 1/3/2019
[DEXX Reference Laboratosies -Clierﬁ.é BG :
IDEXX VetConnect 1-888-433-9987
Client? B6 Date: 01032012 TUFTS UNIVERSITY
Patien Requisition #: $36237 _ _ 200 WESTBORO RD
Speciess CANINE Accesion B6 i NORTH GRAFTON, Massachusets (1536
Breed: AMERICAN_PIT_BU Ordered by_ ! 508-339-5395
Gender: MALE NEUTERED
Age: 0Y Account #88533

CARDIOPET proBNP- CANINE

CARDIOPET proBMP reemimimimicimcieey

i ! 0- E :
CANINE i B6 i 900 pmall IIll:,IIi BG

Page 30/95

FDA-CVM-FOIA-2019-1704-007457



Client:
Patient

B6

CBC/CHEM - 1/3/2019

A 2

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

DUPLICATE
Name/DOB Prowi der: __________________________ T
Patient IT B 6 Sex: CM Order Location” V37
Phons number: Age 7 Sample ID: 1901030138

Collection Daté: 1/3/20193:35 PM

Approval date:  1/4/2010 10:42 AM

Species: Canine
Breed: Pit Bull

CBC, Comprehensive, Sm Animal (Research)

DNOYES
WBC (ADVIA)
REC (Adwvia)
Hemoglobin (ADVIA;
Hematocrit (Advia)
MCV (ADVIA)
MCH (ADVIA)
MCHC (ADVIA)
RDW (ADVIA)
Platelet Count (Advia
01/03/1% 5:49

Mean Platelet Vol
(Advia)
01/03/19 4:20

Platelet Cnt
01/03/1% 4:20

Reticulocyte Count (4
Absolute Reticulocyts
Count (Adwvia)

Ref. RangeMales
440-1510 Kl
5.80-8.50 MuL
13.3-20.5 g/dL
39-55 %
64.5-77.5fL
21.3259pg
319-343 g/dL.
11.0-15.2
173486 Kl

820-1320 1

0.129-0.403 %

0.20-1.60 %
14.7-113.7 KAl

Microscopic Exam of Blood Smear (Advia)

DNOYES

Seg Neuts (%)
Lvmphocyvtes (%)
Monocytes (%)
Eosinophils (%)

Seg Neuirophils (Abs)
Adwvia

Lymphs (Abs) Adwvia
Mono (Abs) Adwvia
Eosinophils (Abs) Advia
WEC Morphology
REC Morphology

H

kb

B6

Research Chemistry Profile - Small Animal (Cobas)

ABLASOTTO
Glucose
Urea
Creatinine
Phosphorus

Sample [D: 19010301381
This report confirmes... {Final)

[=xlias!

B6

Page 31/95

Ref RangeMales
43-86 %

T-47 %

1-15 %

0-16%
2.80-11.50 KAl

1.00-4.80 E/ul
0.10-1.50 Kl
0.00-1.40 Kl

Ref. Range/Males
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-7.2mg/dL

Eeviewed by

FDA-CVM-FOIA-2019-1704-007458



Client: B 6

Patient:

CBC/CHEM - 1/3/2019

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A 2

DUPLICATE
Name/DOB B6 Provider E_ _________ B6 E
Patient I Sex: CM Order Location: V320559: Investigation info
Phons number: Age 7 Sample ID: 1901030138

Collection Date: 1/3/2019 3:35 PM
Approval date:  1/4/2010 10:42 AM

Species: Canine
Breed: Pit Bull

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

ABLASOTTO Ref. RangeMales
Calcium 2 H 0.4-11 3mg/dL
Magnesium 2+ L 1.8-3.0 mEg/L
Total Protein 55-78 g/dL
Albumin 2.8-40 g/dL
Globulins 23-42 gidL
A/G Ratio 0.7-1.6
Sodium H 140-150 mEq/L
CHloride 106-116 mEq/L
Potassium 3.7-54 mEqL
tCO2(Bicarb) 14-28 mEq/L
AGAP H 8.0-19.0
NAK 29-40
Total Bilirubin (0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 UL
ALT H 14-86 U/L
AST 0-34 UL
Creatine Kinase 22422 U/L
Cholesterol 82-355 mg/dL
Triglveerides 30-338 mg/dl
Amyiase 409-1250 U/L
Osmolality (calculated) H 291-315 mmol/L

Sample [D: 19010301382
END OF REPORT (Final)
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Client:

Patient: B 6

Diet history 1/3/19

CARDIOLOGY DIET HISTORY FORM

Owner's name

Pet's namaé B 6

B6

\

Please answer the following questions about your pet

Today's date: | { i ’ 19

1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)
| Excellent

Example: Poor.

Poor

Excellent

1
]

2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
: OEats more than usual
OSeems to prefer different foods than usual EIOther_ 32.28mS  eanr?  \ngsitbnd in ?wl-‘ lbut onee amg.,Lm;}fzdr

EEats about the same amount as usual

OEats less than usual

VoL edtS vaus

3. Over the last few weeks, has your pet
OLost weight DOGained weight

heck one)

oeahd Ete‘uﬁﬁwj Nis ok hat

tayed about the same weight ODen't know

4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats. Please include the brand, specific product, and flavor so we know exactly what you pet is eating.

Examples are shown in the table — please provide enough detail that we could go to the sfore and buy the exact same food.

( alkeconking anriens - Lambn_kigh

Food (include specific product and flavor) Form Amount How often? Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Potafo Adult | dry 1 ¥ cup 2x/day Jan 2018
85% lean hamburger microwaved 3oz Tx/week Jan 2015
Pupperani original beef flavor treat % 1x/day Aug 2015
Rawhide treat 6 inch twist 1x/Aveek Dec 2015

L“JL?.QMN vl "(_4‘“21@ (i(u{‘ 114 C Yoot dﬁlh’ |.l| ¥

|

\JI

A

</\a An e
e ~—

o reAe b by AT 4
Lo TATD Ay

e

=

| ———m————— e
CJAn additional diet information can be listed on the back of this sheet >

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

supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day

Taurine OYes ONo

Carnitine OYes ONo

Antioxidants OYes ONo

Multivitamin OYes ONo

Fish oil OYes ONo _

Coenzyme Q10 OYes ONo

Other (please list):
Exampla: Vitamin C

Nature's Bounty

500 mg tablets — 1 per day

v e Qs A2

(‘f:-.f\'] A Y dﬁ('u?j a0

ﬂ\ j.,v't—‘ for Plao

6. How do you administer pills to your pet?
O | do not give any medications
| put them directly in my pet's mouth without food

| put them in my pet's dog/cat food - Canmned +ooA

01 put them in a Pill Pocket or similar product
0 | put them in foods (list foods):
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Client:
Patient B 6

Diet history 1/3/19

B (“\wbv’l"‘t‘)\&. \{Eﬁuﬂ_‘}‘ N A5 cecend

%u\ﬁﬁx(’ Kioble Lw;jm,&\

oS e vesn Xed o \.J‘Q,(“B wolde \r&r'f@’j of Canned
Lo, only  used e Qe TCICAKID RS -
G\oowk o~ %ﬁ‘r_}mmgams
¢ Qé‘d’l@rﬁt
- Qure \Dakanc
- Y naabhdn

ANQL @ Ao L‘7
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Client: B 6

Patient
Lab Results IDEXX Leptospirosis Panel (MAT) 1/4/19

IDEXK Refersnce Laborstorizs

B6

S IDEXX VetConnect 1-885-433-9957

a=t B6 Date: 01042019 TUFTS UNIVERSITY

Pari Requisition #; 46254 200 WESTBORO RD

Species CANINE Aerrin NORTH GRAFTON, Massachusers 01536-1808
Ereed: AMERICAN_PIT_EBU Ordered B B6 508.839.5395

Gender:MALE NEUTERED

Agec 7Y Account #80733

LEPTOSPIROSIS PANEL (MAT)

L.BRATISLAVA

L.CANICOLA

L.GRYPPOTYFHOSA

E
ICTEROHAEMORBHAGIAL
L. POMONA

L AUTUMNALIS

Commerts:
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Client:
Patient:

B6

B6

10spital UA results- 1/7/19

Page: 1

Patient Info: Hos pital:

Name: | Species:Dog

Record Breed: American Pit Bul B 6
Owner} B 6 Age: TY

Doctor; Sex: N

Accession Mo. Owner

Test Results Adult ReferenceRange

URINE CREATININE =

URINEPROTEIN B 6 -

URINE PROYCREAT RATIO -
COLOR =

Renal proteinuria:
UPC <02 non-proteinuric
UPC0.2-05 borderline proteinuric
UPC=0.5  proteinuric
The urine protein:creatinine ratio (UPC) should be interpreted along with a concurrent
urinalysis. Pre-renal and post-renal proteinuria need to be ruled-out prior to evaluating
renal proteinuria. Renal proteinunia requires proof of persistence by repeating UPC on at
least three urine samples collected over a period of at l2ast 2 weeks.

Additional interpretive guidelines and management recommendations are available in our
online directory on www.etconnectplus com or www ris-kidney.com.

UPC IF INDICATED

A urine protein: creatinine ratio (UPC) has been ordered as indicated by a positive urine
protein with an inactive urine sediment.

COLLECTION METHOD
COLOR

CLARITY

SPECIFIC GRAVITY
GLUCOSE

BILIRUBIM
KETOMES
BLOOD

PH

PROTEIN
UROBILINOGEN
WeC

Page 36/95
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Client: B 6

Patient:

B6 dospital UA results- 1/7/19

Page: 2

| Accession No. Patient Name

T Results Adult Referen ce & Normal
RBC

BACTERIA

ERLCHE L

MUCUS B 6

CASTS

CRYSTALS
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Client: B 6

Patient

IDEXX Chemistry 1/8/19

01/08/2019 15:59 B6 PAGE ©2

B6

Date: __1/3//F

To: Jults Frrer Hpgmal

Attn: (7 a/v//o/%/j / B6

Fax Number: {08 - 847 - ??4 /
NUMBER OF PAGES (including this cover page)
MESSAGE: _Aetults _ctuthed of /A relilty

y’ya B6
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Client: B 6

Patient:

IDEXX Chemistry 1/8/19

01/08/28 i
19 15:59 B 6 PAGE B
O 01-08-2019 6:19 AM pg l ot 2 \/
[o— IDEX Rutoronce Lobwrauries Qo OEXX Oy IDERX Ruferncs Laburaures
= lusthruuk, Maine stomer

H L—M mmi?;xx Labuentories Unlteg Statas $88 433 PO87
HL_E B6 : . S
PET OWN§ i ACCESSION # L B 5

I B_G____' B 6 REouistrions: T iiBOEB7ES

SPECES:  CANINE DATE OF COLLECTION: ~ 01/08/2018
BREED:  PIT BULL, AMERICAN ,  DATEOFRECEPT: 01/08/2018
@ENDER:  MALE NEUTERED ACCOUNT #: B 6 | oaEoFReEFanT! 01/08/2013
AGE: 7YBM26D ORDERED BY: :

DEXX SERVICES: 9970 SPECIAL URINE PRO/CREAT RATIOQ, 2326 UAWITH UPC REFLEX

CHEMISTRY
TEST _RESMLT

REF.RANGEAINITS

Urine Protein:
Creatinine Ratio If
Indicated

Urine Creatinine
Urine Protein

Urine Protein:
Creatinine Ratio

Color ®

URINALYSIS
TEST

Collection

Calor

Clarity

Specific Gravity
pH

Urine Pratein
Glucose

Ketories

Blood / Hemaglob
Bilirubin
Urobilinogen
White Blood Cells
Red Blood Cells
Bacteria
Epithelial Cells
Mucus

Casts

Crystals

NOTES

CHEMISTRY a

Renal proteinuria:

UPC <0.2
UPG 0.2-0.5
UPGC >D.5

nen-prateinuric

korderline protelnuric

proteinuric

The urine protein:creatinine ratie (UPC) should be imterpreted along with a

Get deaper insights: Far complete access to this patlent's diagrostic restlts, Including historic values and Images, lagin to www.vetcannactplus.com

Final report generated January 08, 2018
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Client: B 6

Patient:

Taurine Panel send out 1/3/2019

od w O
wMsT *EO

Amino Acid Laboratory Sample Submission Form

Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 956 yxeon- B8 ogeb

Telephone: 530-752-5058, Fax: 530-752-4698 1/3/2019 3:36 PH -
Email: ucd.aminoacid.lab@ucdavis.edu %“ T ANBD

www.vetmed.ucdavis.edu/labs/amino-acid-laboratory Lithium Heparin. oo ;

Veterinarian Contact._._ B6 S i

Clinic/Company Name: Tifta Cummings School of Vat. Med. - Clinical Pathologly Laboratory
Address: 200 Westboro Road, North Grafion MA._015368
Email: _ Clinpath@tus.edy  ( (.0 (\ (v A d1S »-m/fn__

Telephone: _ 5088874680 Fax: __ 508-830-T8368

Billing Contact:! B6 i Emaii B6

Billing Contact Phone: SO0BBAT-4287 Tax ID:
B6

Patient Name:

Species: __ i)

Breed: P P > Owner’s Name:

Current Diet :

Sample type: ,:Plasma p WQoIe Bloo;&\' Urine Food Other

Test: /Taurine) Complete Amino Acids Other:

N st
Taurine_.Results, (labuseonly) )
Plasma: B6 Whole Blood: B éUrine: _ 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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Client:

Patient: B 6

Amino Acid Labs Taurine Panel 1/3/19

Amino Acid Laboratory Sample Submissi
Amino Acid Laboratory, 1089 Veterinary Medicine Driv
Telephone: 530-752-5058, Fax: 530-752-4698
Email: ued.aminoacid lab@ucdavis.edu

www.vetmed.ucdavis.edu/labs @_r_])ir\_();egﬁ{g_.‘;@_bOi‘ﬁtory

T TR
onForm 1901030139 _

i B6 i
e, Davis, Ca 956,____wuzgé__g_;ﬁgg__gab .
1/3/201 :
SHIP w ICE PACKS, TAURINE
EL

B6

Lithium Hep

Telephone: _508-887-4889
B6

Billing Contact Em

Patient Name: _ !

Breed:

Current Diet :

Tax ID:
Species:

Owner’s Name:

Fax: _soa83g7esg

B6

aii

—_—

Sample type:  Plasma Whole Blood  Urine

Test:  Taurine Complete Amino Acids

S (lab use only)
. Whole Blood:

Taurine Result

B6

B6

Plasma:

ml)

/?] - | Plaérﬁa "(nM-o!)

: Normal R

No known ris

B i 2
ange i
|

SRS ...
| >40

* Please note with the recent increase in the number of dogs screened for taurin

are seeing dogs with values within the reference ranges (
range”) yet are still exhibiting signs of cardiac disease.
laboratory for assistance in evaluating your patie
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Food Other
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Client: B 6

Patient:

Amino Acid Labs Taurine Panel 1/3/19

UNIVERSITY OF CALIFORNIA, DAVIS

BERKELEY * DAVIS ¢ IRVINE * LOSANGELES * MERCED = RIVERSIDE + SAN DIEGO = SAN FRANCISCO SANTA BARBARA * 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.

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

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

o Low whole Blood taurine: <200nmol/mlL
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. J 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 AJ. Taurine deficiency in Newfoundlands fed commercially available complete
and balanced diets. ] Am Vet 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 S, Kass PH, Rogers QR, Fascetti AJ. Plasma and whale 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:

Ifat all possible, we recommend that paired (plasma and whole blood) taurine samples be submitted
foranalysis. 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 test is 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

Page 42/95

FDA-CVM-FOIA-2019-1704-007469



Client: 6
Patient: B

Amino Acid Labs Taurine Panel 1/3/19

Clinical Recommendations for Golden Retrievers based on taurine levels:

If taurine levels test <200nmol/mL in whole blood or <60nmol/mL in plasma
* Anechocardiogram by a board-certified veterinary cardiologist is indicated
¢ After echocardiogram has been completed, a diet change is recommended.
o If DCM 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 200 - 250nmol/mL in whole blood or 60-70nmol/mL in plasma

* An echocardiogram by a board-certified cardiologist is recommended.

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

* We recognize 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.

* Ifanechocardiogram is not performed, a diet change is still recommended and a taurine level
reevaluation after three months on the new diet should be considered.

* If DCM 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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Client:
Paltei::rtlt: B 6

Amino Acid Labs Taurine Panel 1/3/19

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-Fuod-for-your-Pet.pdf

* FDA alert found here:
o https://www.fda.eov/AnimalVeterinarv/NewsEvents/CVMUpdates/ucm613305.htm

Choosing a taurine or I-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 1-
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 l-carnitine to dogs
without evidence of DCM and /or significant deficiency. If DCM is diagnosed we typically recommend
dogs over 50lbs receive 1000mg of taurine every 12hrs and dogs under 501bs receive 500mg of
taurine every 1Zhours. 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:
ht;pg;[wagt‘da.gp_\gia_nimajveterinarv/safetyhea)th/repor;gproblem/ucm 182403.htm

Additional questions or comments:
sterngenetics@ucdavis.edu
This document last updated: Aug. 20, 2018
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Client: B 6

Patient:

Amino Acid Labs Taurine Panel 1/3/19

4 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 result in 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/WSAVA/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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Client:
Paltei::rtlt: B 6

Texas A&M GI Lab Troponin Result 1/24/19

Gastrointestinal Laboratory
Dr. J.M Steiner
Department of Small Animal Clinical Sciences

r” 5 Texas A&MUniversity
o, N 4474 TAMU
ETERIN College Station, TX 77843-4474

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

ori__. B6 | Phone:
Tufts. University-Glinical Pathology Lab Fax:
il Be ‘ Animal Mame:

200 Westboro Road )
North Grafton, MA 01536 Owner Name:
H=e Species:

Date Received:

508 587 4660
9508 839 7936

B6

Canine
Jan 24, 2019

Tufts University-Clinical Pathology Lab

Tracking Number,

Test Result Reference Interval ASSEE Date
Ultra-Sensitive Troponin | Fasting i B6 i <0.06 01/24/19
Comments:

Gl Lab Contact Information

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

Page 46/95

Email: gilab@cvm tamu.edu

vetmed famu.edu'gilab
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Client
Patien

B6

Gastro Lab 1/24/19

MM VNI, Gastrointestinal Laboratory

Dr. J.M Steiner

Department of Small Animal Clinical Sciences
Texas A&M University

4474 TAMU

T, \‘__L‘Qﬁ g .
Erepim® College Station, TX 77843-4474

Website User ID: Cardiovet@tufts.edu OR clinpath@@tufts.edu

Gl Lab Assigned Clinic ID: 11405

o BG | Phone: 508 887 4660
Tuns wnmeersigy-Clinical Pathology Lab Fax: 9508 839 7936
Aﬁn: E B6 : ) : : ..........................
200 Westhor Road i . B6
North Grafton, MA 01536 Owner Name: P Y
usA Species: Canine
Date Received Jan 24, 2019
Tufts University-Clinical Pathology Lab Gl Lab Accession:! Bg |
Tracking Number: RS 3
Test Eesult Beference [nterval ASSEE Date
Ultra-Sensitive Troponin | Fasting B6 P <006 01/24/19

B6

Comments:

Gl Lab Contact Information

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

Page 47/95

Email: gilab@cvm tamu.edu
veimed tamu.edu/gilab
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Client: B 6

Patient:

B6 Catalyst One 1/29/19

‘ i i

; Client: (51432) Gender: i B6 i

‘ Patient Name:! B ! Weight: HUMANE SOCIETY |
Species: Caning ™™™ = T ——

Breed: Doctor: BG ; B 6

Test Results Reference Interval LOW NORMAL HIGH
Catalyst One (January 29, 2019 2:46 PM)
GLU 74-143
CREA 05-18 HIGH
BUN 727 HIGH
BUN/CREA
PHOS 25-6.8
CA 79-120
TP 52-82
‘ ALB 23-4.0
‘ GLOB B 25-45
\ ALB/GLOB
‘ ALT 10 - 125 HIGH
ALKP 23-212
| GGT 0-11
| TBIL 0.0-0.9
‘ CHOL 110 - 320
‘ AMYL 500 - 1500
1 LIPA 200 - 1800
1
(29
| —“'7 :}f L{ \\C'b
p ecliC Gravi L‘
| 1035

IoERKX

Printed: January 29, 2019 2:46 PM Page 1 of1 LABORATORIES

Page 48/95
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Client: B 6

Patient
Alivecor ECG

Patient: i -B _6_._.,2”9} i .
Breed/Species  Amigrican Pit Bull Terrer / Dog AliveCor
Recorded: Sunday, February 10, 2019 at 10:01:55 PM

Heart Rate: 163 bpm Duration: 1min7 s

IR AT DA B T TR A R T 2 i
Page 49/95
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cied  BO

Patiet
Alivecor ECG
Patient: : BG ;‘yrs,\ . .
Breed/Species “Kmignian Pit Bull Terrer / Dog AliveCor
Recorded: Sunday, February 10, 2019 at 10:01:55 PM
Heart Rate: 163 bpm Duration: 1min7 s
A L B e T T T T B W T Y T DAL DA AT~ LT L e s A B S T A AT AT | 2 T uperr Iy

Page 50/95

FDA-CVM-FOIA-2019-1704-007477



Client: B 6

Patient:
Alivecor ECG
Patient: . _B6 : :
Breed/Species Amarican B Bull Terrer / Dog AliveCor
Recorded: Sunday, February 10, 2019 at 10:01:55 PM
Heart Rate: 163 bpm Duration: 1min7 s
T R T LT R IR ST AN S BT Y VI TR RE RSN DU UL BEA DS I S B B R R T TR [l g g

Page 51/95
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B6

Patient:

Client:

Practice:

Veterinarian: B 6

03/13/2019

a3NVYW3 [ aIxv4

Presenting Complaint: Cardiac Recheck

B6

_B6_presents for her first 16 week recheck. She is doing very well at home. Her appetite and energy
levels are normal. She exhibits no exercise intolerance. She is now on Pro Plan Lamb and Rice diet.

Performed Today:
Physical Exam: BAR; Weight decreased 0.224# to 25.2 kg/ 55.44pounds (BCS 5/9); Temperature

100.8F; Heart rate 72bpm; Precordium displaced to right, Grade V/VI systolic murmur loudest over
right heart base, heart sounds muffled on left; Respiratory rate 24bpm; Breath sounds clear and

comfortable; Abdomen unremarkable: minimal periodontal disease.

Echocardiogram: Tricuspid Valve Dysplasia - Severe
Severe tricuspid insufficiency

Severe right heart volume load
Caudal vena cava and hepatic veins not nearly
as enlarged and there is at least a 30%
attenuation with inspiration

No appreciable abdominal fluid

Dilated, thin-walled, hypocontractile left ventricle
consistent with left-sided dilated cardiomyopathy
LV diameter overall stable

Anterior mitral valve stiff, with "hockey stick" configuration
- rule out mild mitral valve dysplasia

Trace mitral insufficiency

Assessment:
Tricuspid Valve Dysplasia
Severe Tricuspid Insufficiency
Severe Right Heart Volume Load
Dilated Cardiomyopathy

B6 neart appears overall the same as her baseline. The enlargement of the blood vessels

connecting heart and lungs is improved. We will not change a thing.

Medications: B 6

Monitoring:  Diet: Normal - There have been multiple recent reports linking grain-free

diets to heart muscle dysfuncti%p.’j B6 diet ‘I.lmly has one of the suspect

NE-7/23)9 © 2y
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components, but | do recommend transition to a grain based diet or one
that does not have lentils, chick peas, peas, pea meal, white or sweet
potatoes in the first 8-10 ingredients
Avoid salty snacks (deli meats, cheese, Pupperoni or Snausages)
Exercise: Avoid Overexertion/Overheating
Call us if: Status changes, Increased respiratory rate, Increase or change in cough,
distended abdomen, passing out, failure 1o respond o medications

Recheck: Recheck here in 4 months for physical exam, abbreviated echocardiogram

- sooner if problems

We appreciate your confidence in B6

éu/Ve pledge to provide the clients you

refer to us the same personal care AT oU and VoUF Ets appreciate. Please do not hesitate to call with any

questions or concerns. Again, thank you for your trust,

RDVM Radiographs: gRemmed to Qwner

gMailed to RDVM

[

Discharge Technician's Initials; B 6

B6

B6

FDA-CVM-FOIA-2019-1704-007538




B6

Patient:

Client:

Veterinarian:

Practice:

B6

01/08/2019

Note pcDVM updat

Provider: D B6

Thanks for the updated labwork ot B6 She has a cardiac recheck scheduled with us in March.

B6

B6

i DATE \/{‘6/()\
RN
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B6

Patient:
Client:
Veterinarian:

Practice:
01/07/2019 Note | P update Provider: Dr B6
| spoke with i B6 ____;this morning. Ilet her know that the Taurine level returfiéd ncrmal. Dr
B6 _is still recommending supplementation of taurinei  B6___ iwill start as soon as she

LVT

B6

Licensed Veterinary Technician

B6

@g\mxw CIEMAILED 1
RY B6 YATE | "/-] - ’I’\}

B6
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B6

Patient:
Client:
Veterinarian:

Practice:

01/02/2019 Note . pcDVM Update .. Provider: [ B6
I spoke withi BB this afternoon, and she reported that B6 iis doing weéil. | explained to
her that, in addifion to the Taurine levé Bg 1also needed to &Véa renal panel and electrolytes
checked in order to check how her kidhéysWwere responding to the{ ™ Bg i This can be
performed at your office, which | reviewed withi ____| B6 ____i She isplanning to'get in touch with

you to schedule an appointment to have this performed. | also let her know we have not yet heard
from UC Davis regarding the Taurine level, and | explained that it can take up to 2 weeks for the
results, with a possibility of things being a little longer with the holidays. 1 told her we would be
sure to contact her as soon as we receive the results, and that we would also fax a copy to your
office.

Licenséd Veterinary Technician

B6

O ‘
—EARED A\
SE D“TF’ —\m \

FIL «_B6 @”Wﬁ

B6
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B6

Patient:
Client:
Veterinarian:
Practice:
11/20/2018 Presenting Complaint: Cardiac Consultation

i..B6__!is presented to the Cardiology service for evaluation of a heart murmur and radiographic
cardiomegaly. She is completely asymptomatic for cardiac disease and runs, plays and swims
vigorously. She was evaluated last week for new forelimb lameness when heart sounds were muffled

fed Rachel Ray's Chicken and Veggies.

Performed Today:

Physical Exam: BAR; Weight 25.3 kg/ 55.66pounds (BCS 5/9); Temperature 100.7F; Heart rate
100bpm; Precordium displaced to right, Grade V/VI systolic murmur loudest over right heart base, heart
sounds significantly muffled on left; Respiratory rate ~~bpm; Breath sounds clear and comfortable;
Abdomen unremarkable: minimal periodontal disease.

Blood Pressure: 110 mmHg systolic; #3 cuff; Location LRL; Position RLR

Radiograph Review: Severe generalized cardiomegaly. Vertebral heart score 12.7. Suspect both
right and left ventricular enlargement. Caudal vena cava slightly larger than aorta. Pulmonary
vasculature undercirculated

Echocardiogram: Tricuspid Valve Dysplasia - Severe
Severe tricuspid insufficiency
Severe right heart volume load
Severe enlargement of Caudal vena cava and hepatic veins
No appreciable abdominal fluid
Dilated, thin-walled, hypocontractile left ventricle
consistent with left-sided dilated cardiomyopathy
Anterior mitral valve stiff, with "hockey stick" configuration
- rule out mild mitral valve dysplasia
Trace mitral insufficiency
ESVI 45.7, ADVI 92.45cm3/M2 respectively

Positive Contrast Bubble Study: No right-to-left shunting of contrast noted

Electrocardiogram: Sinus rhythm conducted with first degree AV block. Deep Q waves in
caudal leads

Plasma and Serum Taurine: Unable to submit to UC DaV|s today due to holiday closure. Sample
handling and submission information supplied td .

' l L %FAKEDDEMNLED

| DMEJI_J” &
; BB .......... ; W — a: g'g_'j-f:
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Holter Monitor: Total Normal Heart beats: 118,488 (mean heart rate 82bpm)
Total Ventricular Ectopic - 2, not premature
No supraventicular arrhythmia noted

Assessment:
Tricuspid Valve Dysplasia
Severe Tricuspid Insufficiency
Severe Right Heart Volume Load
Dilated Cardiomyopathy

Unfortunately} B6 !also has a condition called Dilated Cardiomyopathy (DCM). DCM occurs when the

ventricular heart muscles become weak and unable to effectively pump blood to nourish the body with
oxygen. Most cases of DCM are thought to be genetic in origin, but nutritional, infectious, arrhythmic

and to begin_taurine supplementation. We also discussed performance of a 24-hour Holter monitor to
be sure that Bg |is not experiencing runs of SVT that may have affected her heart muscle! Bg is also
at risk of deveroping symptoms of DCM well before middle age and | would like institute mearcatsn.
Symptoms of DCM may include any of the following:
1.) Congestive heart failure (CHF) - Buildup of fluid within the lungs, around the lungs or in the
abdomen. CHF may cause rapid or difficulty breathing, cough or difficulty getting around.
2.) Abnormal heart rhythm (arrhythmia) - Arrhythmia may cause weakness, passing out (syncope)
or unfortunately even sudden death in some instances .
3.) Many patients with DCM lose a significant amount of weight despite a good appetite. Di B6 !
may recommend dietary supplements
Patients with DCM generally receive multiple heart medications that work against the heart disease at
different levels. Medications are aimed to help the heart pump more efficiently, reduce the workload on
the heart and to combat congestive heart failure. Some of these medications may actually slow
progression of the disease itself. With effective treatment, dogs with DCM can generally be kept happy
and comfortable for months to many months and sometimes even longer.

Medications:

Monitoring:  Diet: Normal - There have been multiple recent reports linking grain-free diets

to heart muscle dysfunction.i pgg diet only has one of the suspect

components, oo
but | do recommend transition to a grain based diet or one that does not have

lentils,
chick peas, peas, pea meal, white or sweet potatoes in the first 8-10 ingredients

B6
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Avoid salty snacks (deli meats, cheese, Pupperoni or Snausages)
Exercise: Avoid Overexertion/Overheating

Call us if; Status changes, Increased respiratory rate, Increase or change in cough,
distended abdomen, passing out, failure to respond to medications

Recheck: Recheck renal panel 7-14 days after starting cardiac medications
Whole blood and plasma taurine levels recommended

Recheck here in 4 months for physical exam, abbreviated echocardiogram 6%5’/?6’1‘? 7007

We appreciate your confidence B6 EWe pledge to provide the clients you
refer to us the same personal care that you and your pets appreciate. Please do not hesitate to call with any
guestions or concerns. Again, thank you for your trust.

RDVM Radiographs: DRetumed to Owner Discharge Technician's Initialsi_ _________ B6 __________
DMailed to RDVM

[

Owner's Signature

B6
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Patient

Client

Veterinarian: B 6

Practice:

11/20/2018

7

3

~+nyW3 [ a3XV

T

"Ill

Presenting Complaint: Cardiac Consultation

._l.'_l.!story

vigorously. She was evaluated last week for new forelimb lameness when heart sounds were muffled
mnhysucal exam. Thoracic rad:ographs revealed cardlomegaly Labwork was overall unremarkable

fed Rachel Ray's Chicken and Veggies.

Performed Today:

Physical Exam: BAR, Weight 25.3 kg/ 55.66pounds (BCS 5/9), Temperature 100.7F; Heart rate
100bpm;' Precordium displaced to right, Grade V/VI systolic murmur loudest aver right heart base, heart

sounds significantly muffled on left; Respiratory rate ~~bpm; Breath sounds clear and comfortabfe;
Abdomen unremarkable: minimal periodontal disease.

Blood Pressure: 110 mmHg systolic; #3 cuff; Location LRL; Position RLR

Radiograph Review: Severe generalized cardiomegaly. Vertebral heart score 12.7. Suspect both

right and left ventricular enlargement. Caudal vena cava slightly larger than aorta. Pulmonary
vasculature undercirculated

Echocardiogram: Tricuspid Valve Dysplasia - Severe

Severe tricuspid insufficiency

Severe right heart volume load

Severe enlargement of Caudal vena cava and hepatic veins
No appreciable abdominal fluid

Dilated, thin-walled, hypocontractile left ventricle

consistent with left-sided dilated cardiomyopathy

Anterior mitral valve stiff, with "hockey stick" configuration

- rule out mild mitral valve dysplasia

Trace mitral insufficiency
ESVI 45.7, ADVI 92.45cm3/M2 respectively

Positive Contrast Bubble Study: No right-to-left shunting of contrast noted
Electrocardiogram: Sinus rhythm conducted with first degree AV block. Deep Q waves in
caudal leads
Plasma and Serum Taurine: Unable to submit_tq LIC. Davis oy, due to holiday closure. Sample
handling and submission information suppliedte _____B%S ____
Holter Monitor: Results pending, typically 2-3 weeks

(7861 2/13/5 C4p
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Assessment:
Tricuspid Valve Dysplasia
Severe Tricuspid insufficiency
Severe Right Heart Volume Load
Dilated Cardiomyopathy

oxygen. Most cases of DCM are thought to be genetic in origin, but nutritional, infectious, arrhythmic
and_metabolic causes have been identified. Testing for specific causes may be recommended. In

' B6 icase, i strongly recommend submission of plasma and whole blood taurine levels to UC Davis

andtd begin taurine supplementation. We also discussed performance of a 24-hour Holter monitor to
be sure tha: B@ is not experiencing runs of SVT that may have affected her heart muscle! "gg “lis also
at risk of deveoping symptoms of DCM well before middle age and | would like institute memoaren,
Symptoms of DCM may include any of the following:
1.) Congestive heart failure (CHF) - Buildup of fluid within the lungs, around the lungs or in the
abdomen. CHF may cause rapid or difficulty breathing, cough or difficulty getting around.
2.) Abnormal heart rhythm (arrhythmia) - Arrhythmia may cause weakness, passing out (syncope)
or unfortunately even sudden death in some instances
3.} Many patients with DCM lose a significant amount of weight despite a good appetite. B6
may recommend dietary supplements
Patients with DCM generally receive multiple heart medications that work against the heart disease at
different levels. Medications are aimed to help the heart pump more efficiently, reduce the workload on
the heart and to combat congestive heart failure. Some of these medications may actually slow
progression of the disease itself. With effective treatment, dogs with DCM can generally be kept happy
and comtortable for months to many months and sometimes even longer.

Itis OK B6 Ewears the moniter longer than 24 hours. Please note if there are any problems with
the monitor while recording. It is OK if a single lead dislodges - we may still obtain a valid reading.
You may try 1o replace if you can easily find the electrode. Please do not use scissors to cut off the
bandages surrounding the Holter - there are several long lead wires. Be sure to use some Goo Gone or
mineral oil to remove the tape and/or ECG pads from h** chest if they seems sticky. If, after removing
the electrodes, the skin is red or irritated, you may apply 1% hydrocortisone cream to keep the itch and

irritation cown, Holter results are generally available 10-14 days after the monitor is returned to us.

Medications:

Monitoririg:  Diet: Normal - There have been multiple recent reports linking grain-free diets

ot | do recommend transition to a grain based diet or one that does not have
il
thick peas, peas; pe? meal white or sweet potatoes in the first 8-10 ingredients

. B6 i
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Avoid salty snacks (deli meats, cheese, Pupperoni or Snausages)

Exercise: Avoid Overexertion/Overhealing

Call us if: Status changes, Increased respiratory rate, Increase or change in cough,
distended abdomen, passing out, failure o respond to medications

Recheck: Recheck renal panel 7-14 davs after starling cardiac medications
Whole blood and plasma taurine levels recommended
Recheck here in 4 months for physical exam, abbreviated echocardiogram

We appreciate yvour confidence | B6 We pledge to provide the clients you
refer to us the same personal caid thal YoU &Gid youi pets appréciaté.” Please do not hesitate to call with any
questions or concerns, Again, thank you for your trust,

RDVM Radiographs: D Returned to Owner Discharge Technician's lnitialsé B 6
[ |Mailed to ROVM i

(l

R

B6

B6
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Nov 16 18,08:66a :
ol ROR S B B6

{
B6 ] B6

E_abr'ador Retriever - Canine ~Fé ’
B 6 A ke
. . B6
’ ‘\\\\&\\ \«. Do “_20 e S | ﬂM
Date oy - ;HJMIE'
-EﬁFERRING'IHI;OkMAﬂdN 1 _ [ This is a Stat Referal

VﬁTerEnwicn'é BB Hospimlé BG

1 it .
i i e i i i i . . el %

Address} i
Phoner'{‘é B 6

Client MUST calf to schedule an appointment for our specialty services,

i am referring to the following service: O Emergency/Critical Care O Surgery
XCcrdioIogy O Other:

-._é.i:lE‘Nt ';N-F,QﬁM ATlcSh' S
Client's NOmeé B6 bme Phone:

Address B
Work Phor 6

J

PATIENT m‘r'om ATION -

Pet 5 Nome

: Sex: QM OF OM/N BF/s

Specces EQl BiGEdl L_AO | .Weight'5q # kgs DOB B6

' Preseni;ng ComplalnT/Problem List: pw WA—MLJ O =~ O~ | '

S s o WGQ %\‘*(“""”
: \L‘o“mmm% " Recd | .
I_T_ehstsqperfonned _(p\o_&ﬁ W 5, %mwb HDx (_Al_l Y\ﬁ-—@

Treatments Performed: A Yo~ 2

Medications: Nyowve — S ol bean (g =0 4 B O3S
M‘owcﬁa—-—- o ":Lotb X 7 (L‘\_p_/\ o LB X &.@% )

C b,a_,ﬁl\il.‘mm NN e, o 6 {;.M.:Jr Ao A fw’c. vl ae ©
: Concurrenfflong-ferm Medica onqunsm e T wma lnetT e ‘ iy (} j

Addmonal Comments: b‘% M‘—g”\"—/ ok owa "‘G‘Q-d)‘f’\g A
ety R . - sy 4

wE in order to expedﬂe best qualriy medical care, please include ait PERTINENT medical records/notes, laboratory
i results with referral and send rad:ogmphs via email {o radiographsé B6 or with pet owner.
4 ='1L f‘!'-.:."!‘-":!‘
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Nov 16 18,08:57a
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Jan 07 18,04.22p 4 p.2
QL/05/720189 7:22:18 AM -0, J FAXCOM PAGE 1 OF 1

bilAgRGEYIECS
888-397-8378 i i

Accession N Bé ;
B 6 Recaived 0170512010
Reported 01/05/2018 07:12 AM
Cwner Pet Name Specles Breed Sex PetAge Chart
B 6 Canine Labrador Retriever  5F 2Y 15731
“Complete Hlood Totnt
Tests -Resulfs_ Ref, Range Units
WBC 4.0-155 10%pL
RBC 4893 10%7uL
Hemoglobin 121203 gldl.
Hematoorit 36-60 %
MCv 58.79 flL
MCH 19-28 pg
MCHC 30-38 gidl.
Platelet Count B 6 170-400 0%l
Platelet EST
Differential
Neutrophils 2060-10500 it
Bands
Lymphocytes (HIGH 650-4500 It
Monocyles 0-840 ful
Eosinophils 0-1200 k.
Basophils 0-150 hul
Test Requested Results Reference Range Units
ADULT WELLNESS CHEMISTRY
Total Protein §0-7.4 gfdl.
Alburmin 27-4.4 gidl
Globulin 1.6-38 gldl
AJG Ratio 0.8-20
ALT (SCGPT) 12-118 L
Alkk Phosphatase 5131 UL
Urea Nitrogen 6-31 rrgldl
Creatinine 0.5-186 mgldl
BUN/Creatinine Ratio 4.27
Glucose 70-138 mg/dl
Potassium 3855 mEg/l.
Comment

Hemolysis 2+ No significant interference.

Page 1 FINAL For online lab results please visit online antechdiagnostics.com
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Jan 07 19,04:22p

TEST

Result  Flag

Normal Range  Units

p.3

Sodium
Polassium
Chloride
Na/K Ratio

141 - 152 mEg/i
38-53 mEg/]
102 - 120 mEgd

Dog | B6
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7,207 pL

AR D -

I

Amino Acid Laboratory Sample Submission Form Ei

Amino Acid Laboratory, 1089 Veterinary Medicine Drive Davis, Ca 95616 _y oo
Telephone: 530-752-5058 Fax: 530-752-4698 i DAVIE
Email: ucd.aminoacid.lab@ucdavis.edu VETERINARY MEDICTINE

Submitting Veterinarian Information

Clinic Name:

Maifing Address:
Veterinarian Name:

Email:

Dwner information

Name:
Mailing Address:
{retuired i€ bithng owner!

Email:

Patient Information

o \ 7% e
Namae: BG scies: [, Breed: L.q ¥
. A <& , .
Current Diet: {%‘/w e, e ) VN M b Hel o X Chga v 2.\ |
Il = YN @ g ¢ ’r‘_vw I e _ ‘
Preferrad method of results reporting: @ Fax ‘f‘l Email

= e e {Non-federai funds)
Billto: | Chiniic L] owner  uc Account #
“Invoices will be mailed to alt customers with a US mailing address, unless emailed invoices are required

*Credit cards are not accepted for payment, please wait to receive involce and remit payment by check per invoite instructions

(838
Sample type: \Plasma m Whole Blood [ urine [ JFood  Other: <
4 e
Test: Taurine [:] Complete Amino Acid Other: —
_ Taurine Rasults [lab use only) . 7 (-1'\
i- ! T ™ o
Plasma: | B 6 i Whole Blood: _i BG Urine: Food: 5 B
| [ e B —s |k
: i : <
Reporter's Initials: | i Date: e *-fg o [
L i : e m l
B N 1 Taurine Values (nMols/ml) for Cat & D 8
ormal Taurine Values (nMols/mlj for Ca og
, : » B6
Plasma (nMol/mi; Whaole Blood (nMol/mi) <
= 1L SR R
Normal Range | No known risk for deficiency | Normal Range | No known risk for deficiency I >.'
cat| 80-120 >0 300 - 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,
Vetarinariane ars walrnma th cantast ane labkaratam: fav aeeiedamen in mnondosdiue

vemeser cam @t M e dA
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'g
g TEST Result Flag Nommal Range  Units
" Hematology (HemaTrue) - Wednesday, November 14, 2018 5:52 Dog IEC B6
= WBC 6.0-17.0 103
\0 LYM 0.9-5.0 103l
B MONO 0.3-1.5 10%pl
Ly GRAN 3.5-120 103l
LYM %
MONO %
GRAN %
HCT 37.0-550 %
MCV 60.0 - 72.0 fl
RDWa B 6 35.0-53.0 fl
RDW % 120-17.5 %
HGB 12.0-18.0 grdi
MCHC 32.0-385 g/di
MCH 19.5- 255 pg
RBC 5.50 - 8.50 1081
PLT 200 - 500 105
MPV 5.5-10.5 f
Asp Mode
WEC (fl) BC (fl) PLT (f))
0 100 200 300 o 100 200 0 10 20
WBC Time: 9.6 RBC Time: 14.2 Asp Time: 0.4 Asp Mode:
zd

BGG.0L'8L 61 AON
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TEST

Resuit

Normal Range

Units

gll\\nemistry (DRI-CHEM) - Wednesday, November 14, 2018 3:53

BUN

Creatinine
BUN/Creat Ratio
Phosphorus

Calcium
Corrected Ca
Total Protein
Albumin
Globulin
Alb/Glob Ratio
Glucose
Cholesterol

ALT (GPT)
ALP

GGT

Total Bilirubin

B6

8.0-29.0
0.4-1.4

19-50

9.0-12.2
9.0-12.2
55-76
25-490
2.0-36

75-125
120 - 310

0-120
0-140
0-14
0.0-05

mg/di
mg/di

mg/dl

mg/di
mg/di
g/dl
g/di
g/di

mg/di
mgfdi

i
Ui
uA
mg/dl

*Corrected Calcium is only valid for dogs which are greater than 6 months old

od

BGS01'8L 61 AON
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Cardiac Report: Brief L. SRS TABOTATy
Name Referral Reason.
Patien B 6 Cardiac Recheck
Agez ,
Birthdate ! B6
Height 0.0 cm
Weight 25.2 kg
Sex Female
Date 03/13/2019
Diagn.Phys.
BSA 0.86 m? Diagnosis
BP i Tricuspid Valve Dysplasia
; i Severe Tricuspid Insufficienc
Site Narﬂg B6 Severe Right geart Volume Ly;ad

Dilated Cardiomyopathy

M-Mode Doppler 2-D

IV&d RVOT Vmax LA Diam

LviDd RVOT maxPG AV Diam
LVPWd TR Vmax LADs B

IVSs TR maxPG RA Diam

EDV(Teich)
ESV(Teich)
EF(Teich)
WFS
SV(Teich)
Ao Diam
LA Diam B 6
LA/A0

Ao Diam
LA Diam
AV Cusp
LA/AO
Ao/LA

IVSd

LVIDd
EDV(Teich)
LVPWd
IVSs

LVIDs
ESV(Teich)

Print Date: 3/13/2019
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B6 Page 2 of 3

EF(Teich)
%FS

LVPWs

=~ B6
LVPEP

LVET
LVPEP/ET

Findings

Irasrua. A 1 Pk |

Image 5 Image 6

03/13/2019 Print Date: 3/13/2019
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B6

Page 3 of 3

Date 03/13/2019

03/13/2019

B6

Print Date: 3/13/2019
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Patient B6 Recorded: 1%%0/2018 File B6 | B6 |Pagelof8

HOLTER REPORT
Patient: B6 ID: 27653
Address: Telephone: -
Labrador
Sex: FS Age: 2y Ht: Wt _ Pacer:

Medications: B 6

Symptoms: | Tricuspid valve dysplasia, Severe tricuspid insufficiency, Severe right heart volume load; Dilated

cardiomyopathy
ICD-10-CM: Hookup By:
Ref. Physician: B6 ID:
Address: Telephone:
Scanned By:
Conclusions:
Reviewed By: Date:
Settings: Tachycardia Rate: > 180 BPM Sensitivity: High
Bradycardia Rate: <40 BPM Irreg. Sensitivity: 100 percent
Minimum Pause Interval: > 3.0 seconds Algorithm: High Rate
SVE Percent: > 50 percent Initial Signal Quality: Chi: 0 Ch2:0 Ch3: 0
SVT Percent: > 50 percent
] ST Tevel: > 1.5 mm
Recorder Serial Number: 02621 Software Version: 02.12/04.39
Trillium 3000 Copvightic 2os | B- -6 ---------- -:l Rights Reserved
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Patient:, DO Recorded: 11/20/2018 File:, B6 age: 2 of 8
NARRATIVE SUMMARY

The monitoring period was 23 hours and 59 minutes.
The period started at 11:51 on 11/20/2018 and ended at 11:50 on 11/21/2018.
No Patient Events were logged.

118490 QRS complexes were detected, 118488 Normal beats. The average heart rate was 82 BPM.
The maximum heart rate was 269 BPM at 15:37:22 and the minimum was 37 BPM at 04:33:22.

2 VE beats were 0.0% of total beats, 2 were isolated.
2 Single Ventricular Ectopics were detected.

No Bigeminy episodes were detected.

No Trigeminy episodes were detected.

No Couplets were detected.

No Ventricular Runs were detected.

No Idioventricular episodes (< 100 bpm) were detected.

No SV beats were detected.

No Single Supraventricular Ectopics were detected.
No SV Bigeminy episodes were detected.

No SV Trigeminy episodes were detected.

No SV Couplets were detected.

No SVT episodes were detected.

323 Irregular Rhythm episodes were detected, totaling 3.7 hours in duration.

10 Tachycardia episodes (> 180 bpm) were detected, totaling 16.5 minutes in duration.
No Bradycardia episodes (< 40 bpm) were detected.
1 Pause (> 3.0 sec) was detected, 3.2 seconds in duration.

109 ST displacement episodes (> 1.5 mm) were detected, totaling 5.8 hours in duration.

SDNN: 0.354 (standard deviation of all NN intervals)

SDANN: 0.180 (standard deviation of all 5-minute NN interval means)

SDNN Index: 0.296 (mean of all 5-minute NN interval standard deviations)

RMSSD: 0.397 (square root of the mean squared successive NN interval differences)
Triangular Index: 28.689 (total number of NN intervals divided by the NN histogram height)

Recorder Serial Number: 02621 Software Version: 02.12/04.39

Trl“lum 3000 Copyright{c} 2O(I:I-I-I-I-I-IB-.-G_.-.-_-EAII Fighis Reserved
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B6

Holter Monitor Diary for B6

- on Abv. 70, 20/%

Please record time and activities for your pet while it wears the

Holter monitor. It is even important to know when they are sleeping
and when they receive medications.

TIME Activity

/] ?ﬁ//J’ H-E08 g//fz‘/r’a/ Ao iy i
. 230 arived mmp

4_@ oama nmu W/ Othoey deas  Some /esi
(ORI &) mu v

LAD  Ook

. Sleep
[l{ 25 - outside.
sleed

Hzilzon @ i:) uxake s c‘:ng'

‘1’3 8 /'5 - m{}n&vm\z V2 Kﬂ&ted,tscé/
R Ly T, ~ S0vE PLAYT
f*'SO-* &‘w:ﬁ  SGvan PLAY
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B6

Ultrasound TEboratory

Cardiac Report

Name BG Referral Reason:

Patier Cardiac Consult

Age 2 Heart Murmur

Birthdate B6 Radiographic Cardiomegaly
Height 0.07¢m

Weight 25.3 kg Diagnosis:

Sex Female Tricuspid Valve Dysplasia

Date 11/20/2018 Severe Tricuspid Insufficiency
BSA 0.86 m® Severe Right Heart Volume Load
Site Name; B6 i Dilated Cardiomyopathy

Ref. Doc. Name

Comments:

M-Mode Doppler 2-D
VSd MV E Vel LA Diam
LvIDd MV DecT AV Diam
LVPWd MV Dec Slope LADs
IVSs MV A Vel RA Diam
LVIDs MV E/A Ratio

LVPWs LVQOT Vmax

EDV(Teich) LVOT maxPG

ESV(Teich) RVOT Vmax

EF(Teich) RVOT maxPG

%FS PRend Vmax B 6

SV(Teich) PRend PG

Ao Diam TR Vmax

LA Diam B 6 TR maxPG

LA/AD TV E Vel

VSd TV Dec Time

LVIDd TV Dec Slope

EDV(Teich) TV A Vel

LVPWd TV E/A Ratio

IVSs

LVIDs

ESV(Teich)

EF(Teich)

%FS

LVPWs

EPSS

Print Date: 11/21/2018
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B6 Page 2 of 3

LVPEP

LVET
LVPEP/ET

EPSS

Findings;

The left ventricle is moderately volume loaded. Left ventricular wall thickness is
. There is moderate global hypokinesis of LV contractility and moderate to severe
chamber dilation.

Left Atrium: The left atrial size is normal.

: The aortic valve is trileaflet, and appears structurally normal. No aortic stenosis
or regurgitation.

Mitral Valve: There is trace mitral regurgitation. Mild thickening of the anterior mitral valve
leaflet. There is mild thickening of the posterior mitral valve leaflet.

displacement of mitral annulus, thickened tricuspid leaflets with shortened chordal tendons
consistent with severe tricuspid dysplasia. There is no evidence of pulmonary hypertension -
mildly elevated TR velocity likely due to volume or TR .

regurgitation.
Aorta: The aortic root, ascending aorta and aortic arch are normal.

still inspiratory collapse. There is no abdominal fluid.
Pulmoenary Veins: The pulmonary veins appear mildly dilated.

11/20/2018 Print Date: 11/21/2018
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B6

Imane_ 1

Imaone 2

Page 3 of 3

Date 11/20/2018

11/20/2018

B6

{sonographer)

iy

{physicia: iy

Print Date: 11/21/2018
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B6

Client Details [Patient Details
Name ame TBe
Address Species I Canine I
Breed Beagle
Age oS 9 months
Phone(s) Bex Male Neutered

DISCHARGE INSTRUCTIONS

Cardiology
03-18-2019
DIAGNOSIS: Early occult dilated cardiomyopathy, likely diet-related; 36
DIET: Maintain normal diet {not grain free)
MEDICATION:
Date/Time Drug Name Quantitv _Instructions .
03-18-2019 16

-Taurine suppiementation 500 mg capsules: Give 2 capsules by mouth every day. This can be obtained over the counter at a healthfood
store. The first dose was given today.

prognosis will be good. - -

RECHECK: 3 months

MONITORING: Please monitor for recurrence of cough, increased respiratory rate/effort, lethargy or exercise intolerance.
Contact us with any questions/concerns.

ADDITIONA! 'NF_QRMA]‘miN: If you have any questions or concerns after hours ar during the weekend, please call our emergency service
at b :

FDA-CVM-FOIA-2019-1704-007570




Vet-LIRN Case Summary Document

Vet-LIRN Case Number:

EON/CC #:

Owner LAST Name:

Vet LAST Name:

Multiple

Vet-LIRN Initiation Date:

4/13/2018

MedRec: Requested:

MedRec: Received:

ledRec: Significant finding:

Vet-LIRN Tests (planned):

Vet-LIRN Test Results:

Result Interpretation:

NFA, justification:

COMPLAINT Narrative: Dave and | proactively helda c:  with communications about BS i

B5

B5

AN replied thatt’;

B4, B5

| contacted Darcy Adin-cardiologist at NCSU-to request a meeting with multiple cardiologists to gather

information.

4/20/2018

JJ-We held a call with many cardiologists and nutritionists today. | sent a follow-up to the group with a

request tc

BS

B5

them to test for. We do not want to duplicate efforts.|

B5

B5

Vet-LIRN Plan:

B5

FDA-CVM-FOIA-2019-1704-007584



4/24/2018 I '
JJ-l reviewed the list sent by Tufts and comp :d it with the PFRs we’ve received for DCM.i BS |

34

B5

B5

the phone call, one of the cardiologists ment a dog improved after Taurine supplementation

and changing to a mainstream brand é B4 1) gri e food; B4

3. 35

Hypotheses if a pet food issue:
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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 diels. ] 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 S], 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:

[f 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 test is 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 IfDCM 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.

¢ Ifan 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. (Braggetal. 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 fucm182403.htm

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