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

DROTSTEI>

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

Sent: 6/10/2019 4:39:12 PM

Subject: couple more related DCM- PFRs-FW: Zignature trout & salmon dry: Lisa Freeman -
EON-390034 + Pure VitaVenison and Red Lentisl .

Attachments: 2067994-report.pdf: PureVita Venison & Red Lentils Grain-Free Dry Dog Food B6
EON-386301; PureVita Venison & Red Lentils Grain-Free Dry Dog Food: B6 7T

EON-390031; Zignature trout & salmon dry: Lisa Freeman - EON-370715; 2067994-
attachments.zip

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

CVM OSC/DC/CERT

7519 Standish Place

B6
| "

| U.S. FOOD & DRUG

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

From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Sent: Monday, June 10, 2019 11:13 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Cleary, Michael * <M|chael Cleary@fda.hhs. gov> HQ Pet
Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov>;; B6 i
Subject: Zignature trout & salmon dry: Lisa Freeman - EON-390034 '

A PFR Report has been received and Related PFR Event [EON-390034] has been created in the EON System.

A "PDF" report by name "2067994-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 "2067994-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-390034

ICSR #: 2067994
EON Title: Related PFR Event created for Zignature trout & salmon dry; 2067994

AE Date 11/07/2018 Number Fed/Exposed | 3

Best By Date Number Reacted 2

FDA-CVM-FOIA-2019-1704-005431



Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed Retriever - Labrador

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067994

Product Group: Pet Food

Product Name: Zignature trout & salmon dry S .

Description: Older housemate diagnosed with DCM and CHF. Screenin¢__ B6 because he has been eating
the same diet. Does not have clearcut DCM on echo but has reduced cardiac contractility. Taurine pending and
owner has changed diet and started taurine supplementation

Submission Type: Followup

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

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

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Zignature trout & salmon dry

This report is linked to:
Initial EON Event Key: EON-370715
Initial ICSR: 2058683

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390034

To view the Related PFR Event Report, please click the link below:
https.//eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=10100&
issueld=407306&parentissueTypeld=12

FDA-CVM-FOIA-2019-1704-005432



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

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

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

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

FDA-CVM-FOIA-2019-1704-005433



Cummings
\leterinary I\Iledgilcal Center B 6

AT TUFTS UNIVERSITY

Discharpe Instructions

B 6 Painimy B6 |

B6

Adenit Dater 1/24/2019 10:26:41 AM
Disdharpe Dater 1/24/019

Diagnoses: Decreasad condractile function and mildly enlarnsed heart {stable).

Chnicall Fdings:

although hesaometimes has a dry cough alter eating. On physical sam there were no alnormalities while Btening inhs
heart, and he had nice strong pulses.

collapse, a reduction inappetite, couph, or dstension ofthebelly. Fyounotice any abnoamalities, we would lle o seehim
for arecheck esam.

aday.

FDA-CVM-FOIA-2019-1704-005434



Mw

1. Tawine Suppicnent - Give 1000mg by mouth every 12 hinars.

{brands we recommend inchude Twinl ah, Swanson, NOW and GNC brands)

Taxine & an ainino acikd thot & shows o be necessary for appropriote haort health. Supplemening TOLEDe, §1 SOME (0565,
hos lead to reduction i heart enkargernent and on excrease @1 heart ealth in dogs with DAL

_ ihadk for a recherk echocardiogram in 6 months.

Thark you for eninstinguswith B6 _care- he is such a good boy!. Please contadt our Cardiology Eatson at

B6 for scheduling and non-emergent questions or concems.
Please visit our HeartSmart website for more indomation
hittpcffvet bt edhyheartsmarty
Presmiplion Refill Dis diosoe

For the safely ond well-being of oar palients, your pel mast rove od on exominaiion by one of our velerinarions within the post
yveor it order o obdoin prescription medicotions.

Ordering Food:-

Pleose oive ok with your primory velerinorion In purohese the recommended deti{s).  vouwesh In mvechose your food from s,
pleose eoll 7-10doy=s in odvonce [SO08-887-36249) In ensuere Lhe food & in ook Allernol ve . velerimory diels con be ordered from
online reloders with o presoription/ve terinory opprevel.

Choiod Tk
Chnied tricls ore studies i which our velerinory doectors work with your ond your pel 1o inmvesligoir o speciic dseose process or g
promisimg mew iesd orirealment. Pleose see our websile: vel_ hrfls edu/ovmnc/oliniosl slhudies

B6 Didape ndnxtions

FDA-CVM-FOIA-2019-1704-005435



Lummings B6

Veterinary Medical Center e

AT TUFTS UNIVERSITY i..B8__i Canme
Cardiology Liason: 508-B87-9696 LA

Cardiology Appointment Report

B6

Presenting Complaint DCM Study, last echocardiogram performed 112018 revealing deareased

week ago-uncure of consistency.

Diet and Supplemenis: Fats purina proplan sport, taurine supplement

Cardiovascular History-

Prior CHF diagnosis? No

Prior heart murmur? No

Prior ATE? No

Prior axrhythmia? No

Monitoring respiratory rate and effort at home? No
Cough? Yes

Shortness of breath or difficulty breathing? No
Symnoope or collapse? No

FDA-CVM-FOIA-2019-1704-005436



Sudden onset lameness? No
BEaercice imtolerance? No

Cusrent Medications Pertinent 1o COF Systemc

B6

Medication:
Formulation/Tab Size:
Adminisiration Frequency:
Need refills?

Medication:
Formulation/Tab Size:
Adminisiration Frequency:
Need refills?

Cordine Phwsical Exomination

B6

Muscle condition:
M Narmal
[ mildmuscleloss

Cordiowaceulnr Plvsicnl Exoamn:

Mumwr Grade:
E None
10
1w
1 man

Murmur locat ion/description:

Jupular vein:
M Bottam 1/2 of the neck
[ middle 173 of theneck

Arterial pulses:
[ wieak
O Fair
[ Good

FDA-CVM-FOIA-2019-1704-005437



|1 premature beats

Gallop:
[F_JI_‘I'E; [ pronounced
M No [ other:
I intemittent
Pulmonary assessmernts:
Bumeic [ Puimonary cackles
DHMdﬁpﬂEﬂ [ wheeras
(1 marked dysprea [ upper ainway stridor
[ Narmal BY smunds
Abdommnal exam:
M Nomal 2] mild ascites
[ Hepatomegaly [ marked ascites
[ Abdominal distension
Prablems:
Differential Dispnoses
Eﬁhmlignrn Dml'plspdile
D(ha‘ristwpnﬂe Dmrﬂlw
[ ecs [ Nr-proBNP
Dﬁaﬂpmﬁle _|Tn:pmnl
DBqu:lplEEuE [ other tests:
Echocardiopy s Fanding s

B6

Assecoment and recommendations: Stable systolic dyshinction with similar 1V function compared to
previous exam. Recommend continue Tarine supp lementation and cument diet. Edhocardiogram should
be repeated n 3 months or sooner n case patient develops dinical signs consistent with worsening of
the disease.

FDA-CVM-FOIA-2019-1704-005438



Final Dingnesis:
- Decreased contractile function - rfo DCM v=_ diet induce cardiomyopathy.

Heart Fodhere Clac sificotion Score:

ISACHC Classification:

Hia
M b
Hn

ACVIM Classification:

I a
I
M B2

M-Mode
vsd
LviDd
LvPwd

LVIDs
1VPWs
EDV{Teich}
ESV{Teich}
EF{Teich}

SV{Teich}
Max LA

HR
COfTeich}
Cl{Teich}
An Diam
LA Diam
LAfAnD

Ivsd

LvVIDd
EDV{Teich}
LVIDs

TAPSE

Ema
b

[

B6

3 R R3

FDA-CVM-FOIA-2019-1704-005439



EPSS an

M-Mode Normalized

IVSdN {0290 -0.520) !
LVIDdN {1350- 1730} !
LVPWdN {0_330 - D530}
IV5sN {0 A30-0_71D} !
LVIDsN {0.790-1.140} !
LVPWsN {0530 - D_78D}
2D

SA LA amn

An Diam am

SA LA f Ao Diam

1vsd am

LviDd oam

LvPwd om

EDW{Teich} ml

1V5s an

LVIDs om

LVPWs B 6 am

ESV{Teich} mil

EH{Teich} %

S %

SV{Teich} mi

Doppler

MV E Vel mfs

MV DecT ms

MYV Dec Slope mfs

MV A Vel mjs

MY E/A Ratio

E mjs

E/E

.Yy myfs

5 mfs

IVRT ms

AV Vmax mfs

AV maxPG mmHg

PV Vmax mfs

PV maxPG mmHg

TR Vimiax mfs

TR maxPG mmHg

FDA-CVM-FOIA-2019-1704-005440



Cummings B6

\eterinary Medical Center

AT TUFTS UNIVERSITY

Discharpe Instructions

B6

At D= 5/1/7619 1220053 PM
Discharge Date 5/1/2019

Diagnoses: Decreased oorradcile function and mildly enlarnsed heart.

Chnical Findings: ™~~~

Thank youfor lringing!  B6 mtlhyrirhlsrﬂ:lﬂk ahocadiogram ‘I'tmrmlthsisd]lgﬂal at home andhas

not had any couphing or sercise ntolerance. On physical exam there were no abnomalities while listening to his heart,
and he had nice strong puises.

__________________

additional mﬂil:tnlsatﬂustrrle, hma' we recomamend awsinung hl'nmhsmgl;]ﬂﬂ'rmﬂmwﬂl
o iue i monitar his heart cosely inthe luboe

_________________ is very stable today and & not close o heart faikre. However, please monibar forhim for any sions of wealones, ar
mllqlse,aralu:tmnnqpeﬁtq couph, or distension ofthebelly. Fyounotice any alnamalities, we wiald lile to ssehim
Tor a recheck esaam.

aday.
Dick Suppestings:

FDA-CVM-FOIA-2019-1704-005441



B6

Recheck Visils: Wewould lketoses B6  sack fora recheck edhocandiogramin 23 months. | B6 *wﬂl-ll;uum

Thark youfor eninstinguswith. B6 care- he is such a sweet boy! Please contad our Candiology liaison at

(303} 8874696 ar amail us at candiowelEthuls edu or scheduling and non-emerpert questions or concems.

PMlease visit our HeartSmart website for more indommation
hittpcffvet bt edhyheartsmarty

Presmiplion Refill Dis diosoe
For the safely ond well-being of oar palients, your pel mast rove od on exominaiion by one of our velerinarions within the post
yveor it order o obdoin prescription medicotions.

Ordering Food:-

Pleose oive ok with your primory velerinorion In purohese the recommended deti{s).  vouwesh In mvechose your food from s,
pleose eoll 7-10doy=s in odvonce [SO08-887-36249) In ensuere Lhe food & in ook Allernol ve . velerimory diels con be ordered from
online reloders with o presoription/ve terinory opprevel.

Choiod Tk
Chnied tricls ore studies i which our velerinory doectors work with your ond your pel 1o inmvesligoir o speciic dseose process or g
promisimg mew iesd orirealment. Pleose see our websile: vel_ hrfls edu/ovmnc/oliniosl slhudies

Cosd.. . B6____! [ B6 Diedharpe Indnctions

FDA-CVM-FOIA-2019-1704-005442



Lummings
\eterinary Med[T][:aI Center BG

AT TUFTS UNIVERSITY B6 CT'II"'E'E e ]
e e T a— == 0 Malk (Neutered) Golden Retriever

Gold

Cardiology Appointment Report

Date: 5/1/2019

B6

Presenting Camplaint recheck - DCM study; doing well at home, active, no coughing

Conosrent DEenses:
none

General Medical History:
Last echo performed 1/19/19 - decreased contractile function, no mitervention needed at this time
Suspect diet-associated DCM

Diet and Supplements :
Tarine 1{NNmg BID

Cordiovaceulinr History:

Prior CHF diagnosis? n

Prior heart murmur? n

Prior ATE? n

Prior asrhythmia? n

Monitoring respiratory rate and effort at home? n

Cough? very rarely -o cannot remember the |ast time he coughed
Shortness of breath or difficulty breathing? n

Snmcope or collapse? n

Sudden onset lameness? n

FDA-CVM-FOIA-2019-1704-005443



Bxercise imolerance? n

Cusrent Medications Pertinent 1o CF Systernc

None
Cordine Physical Examination:
‘Miirscle condifion:
M Narmal [l Moderate cachesda
] mMildrmuscle loss [ Marked cachenia
Cardiovasculas Phvwsical Exam:
Murmur Grade
M none I nefvn
Eian [ wpn
£ i [ wipwn
ET
Murmur location/description:
Jugular vein:
M Bottomn 1/3 of the neck [ 1/2 way up the neck
[ middie 1/3 of theneck Top 2/3 of theneck
Altml'_jl pulses: O

VWeak | Bounding
%Fﬂi % Pulsedefidts

Good || Pulaus paradima s
DSI:ltl'g [ other:

iﬂ: [

Nane | Bradycandia
D!‘.illsaﬂqtlmia DTﬂl:h}!::lﬂia
1 premature beats

Gdl[ﬂl:
[ ves [ ronounced
M no [ other:
O mtermittent

Pulmonary assessments:

ELpmneic = Pulmonary aackles
DHﬂddppnen O wheeres
Dmm &= Upper aiway stridr
M Narmal BY sounds

Abdommnal exam:
M namal = mild ascites
ul-lqntu'rmaly [ masked ascites

FDA-CVM-FOIA-2019-1704-005444



|21 Ahdominal distension

Problems:
DCM with mildly decreased contractile function

Differential Disproces:
Diet-associated DCM vs primary DCM

% O Dialysis profile

M chemistry profie [ Thoracic radiographs

M E0G NT-praBNP

[ Renal profile [ Tropanin |

DBhﬂp‘Eﬂl‘E [ other tests:
Echocardiopram Fndings:

Ascecoment and recammendations:

Findings consistent with stable mild LV dilstion and systolic dyshanction with similar LV function
compared to previous exam. Recommend continue Taarne supplementation and cument diet
Echocardiogram should be repeated in 3 months or sponer in case patient develops clinical signs
consistent with worsening of the disease.

Final Dingnosis:
- Decreased contractile function - rfo mild DCM v=. diet induced cardiomyopathy.

Heast Fodhee Clas sihcation Scoxre:

ISACHC Classification:
Oia O na
™ b O b
E

ACVIM Classification:
0a O c

FDA-CVM-FOIA-2019-1704-005445




M-Mode
Ivsd

LVIDd
LvPwWd

| P

LVIDs
LV
EDV{Teich}
ESV{Teidch}
EHTeich}
%S
SW{Teich}
Max LA
An Diam
LA Diam
LASAD
TAPSE
EPSS

M-Mode Normalized

IVSdN
LVIDdN
LVPWdN
IVSsN
LVIDsN
LVPWsN

2D

54 LA

An Diam

SA LA f Ap Diam
vsd

LVIDd

LvPWd
EDV{Teich}

LVIDs
LV
ESV{Teich)
EF{Teich})

SV{Teich)
LV Major
LV Minor

B6

35331*%®333538§833§

33

{0290 - 0,520}
{1350 - 1730} !
{0330 - 0,530}
{0.430 - 0.710}
{0790 - 1.140} !
{0530 - 0780}

33

392®*33535338%3

FDA-CVM-FOIA-2019-1704-005446



sphericity Index
LVid AAC

LVEDV MOD AAC
L¥VIs AdC

LVEY MOD AdC
LVEF MOD AdC
5V MOD AAC

Doppler

MR Vrmax
MR maxPG
MV E Vel

MV Decl

MV Dec Slope
MV A Vel

MV E/fA Ratn
E

E/F

A

5

IVRT

AV Vmax

AV maxPG
P VYimax

MY maxPMG
TR Vmax

TR maxPG

B6

mjs
mmHg
mjs
ms
mfs
mjs

mjs

mjs
mjs
ms
mfs
mmHg
mjs
mmHg
mfs
mmHg

FDA-CVM-FOIA-2019-1704-005447



544

0-1704

201!

1
=

-FC

Lol g, Ty
- . o oy I...-._ ..__.;., b
- LB
s A ..Tn.l_
-._...-. |. _r .1-.-.

4

el |
e R
=

&T

the first ingredient
thOUt grain or SOy

e help support

=
s

-
& 3
-

L

an’ Sport™ Grain Free P
me :

Ig

trength and endurance - h
DRY PLACE.

» Real, h
» Alternati
» EPA, ano

e
i

e |

ifﬁf.. . e s

.r..... : T

..T._-..
.. .!..q.u.....u.. _
N el

- .-..n......._.r.ﬂ_.,.u.n....-

R -
£ .n.-._n..n.-k ‘M & -_...-...
" . - .._.."._..._..."._.-. -
ST r._Tu._.ﬂw.—. =
o
.ﬁh...ﬂ...ﬂ:_
Py

= |

—
O
O
O
<
£
L
4
O
f—
v

g ._r.uu“_ "._.
. .__.w-_.
8

._F.._. \

-y

e

Uidswiaxiy




B6

Canine

W
oy

Labrador Retriever DATE: 2/26/18
Female 2/27/18
i 'B6 | 3/9/18
B6 i
B6
IDEXX SDMA Creatinine BUN

B6 B6 B6

Chemistry o

2/27/18 (Order Received) 1/23/18
3/9/18 9:58 AM (Last Updated)

RESULT
LES RESULI

IDEXX SDMA a 0-14 pg/dL
Creatinine 0.5-1.5mg/dL
BUN 9 - 31 mg/dL
BUN:Creatinine

Ratio

Phosphorus 2.5-6.1 mg/dL
Calcium 8.4 -11.8 mg/dL
Sodium 142 - 152 mmol/L
Potassium 4.0 - 5.4 mmol/L
Na:K Ratio BG 28 -37

Chloride 108 - 119 mmol/L
TCO2 13 - 27 mmol/L
(Bicarbonate)

Anion Gap 11 - 26 mmol/L
Total Protein 55-75g/dL
Albumin 2.7-39g/dL
Globulin 2.4 -40g/dL
Alb:Glob Ratio 07-15
Generated by VetConnect® PLUS March 12, 2018 07:41 AM Page 1 of 2

FDA-CVM-FOIA-2019-1704-005449



B6

B6

Chemistry (continued)

PET OWNER:

DATE OF RESULT: 2/27/18

TEST

Cholesterol

Hemolysis Index

Lipemia Index

B6

REFERENCE VALUE

131 - 345 mg/dL

BOTH SDMA AND CREATININE ARE WITHIN THE REFERENCE INTERVAL which indicates

kidney function is likely good. Evaluate a complete urinalysis and confirm

there is noc other evidence of kidney disease.

Index of N,

Index of N,

1+, 2+ exhibits no significant effect on chemistry values.

1+, 2+ exhibits no significant effect on chemistry values.

2/27/18 (Order Received)
3/9/18 9:58 AM (Last Updated)

REFERENCE VALUE
73 - 245 ug/dL
89 - 489 ng/mL

270 - 530 ug/dL

TEST RESULT
Serum Iron
Ferritin BG
TIBC ?

a

Referral test performed at Kansas State University.

Generated by VetConnect® PLUS March 12, 2018 07:41 AM

Page 2 of 2
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Owner: Accession Number: | B6 |
T B | Reference Number:! B6 |
b ‘ Gase Coordinator: TAE, GOMP. HEMATOLOGY

Recaived: 02/27/2018
 Finalized: 0202712018

gﬂg , o . Bpegies: DOG
NORTH CAROLINA ST UNIV- CLIN PATH LAB Sex: FEMALE
ROOM £269 AnimaliD:| B6 |
1060 WILLIAM MOORE DR Specimen: SERUM
RALEIGH, NC 27607 Sampled: 02/09/2013
FINAL REPORT

Thix vepod siiptreedes Gl Dreviolis reptirts for his case

Cimical P&tﬁ&fﬁgg L ' ‘ ' ' ‘
PROFULE IRON & TIHC
Animal 1 i B6 |
Bample Date: Fab 8 2018
_Specimen Desc. SERUM
- {'B6 | H ugldL 73 - 245 0202712018 05:14 PM
TIBC Comment

UNABLE TO CALCULATE TIBC. UIBC IS BELQW THE ANALYZER TECHNICAL L!MiT

Grass appearance ot NORMAL

serum; ;
Chemistry assays i B6  iMI CLINPATHLAB
repotied by
Accession Number:  B6 ! Tuesday, 27 Feb 2018 5:14 PM
Status: Finalized - . Page 1 of 2

FDA-CVM-FOIA-2019-1704-005451



Report Details -
ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2017-07-11 17.06:59 EDT

Reported Problem:

Product Information:

2023228

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Problem Description: _Please note Dr Jennifer Jones was consulted prior to submission of this report.
She wolld like to be involved inthe case review 3 week history of colgh treated

Radiograbhs showed severe pulmonaty edema and echocardiogram showed

_severe Dilated Cardiomyopathy 1here was an Initial response to diuretic therapy |
however, he declined and was placed on the ventilator for respiratory support and
continued CHEF treatment. Attempts to wean off the ventilator were unsuccessful

_ and aquaphoresis was performed. He continued to decline despite aggressive
therapy and was euthanized. Infectious disease testing was negative and taurine
and carnitine analysis showed adequate levels. Necropsy initially did not reveal a
cause for DCM and supported alveolar injury (possibly ventilator related) A re-

review of the myocardial histopathology by one of our pathologist showed
myofiber vacuoles reminiscent of the changes seen in doxorubicin foxicity. Since

the dog had nol received doxorubicii B6

| DGR

B6

B6 ihad been fed Ca!fornla

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

presented with severe DCM and CHF . | WI|| enter this dog as a separate affected
_ patient Both dogs had extensive infectious disease testing which was negative
and nutritional amino acid deficiencies were ruled out Because of this, their

conS|der|ng common environmental factors which could preclpltate DCM,
_including foad contamination or toxin exposure.

Date Problem Started i B6

Concurrent Medlcal No
Problem:

Outcome to Date: Died Euthanized
Date of Deathi B6 i

Product Name: @ Alternated between -California Natural Adult Limited Ingredient Grain Free
Venison & Green | entils and Kangaroo & Red | entils Recipe

Product Type: Pet Food

Lot Number;
UPC: not available
Package Type: BAG
Package Size: 26 Pound
Purchase Date 06/01/2017
Possess Unopened No

Product:
Possess Opened Yes
Product:
Storage Condltlons In a cabinet, in the orlglnal bag
Product Use Descrlptlon ' twice daily feeding The sample we have is from 6/17,
Information:  however, we do not have food samples from 2/17 when |

both dogs started with clinical signs.

Time Interval 2 Years
between Product

FOUO- For Official Use Only 1

FDA-CVM-FOIA-2019-1704-005452



Use and Adverse

Product Use
Stopped After the
Onset of the

Perceived
Relatedness to

Other Foods or
Products Given
to the Animal
During This Time

Event:

Adverse Event:

Adverse Event:

Period:

No

Possibly related

Yes

Manufacturer
IDistributor Information:

Purchase Location
Information:

Address:

United States

Animal Information: Name: i B6 i

Type Of Species:

Type Of Breed:

Schnauzer - Miniature

Gender; Male

Réprdduétive Status: Neutered

Weight: 8.2 Kilogram

Age: 2.5 Years

Assessment of Prior Excellent

Health:

Number of Animals 2
Given the Product:

Number of Animals 2
Reacted:

Owner Information:

Information
provided:

Address:

Healthcare Professional
Information:

Practice Name;

Practice Name:

FOUO- For Official Use Only

Owner Yes

Contact: Name:

Phone:

B6

Email:

B6

. North Carolina State University, College of Veterinary

Contact: Name:

Address: 1060 William Moore Dr

. North Garolina State University College of Veterinary Medici

Contact: Name: 1 i
Phoneé B 6

Medicine
Darcy Adin
Phone: (919) 513-6694
Other Phone: 6145829798
- Errv'nail:vdbadin@ncsu.edu

Raleigh

New York
27607

United States

FDA-CVM-FOIA-2019-1704-005453



Practice Name:  North Carolina state University, College of Veterinary Medic |

Contact: Name:
Phone:
Other Phone: |

Sender Information: Name:

Address:

Contact;

Permission To Contact

Darcy Adin

1060 William Moore Dr
Raleigh

New York

27607

United States

Phone: 9195136694
Other Phone: 6145829798

Email; dbadin@ncsu.edu

Yes

Sender:

Preferred Method Of

Email

Contact;

Reported to Other

Manufacturer

Parties:

Additional Documents:

FOUO- For Official Use Only
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN>

To: Reimschuessel, Renate; Queen, Jackie L; Palmer, Lee Anne; Jones, Jennifer
L; Ceric, Olgica; Carey, Lauren

Sent: 7/11/2017 9:45:50 PM

Subject: Fwd: Alternated feedings between:-California Natural Adult Limited Ingredient
Grain Free Venison & Green Lentils Recipe Dog Food and Kangaroo and
Lentils: Darcy Adin - EON-323519

Attachments: 2023230-report.pdf

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

CVM OSC/DC/CERT

7519 Standish Place

B6 (BB)

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

From: PFR Event <pfreventcreation@fda.hhs.gov>
Date: July 11, 2017 at 5:36:16 PM EDT
To: HQ Pet Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov>,

B6 Cleary, Michael *

ZMichagl Cleary@Tda his govs
Subject: Alternated feedings between:-California Natural Adult Limited Ingredient Grain Free Venison
& Green Lentils Recipe Dog Food and Kangaroo and Lentils: Darcy Adin - EON-323519

A PFR Report has been received and PFR Event [EON-323519] has been created in the EON System.

A "PDF" report by name "2023230-report.pdf” is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-323519

ICSR #: 2023230

EON Title: PFR Event created for Alternated feedings between: California Natural Adult Limited Ingredient
Grain Free Venison & Green Lentils Recipe Dog Food and Kangaroo and Lentils; 2023230

FDA-CVM-FOIA-2019-1704-005455



AE Date 06/22/2017 Number Fed/Exposed | 2

Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Schnauzer - Miniature

Age 7 Years

District Involved | PFR-New York DO

Product information

Individual Case Safety Report Number: 2023230

Product Group: Pet Food

Product Name: Alternated feedings between: California Natural Adult Limited Ingredient Grain Free Venison &
Green Lentils Recipe Dog Food and Kangaroo and Lentils

Description Please note: Dr J ennifer Jones was consulted prior to submission of this report She would like to

closely related to each other. His appetite for dog food declined but he would eat 1t if tempted with treats mixed
in. He was presented 6/22/17 for more syncopal events and was similarly diagnosed with severe DCM and CHF.
He was able to be successfully treated however and 1s clinically doing well on CHF medications as of 7/10/17. A

re-review of the myocardial histopathology for: B6 housemate B6 iwas requested at this time because of

the unusual diagnosis of DCM in a small breed dog lrvmg in the same house as another dog similarly diagnosed a
few months ago. This re-review by one of our pathologists showed myofiber vacuoles reminiscent of the changes
seen in doxorubicin toxicity. Since the dog had not received: B6 ‘

B6

(unrelated younger rmmature schnauzer) BG llad been tfed Caifornia Naturals Adult - both kangaroo with

not the original bags from when he was presented 2/17 _These samples were provided at the time; B6 also
presented with severe DCM and CHF. Lik B6 had extensive infectious disease testing v;lllcll was
negative and nutritional amino acid deficiencies were ruled out. Because of this, their unrelated lineages
(although the same breed, they were from different lines), different ages but similar time of presentation, we are
considering common environmental factors which could precipitate DCM, including food contamination or toxin

Celsius in add1t1on to food and treat samples.

Submission Type: Initial

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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 2

FDA-CVM-FOIA-2019-1704-005456



Lot Number | Best By

Product Name or ID Date

Alternated feedings between: California Natural Adult Limited Ingredient Grain
Free Venison & Green Lentils Recipe Dog Food and Kangaroo and Lentils

Sender information
Darcy Adin

1060 William Moore Dr
Raleigh, NY 27607
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-323519

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=338851

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

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

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

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

FDA-CVM-FOIA-2019-1704-005457



Print Date: 07/11/17

Page 1
NC State University
Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 5136500
Fax: Referral Ra|eigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
Client Patient i
CBg Case # 212267 :‘:Led":r::‘g DVM B 6
B 6 'SCHNAUZER Discharding DV 56
MC 8.2kg R"T a_rg";gVM : ;
BLACK eferring B 6
CANINE
Admission Date/Timei B6 ! Discharge Date/Time! B6 Discharge Status:
**NOTICE OF EUTHANSIA
Case Summary
Diagnosis:
1) Biventricular congestive heart failure (left significantly worse than right)
2) Cardiomyopathy (suspect secondary) vs. myocarditis vs. tachycardia-induced cardiomyopathy vs. other
Histor .
i B6 iis a2 and % year old male castrated Miniature Schnauzer who presented the NCSU ER oni Bé for
'I_'[é_E_i_'_d_'_r'ég__tg_r_Qathlng and was subsequently transferred to NCSU Cardiology.. _B€__initially developed a cough three weeks ago; | B6 |
i B6 .descrlbes the cough as a Wheezmg—type cough that occurred more frequently at night. When-___B__t_;____-showed no signs of

I_for eval Lt,LatJQn Bloodwork. and .thQIaQLQ radioqaraphs.were.| petfgérged Bloodwork was_renortedly. mre.mafkabJe_at thistime.and there

i B6 ‘While in-hospitali B6 .regurgltated On Wednesday: B6 ihad
|mprovement in respiratory effort but he stillwas not eating;! .

i B6 i The day of presentation i B6 'syringe fedi: B6 i but as she attempted he
i B6 'd'é\'ié'l'd'ﬁéd marked labored breathing following this and was presented to an emergency hospital.

Thoracic radlographs were performed (uploaded in eFllm) and revealed cardlomegaly, a diffuse, severe mlxed interstitial to alveolar

B6

R BG 'Ilves with one other dog (nota relatlve) who is healthy_and is curr?antly up to date on his

Vacdinations. . BG '|s not current on any flea/tick prevention but receives heartworm prevention.i B6 lis fed California Natural dog
food. e

further care and ventilation if indicated.

Physical Exam Findings (on presentation):

FDA-CVM-FOIA-2019-1704-005458



Print Date: 07/11/17 Page 2

Brief Daily Summary:

i B6 'presented late in the evening on' B6 :to the ER and after a TFAST was performed showmg severe cardiomegaly with

hypocontractlllty of the ventricles in addition to reviewing the rDVM radlographs i B6 tand: BB iwere given. An

FDA-CVM-FOIA-2019-1704-005459



Print Date: 07/11/17 Page 3

echocardiogram was then performed (performed sternally cage-side given patient status) and a diagnosis of severe cardiomyopathy
(primary vs. secondary DCM vs. myocarditis, vs. pacing-induced cardiomyopathy vs. other) and he was quickly given another dose of

i B6 i

i B6 After the second: Bé iwas given he was immediately placed on a B6 land!___ | B6 . iat

L _____ B6 | Immediately after B6 {approximately 1:30AM) which showed a
marked improvement in terms ofi B6 :
significantly improved. He was maintained on ' B6 P

: B6 i He handled this quite well and whilei Bé ! as the! B6 i he clinically was markedly
improved from presentation. Hisi BB i

| am sorry for the loss of your patient. Bothi / were absolutely wonderful to work with. If you have any

questions at all, please do not hesitate to call us atEL B6 !

i B6 i

FDA-CVM-FOIA-2019-1704-005460



Print Date: 07/11/17

Fax: Admin

Fax: Referral

Client

[

SCHNAUZER

B6

MC
GRAY&WHITE
CANINE

Page 1
NC State University
Veterinary Hospital
1052 William Moore Drive Small Animal  (919) 5136500
Raleigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
Attending DVM i B6 :
Case # 216605 Student

9.9k Discharging DVM
Vg Referring DVM B 6

Admission Date/Time:JUN 22, 2017 10:46 AM

CASE SUMMARY:

HISTORY:

Discharge Date/Time: JUN 22, 2017 06:25 PM Discharge Status: UNDETERMI

B6

PHYSICAL EXAM FINDINGS:

B6

DIAGNOSTIC TESTS:

B6

Pending Lab Results:

B6

FDA-CVM-FOIA-2019-1704-005461



Print Date: 07/11/17 Page 2

ASSESSMENT:

B6

i B6 iUnfortunately,! B6 !echocardiogram
revealed evidence of mild mitral valve endocardiosis (i.e. chronic mitral valve disease) and suspected dilated cardiomyopathy. Mitral
valve endocardiosis is a chronic, progressive condition in which the valve leaflets become progressively thickened and no longer
close appropriately allowing mitral regurgitation. Over time, the left atrium will enlarge and this can lead to congestive heart failure.

Typically, in patients with mitral valve disease, the systolic heart function/contractility is maintained until late stages of the disease.

These findings were most consistent with a condition called dilated cardiomyopathy (DCM). DCM is a disease of unknown etiology
affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes, and Labrador
Retrievers), but there is a small case report of this disease occurring in Standard Schnauzers. Although the exact mechanism of DCM
is currently unknown, dietary taurine/carnitine deficiencies, genetics, infectious diseases, and toxins have all been linked to DCM. In
order to assess for some of these possible causes, we have submitted testing for multiple nutritional deficiencies and infectious
diseases. The NCSU Cardiology Service will call you as these tests become available. DCM leads to poor contractility and low cardiac

left-sided congestive heart failure on his radiographs and impending right-sided congestive heart failure on his echocardiogram today.
We are starting him on three medications to treat his heart disease and congestive heart failure today, and we may_consider adding
B6 i

additional medications and supplements in the future.

INSTRUCTIONS FOR CARE OF YOUR PET:
Medications.

FDA-CVM-FOIA-2019-1704-005462
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SMALL ANIMAL EMERGENCY SERVICE TEAM:

Faculty:

Date: 6/22/17

CASE SUMMARY:

Thank you for entrusting us with the care of your companion. The Discharge Summary will be emailed to you and faxed to your RDVM
within 24 hours of release/discharge from our facility at} B6 i If you or your veterinarian do not receive this,
please contact the! B6 ito request a copy. The following will briefly outline the care your companion should receive
at home and was explained by our staff at the time of discharge:

DIAGNOSIS (ES):

1. Left-sided congestive heart failure

2. Mitral valve endocardiosis with left atrial enlargement
3. Dilated cardiomyopathy

TREATMENTS:

B6

FDA-CVM-FOIA-2019-1704-005463



Print Date: 07/11/17 Page 4

B6

INSTRUCTIONS FOR CARE OF YOUR PET:
Medications:

IF YOU HAVE ANY QUESTIONS OR PROBLEMS, PLEASE CALL THE SMALL ANIMAL EMERGENCY SERVICE AT
(919) 513-6911.

PLEASE CALL TO MAKE YOUR FOLLOW UP APPOINTMENT AS RECOMMENDED

Owner/Agent Signature Clinician's Signature Student's Signature

Copy to: Owner / Medical Record / Fax to RDVM

FDA-CVM-FOIA-2019-1704-005464
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NC State University

Veterinary Hospital

Fax: Admin 1052 William Moore Drive Small Animal  (919) 5136500
Fax: Referral Ra|eigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
Client Patient i
e caserzionos  (MEPN | BB
B 6 ‘SCHNAUZER Discharging DVM
MC 9.9kg kel i
GRAY&WHITE elernng B 6
CANINE ;
Admission Date/Time:JUL 10, 2017 10:59 AM Discharge Date/Time:JUL 10, 2017 03:16 PM Discharge Status:

CASE SUMMARY

DIAGNOSIS:
Dilated Cardiomyopathy (DCM)
Mitral valve endocardiosis and regurgitation

dilated cardlomyopathy At his prior visit,i B6 presented to our SmaII Animal Emergency on 6/22/17 for episodes of coIIapse i_Bs !
had his first two collapse episodes in mid FEBTT

he immediately returned to normal after. He later has several more collapsing episodes in June 2017, which prompted his
presentation to NCSU SAES. Collapse episodes were preceded by excitement or exertion. He was dlscharged 6/22/17 with

i B6 house mate,]_B6é_| unfortunately passed away
from DCM and CHF in February 2017. Infectious disease testing and amino acid testing did not identify a cause for the DCM.
Histopathology was relatively unremarkable, however, findings could have been consistent with a toxic insult.

moment Where he stumbled but did nof Tall When excited 7/4/17. He is tolerating the medications and eating WeII No coughing,
snheezing, vomiting or diarrhea. His RR has been very normal since starting medications. His diet has been changed to Science Diet
adult small breed from California Naturals.

The tests results from' B6__i6/22 visit were normal, including vector borne testing (IFA, PCR) and taurine and carnitine analysis. A

full amino acid profile did not reveal significant abnormalutes however, consultation with UCD is pending for a full interpretation.

PHYSICAL EXAM FINDINGS:

RESULTS OF DIAGNOSTIC TESTS:

BLOOD PRESSURE- 110 mmHg systolic

CHEST RADIOGRAPHS- Moderate left sided cardlomegally with no signs of congestive heart failure. Moderate hepamegaly.
RENAL PANEL: B6 i

ASSESSMENT

cause affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes, and
Labrador Retrievers). Although the exact mechanism of DCM is currently unknown, dietary taurine/carnitine deficiencies, genetics and
toxins have all been linked to DCM Infectious and nutritional causes of DCM have been ruled out to the best of our ability to test for

FDA-CVM-FOIA-2019-1704-005465
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with enough vigor to move blood adequately forward into circulation, a volume overload occurs and the heart dilates to accommodate
it. As a result, the chambers of the heart become very large, and the walls of the heart become very thin. Ultimately, the heart is
unable to accommodate and dilate further, the result is back-up of blood from the heart and into the lungs, known as congestive heart

failure. It is important to know that this disease is progressive, and ultimately those patients affected with it will experience congestive
heart failure.

"B6 DCM. We will keep you up to date as we pursue toxin testlng in the food and treats you have brought us. However, negative

toxin testing may not completely rule out a toxin since we do not have samples representative of the onset of cardiac signs in both
dogs. We have changed! _. ifood to address this possibility.

“myocardial functlon Taurine and carnitine supplementatlon are unlikely to be helpful since his plasma and whole blood
concentrations are normal.

MEDICATIONS:

Plesae continue the following medications:

B6
B6

Please avoid strenuous exercise or situations which place undue stress on your pet. In general, pets with congestive heart failure will
self-regulate their exercise. Please monitor for any change in exercise capability.

Please start the following medication:

Please continue to monltor' B6
episodes recur.

DIET:

A diet that is moderately restricted in salt is ideal for cardiac patients, as excessive salt load can cause fluid accumulation. A

commercial "Senior” diet is formulated with an appropriate amount of salt for your pet. Please also avoid salty treats, such as hot
dogs or jerky treats.

NEXT APPOINTMENT:

] B6 ishould have a recheck appointment with NCSU Cardiology in 3-4 months to evaluate chest X-rays, blood pressure, kidney

""""" s, echocardiogram, and troponin. If he begins to show signs of heart failure prior to your next recheck, please call NCSU
Cardlology so that we can recheck your pet sooner.

CLINICIANS:
B8 '

RESIDENTS:

FDA-CVM-FOIA-2019-1704-005466
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_CLINICAL TECHNICIANS: .
B6

RESEARCH TECHNICIAN:

In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills.

NOTE: If your petis 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 pet's medical condition.

Owner i B6 i Clinician - Darcy Adin, DVM Student 1 B6 i

Referring Veterinarians - please visit us online at www.ncstatevets.org/veterinarians and fill out our RDVM Feedback Survey!

FDA-CVM-FOIA-2019-1704-005467



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

To: Jones, Jennifer L

Sent: 8/24/2018 10:17:06 PM 5

Subject: FW: 800.267-FDA Case Investigation fo B6 E(EON-30871 5)
Hi Jen, . N _

B6 will send records oni | B6  isincelwasn'tinvolve in that case but since she and | have
worked together on} B6 | she asked me to submit that one. | just submitted a report along with his
records. | indicated in the report that | had more records but on more careful inspection, | think I've sent you
everything | have.i B6 iwould be very happy to provide more info. She found a small amount of the

original diet which she sent to me and | am including that in the food box that I'm submitting to you on Monday.

Thanks for all your work on this!
Lisa

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Sent: Thursday, August 23, 2018 11:51 AM

To: ! B6 :

Subject: 800.267-FDA Case Investigationforr "B iand B6 (EON-308715)

Good morning{ ____B6 | !

Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about B6 fillness.

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

e Full Medical Records

o Please email (preferred) or fax (301-210-4685) a copy of Bé | entire medical history (not just
this event), including any referral diagnostics. T
e Have you submitted a report for: B6 i | was forwarded the medical records and told from Dr.
Lisa Freeman that you may have submitted a complaint. | cannot seem to locate it within our system.

| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.
Please respond to this email so that we can initiate our investigation.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer jones@fda.hhs.gov

Web: hitp/www fda gov/AnimalVelerinary/SclenceResearch/ucm247334.him

““““ 5. FOOD & DRUG

‘HHH AL WK T (0

FDA-CVM-FOIA-2019-1704-005468



From: : B6

To: ' Jones, Jennifer L

Sent: 8/25/2018 1:12:49 PM

Subject: RE: 800.267-FDA Case Investigation for B6 andiL B6 ;(EON-308715)

Hi Dr. Jones,

Dr. Freeman has taken care of submitting an official report for_____B6_____ 1, and | have asked my secretary to
send you! B6 ifull records. Please let me know if you don't receive them early next week, or have
any additional questions.

Best,

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]
Ser_1t: Thursday, August 23, 2018 11:51 AM

To:: B6 :

Subject: 800.267-FDA Case Investigation for: B6 i and B6 (EON-308715)

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

e Full Medical Records

this event), including any referral diagnostics.
e Have you submitted a report for B6 | was forwarded the medical records and told from Dr.
Lisa Freeman that you may have stibmittéd a ¢omplaint. | cannot seem to locate it within our system.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.
Please respond to this email so that we can initiate our investigation.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jennifer.jones@fda.hhs.gov

Web: hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.him

FDA-CVM-FOIA-2019-1704-005469
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Report Details - EON-308715
ICSR; 1064844

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: 2017-03-30 15:52:14 EDT

Reported Problem: Problem Description:  Presented to local veterinarian for gagging cough. Regllar veterinarian concerned

about new heart murmur and large heart on Ultrasound and referred fo

 Emergency and Cardiology services at | B6 iCardiac workup

showed degenerative valvular disease, Bt EIS6Very dépressed cardiac
contractility and early congestive heatt failure Taurine level (plasma) was
_checked to rule out taurine deficiency as cause of depressed cardiac contractility |
and level was extremely low - 5.3 nmol/mL (normal is 80-120 nmol/mL. critical is <
40 nmolimL). Concerned that diet may not have sufficient precursors to taurine.

Date Problem Started: 03/09/2017

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Information: Product Name: Nature's Variety Instinct Limited Ingredient diet Lamb Meal & Peas Formula
Product Type: Pet Food

Lot Number:
UPC: 769949653905
Package Type: BAG
Package Size: 25.3 Pound

Possess Unopened Unknown
Product:

Possess Opened Yes
Product:

Storage Conditions: Stored in original bag

Product Use Description: Fed 1 and 1/4 cup twice daily for several years according to
Information. @~ pet owner e e
Last Exposure 03/09/2017
Date:

Product Use Yes
Stopped After the
Onset of the
Adverse Event:

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Unknown
Products Given
to the Animal
During This Time

Period:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Animal Information: Name: ... BG
FOUO- For Official Use Only 1
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Type Of Species:

Type Of Breed:
Gender:
Reproductive Status:
Weight:

Age:

Assessment of Prior

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional
Information:

Dog
Retriever - Golden
Male
Neutered
66 Pound
8.5 Years
Excellent
1
1
Owner Yes
Information
provided:
Contact: Name: ;
Phone:i B 6
Other Phqne:§

Email:%___ -

Address: |

United States

Sender Information: Name:

Address:

Contact;

Reporter Wants to
Remain Anonymous:

Permission To Contact
Sender;

Preferred Method Of
Contact;

Reported to Other
Parties:

B6

United States

Phone: _
Other Phone:é

B6

Email:E

No

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-360238

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2052688

Initial

FPSR.FDA.PETF.V.V1

Both

Voluntary

2018-07-24 19:15:00 EDT

Yes

Problem Description:  Just before BG i second blrthday, her energy level dropped and she developed

_ml by the plasma test (normal Ievel i5s B0-120 ml). | then took her 10 card|olog|st
Dr. Joshua Stern at UCD VMTH. Dr. Stern did an echocardiogram and also found
the Mitral Valve Dysplasia, but did not see SAS. He found Mild to Moderate DCM.

. His report reads. 'Moderately dilated left ventricular chamber and LV systolic |
dysfunction - ddx taurine responsive DCM vs idiopathic DCM. Lv chamber has
significantly increased in the recheck interim (LVIDD 5. 13cm today, 4. 14em

_previous July 2016)" He prescribed increasing the taurine and l-carnitine
supplements and return for repeat echo in 3-4 months

Date Problem Started: 05/08/2017

Concurrent Medical Yes
Problem:

Pre Existing Conditions: She had inherited Mitral Valve Displasia that was diagnosed by a board certified
cardiologist when she was one year of age. | was told that it was mild and she
should live a normal life. He also diagnosed SAS, which was later listed as
equivocal.

Outcome to Date: Better/Improved/Recovering

Product Name:  Taste of the Wild Pine Forrést, Venison and LegUmeS
Product Type: Pet Food

Lot Number:
Package Type: BAG
Package Size: 28 Pound
Purchase Date: 04/01/2016

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: In the bag it came in until it was gone.

Product Use Description: Kibble was fed in a stainless steel bow! with water and
Information: supplements twice 4 day
First Exposure 05/14/2016
Date:
Last Exposure 05/09/2017
Date:

Time Interval 1 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

FOUO- For Official Use Only 1
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Started Again:

Perceived Definitely related
Relatedness to
Adverse Event:

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

Manufacturer
[Distributor Information:

Purchase Location Name: , . . Chewy.com

e Address: 1855 Griffin Road
Dania Beach
Florida
33004
United States

Animal Information: Name: P B6 |
Type Of Species: Dog
‘Type Of Breed: Retriever - Golden
Gender: Female
Reproductive Status: Intact
Pregnancy Status: Not Pregnant

Lactation Status: Not Applicable
Weight: 68.5 Pound
Age: 3 Years

Asseésmént bf Prior Good
Health:

Number of Animals 1
Reacted:
‘Owher infofmafionf
Healthcare Professional practice Name:  UCD VMTH Cardiology
nformation Contact: Name:  Joshua Stemn
Phone: 1-530-752-2475
Other Phone: 9259899795

Address: 1 Garrod Drive
Davis
California
95616
United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 07/06/2016

Permissionto Yes
Release Records
to FDA;

Sender Information: Name:

.._.-._....-‘

Address:

United States

Contact: phone:

Other Phone:
Email; |

vy
o

FOUO- For Official Use Only 2
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Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Reported to Other Other
Parties:
Additional Documents:
Attachment: B6 ycd 7.6.17.0df
Description: BG
Type: Echocardiogram
Attachment: 7.7.2016......B6 ____results§ _ Be  ipdf
Description:EL________B__§________5 echo at 1 y/o by Dr.i B6 n 717
/2016

Type: Echocardiogram
Attachment: 3.29.18 Dr. Stern Rept.pdf

Attachment: 11.17.17 B6 Dr. Stem UCD echo.pdf

Description:E._._EE_._..!second echo at UCD VMTH 11/17/17
Type: Echocardiogram

FOUO- For Official Use Only 3
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E- UCDAVI

& One Shields Avenue

;@8 VETERINARY MEDICINE Davis, CA 95616-8747
CARDIOLOGY Phone: 530.752.1393 Fax: 530.754.7297

Patient Name: B6

Date of Exam: 7/6/2017

Medical Rec #: Breed: Golden Retriever

DOB: i B6 i Weight: 66 Ib

Age: 2 years BSA: 0.98 m?

Sex: Fi BP-sys Not taken

Sonographer: i B6 iDVM, Cardiology HR: 103
Resident

Cardiology Resident: B6 1 DVM, Cardiology Resident

Diagnosis: Dilated Cardiomyopathy (suspect taurine responsive)

CV Exam:

2D UCD LA sax UCD LA lax

LAd cm cm

Ao s B6cm B6cm

LA/Ao (<1.5) (<2.5)

LA 2d/LV mmode | B6 !

M-mode Diastole Systole

RV I . cm %FS
VS cm MRSIm
LV 'B6  [gglm  WRs
LVPW L cm EDVI
LA cm ESVI

Normal Canine M-mode values (in ¢cm) for 35 kg dogs.

— LV EF %
LV SV B6iml
LV SI ml/m2
B6 LV CO I/min
ml/m?2 LV Cl ~=-min/m2

ml/m? EPSS iB6icm

__Lvibd LVPWd IvVSd LA AQ %FS
i_..B8 i i B6 1 T Be | i __B6& i B6 i _
Aortic Valve: AoV "
VMax :_B6 im/s
Mitral Valve:
Mn Grad o ~ E Vmax m/s
P1/2T } msec A Vmax B6:im/s
MV Area :B6 tm? E/A
MV DT i nsec MV VTI
Tricuspid valve:
TV E Max TR Vmax m/s
TV Mn Grad TR Pk Grad B6 mmHg
TV VTI RVSP mmHg
Page 1 of 3
Final
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B6

Pulmonic valve:
Vmax

PV AT

PV ET

PV AT/IET

71612017

B6

CLINICIAN INTERPRETATION:

B6

Mitral Valve: |

Pulmonary Artery:

] B6

B6

ECHO SUMMARY:
1. Moderately dilated left ventricular chamber and LV systolic dysfunction - ddx: taurine responsive DCM
vs idiopathic DCM.

- LV chamber size has significantly increased in the recheck interim (LVIDDi_'E_é_'m today,, B6im

previous July 2018).

ZEN

Mlid left atrial enlargement (LA/AO =i BG

dysplasia as previously noted, but may be secondary to annular deformation from chamber dilation

(cannot determine accurately_until.x
4. Max Aortic / LVOT velocity i B6

however it is likely due to dewruurred
5. Trivial tricuspid regurgitation - can be seen in normal dogs.
8. No other congenital heart diseases.

Recommendations:

valuation)

s. This has improved in the recheck interim (previously B6 m/s),

systolic function.

B6

" B6

IDVM, Cardiology Resident

Joshua A Stern DVM, PhD, Diplomate ACVIM (Cardiolo

Electronically signed on 7/6/2017 on 12:24:16 PM

Final

Page 2 of 3
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B6 7/6/2017

Page 3 of 3
Final
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Ep M@@@yg 060ull? at 12:33pm.

4 VETERINARY MEDICINE
Veterinary Medical Teaching Hospital
One Shields Ave., Davis, CA 95616-5270
http://www.vetmed.ucdavis.edu (530) 752-1393

Discharge Instructions - Record Copy

Admisgion: 06Jull? Small Animal Qutpatient Vigit#: 8042CV
Discharge: Status: Open
Client #:] B6 . | Clinician: | B6 . —

Client: Patient #:E B6 Birth:| | B 6 ______ Sex: F

Address: B 6 Patientsi o~ !
city, st: species: K9

Breed: GOLDEN RETRIEVER

Discharge Instructions

11

1) Thank you for bringing? B6 : to the UC Davis Cardiology service for evaluation
of her heart. T

2) CLINICAL EXAMINATTON......

3) On physical exam,i _____ BG ?as bright and alert. Her heart sounds were easily
audible on physical exam and she has a Grade II/VI heart murmur. Her pulses
match her heart beat. The remainder of her physical exam was unremarkable.

4) DIAGNOSTIC TESTS: N — \ )

5) 1. Echocardiogram: The chambers of | B6 iheart are dilated. Her heart also
has moderately decreased pumping function. This is due to a condition called
dilated cardiomyopathy (DCM). She continues to have mild leak through her
mitral valve, which may be mitral valve dysplasia, but can be due to her DCM.
Her aortic velocity was normal today, but this may also be due to decreased
pumping function of the heart.

6) ASSESSMENT-:

7) Based on B6 previous labwork and taurine levels, we suspect that her DCM
is caused Py taurine deficiency. If her DCM is caused by a previous deficiency
in taurine, we are hopeful that we can reverse her heart disease by
_supplementing her diet with taurine as you have already started to do.

g8). B6 lecho showed that her left atrium is mildly enlarged, which means there

is low immediate risk to develop congestive heart failure (CHF) / fluid
accumulation in the lungs.

9); B6 Ewas‘noted to have mild mitral valve regurgitation in her previous echo

.

regurgitation is the same as was seen at her last echo. Her mitral valve
regurgitation may be representative of mitral valve dysplasia, but it may also
be due to her DCM.

10)i B6 jaortic velocity was normal today. We measure aortic velocity to assess

“the fiow through the aortic valve; B6 !was previously noted to have equivocal

subaortic stenosis, though today we didn't appreciate any abnormalities of the

blood flow through her aortic valve.! B6 'DCM may be masking her subaortic

i ) L i, . 1l
stenosis, so we would like to assess her aortic velocity flow when her heart 1is
back to a normal size.

We would like to see if the taurine supplementation can reverse the DCM that we

—

13) Please monitox B6 ht home for any evidence that her heart disease is

............ JRR

progressing. This includes exercise intolerance, increased coughing, collapse,
weakness, lethargy, inappetence, abdominal distension, or trouble/difficulty
breathing. Please call a veterinarian immediately if any of these signs are

FDA-CVM-FOIA-2019-1704-005479



06Jull7 at 12:33pm,

Discharge Instructions - Record Copy Visit#: 8042CV Patient: , Bé i

Page: 2

observed.
14) MEDICATIONS
15) 1. Taurine:
16) Supplement

from the amount of taurinei Bé i was previously getting.
17) 2. L-carnitine:

18) Supplement| B6 | diet with 2000 mg L-carnitine three times a day.

19) RECHECK S

6 | diet with 1500mg taurine twice a day. THIS IS A DOSE CHANGE

20) Please schedule an appointment in 3-4 months to reassess.__ B6___!heart. We will
likely repeat an echocardiogram at this time to see how her heart chambers look
after supplementing with taurine and carnitine,

21) Thank you again for bringingi | B6 to the UC Davis Cardiology service. She is
SUCH a beautiful and well-behaved girl!

22) If you have any gquestions or concerns please do not hesitate to contact us at
(530) 752-1393.

23) Senior Student:{ BB i

24) Resident Clinician: Dr.: B6

25) Faculty Veterinarian: Dr. Joshua Stern

T have read and understand the discharge instructions
and I acknowledge receipt of the above animal. /

Client Signature Date
D Meds in Pharmacy |___| Meds in Ward DT.A.
Please page: D Clinician; or D
Prepared by: 27?2 Prepared for: 227

/

Discharged by Date & Time Clinician Signature Date

FDA-CVM-FOIA-2019-1704-005480



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

DROTSTEI>
To: Jones, Jennifer L; Peloquin, Sarah; Nemser, Sarah; Carey, Lauren; Ceric, Olgica; Glover, Mark;
Palmer, Lee Anne
Sent: 8/13/2018 4:52:20 PM
Subject: follow-up tau EON-360238-FW: Taste of the Wild Pine Forrest:{ | B6 .- EON-362010
Attachments: 2053631-report.pdf; Taste of the Wild Pine Forrest:; | B6 i - EON-360238; 2053631-

attachments.zip

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

CVM OSC/DC/CERT

7519 Standish Place

1 U.S. FOOD & DRUG

AT AL TRATECHN

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

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

Sent: Monday, August 13, 2018 12:48 PM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Cleary, Michael * <M|chael Cleary@fda.hhs.gov>; HQ Pet
Food Report Notification <HQPetFoodReportNotlflcatlon@fda hhs.gov>;i B6 i
Subject: Taste of the Wild Pine Forrest: | B6 - EON-362010

A PFR Report has been received and Related PFR Event [EON-362010] has been created in the EON System.

A "PDF" report by name "205363 I-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 "2053631-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-362010

ICSR #: 2053631
EON Title: Related PFR Event created for Taste of the Wild Pine Forrest Venison and Legumes; 2053631

AE Date 05/08/2017 Number Fed/Exposed

Best By Date Number Reacted |

FDA-CVM-FOIA-2019-1704-005481



Animal Species

Dog

Outcome to Date

Better/Improved/Recovering

Breed Retriever - Golden
Age 3 Years
District Involved | PFR-  B6 DO

Product information

Individual Case Safety Report Number: 2053631
Product Group: Pet Food

Product Name: Taste of the Wild Pine Forrest, Venison and Legumes

was on a grain-free food high in legumes. The result was B6iml by the plasma test (normal level is 60-120 ml). I
then took her to board certified cardiologist Dr. Joshua Stern at UCD VMTH. Dr. Stern did an echocardiogram
and also found the Mitral Valve Dysplasia, but did not see SAS. He found Mild to Moderate DCM. His report

repeat echo in 3-4 months. She returned for additional echos in November 2017 and March 2018. Copies of all
three visit reports and echos are attached. I'm going to try to attach a copy of her blood report of before and after

supplementation.

Submission Type: Followup

Report Type: Both

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

Number of Animals Reacted With Product: 1

Product Name

Lot Number or ID | Best By Date

Taste of the Wild Pine Forrest, Venison and Legumes

This report is linked to:
Initial EON Event Key: EON-360238
Initial ICSR: 2052688

Sender information

B6

“USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362010

FDA-CVM-FOIA-2019-1704-005482



To view the Related PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issue Type=10100&
issueld=378744&parentlssueTypeld=12

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

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

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

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

FDA-CVM-FOIA-2019-1704-005483



Report Details - EON-362010

ICSR: 2053631

Type Of Submission: Followup

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

Reporting Type: Voluntary

Report Submission Date: 2018-08-13 12:42:21 EDT
Initial Report Date: 07/24/2018

Reporter is the Animal  Yes

Owner:

Parent ICSR: 2052688

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Concurrent Medical

Problem:

Pre Existing Conditions:

Outcome to Date;

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:
Package Size:
Purchase Date:

Possess Unopened

Product:

Possess Opened
Product:

Storage Condltlons

Product Use
Information:

FOUO- For Official Use Only

_in legumes, The rasuft was. Be!Ml by the plasma test (normal level is 60-120 ml). |

_notsee SAS He found Mild to Moderate DCM His report reads "Moderately

_repeat echo in 3-4 months. She returned for additional echos in November 2017

. supplementation
_ Date Problem _Started;

second birthday. het energy level dropped and she developed
a dry cough in the mornings. On the advice of a friend, | had her blood tested for
taurine at the! ;

then took her to board certl'ﬁe'd cardiologist Dr. Joshua Stern at UCD VMTH. Dr.
Stern did an echocardiogram and also found the Mitral Valve Dysplasia but did

dilated lelt ventricular chamber and LV systolic dysfunction ddx: taurine

prescnbed increasing the taunne and | carnltlne supplements and return for

and March 2018 Copies of all three visit reports and echos are attached I'm
going to try to attach a copy of her blood report of before and after

05/08/2017

Yes

She had inherited Mitral Valve Displasia that was diagnosed by a board certified
cardiologist when she was one year of age. | was toId that it was miId and she

equivocal. Her initial Echo was done by Dr. - '''''''''''''''''''''''''
Cardiologist, B6

i Report from visit attached

Better/Improved/Recovering

_ Taste of the Wild Pine Forrest, Venison and Legumes

Pet Food

BAG

28 Pound

04/01/2016

No

No

In the bag it came in until it was gone

Klbble was fed in a stamless steel bowl wrth Water and
supplements twice a day

05/14/2016

Descri ptlon

First Exposure
Date:

Last Exposure
Date:

Time Interval
between Product

05/09/2017

1 Years

FDA-CVM-FOIA-2019-1704-005484



Animal Information:

Use and Adverse
Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

Adverse Event
Abate After
Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

Yes

Yes

No

Definitely related

Other Foods or No
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location Name: Chewy com
Information: .
Address: 1855 Griffin Road
Dania Beach
Florida
33004
United States
Name: T BE

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Intact

Pregnancy Status: Not Pregnant

Lactation Status: Not Applicable

Weight: 68.5 Pound

Age: 3 Years

Assessment of Prior Good
Health:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Pfactiée Namé:
Information:

Address:

Type of

Veterinarian:
Date First Seen:

Permission to
Release Records

to FDA:

_ UCD VMTH Cardiology
Contact: '

' JoéhuaStém
Phone: 1-530-752-2475

Name;

Other Phone: 9259899795

1 Garrod Drive
Davis
California
95616

United States

Referred veterinarian

07/06/2016

Yes

FOUO- For Official Use Only 2
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Sender Information: Name:

Address: B 6

United States

Contact: Phone:

Other Phone: B 6

Email:

Permission To Contact Yes
Sender:

Preferred Method Of Phone
Contact:

Reported to Other Other
Parties:

Additional Documents:

Attachment: B6 12017-06-27-0207.pdf

Description: This is a copy of two blood runs foriL___I?_,_t_s___g The first led to her visit to Dr. Stern at

UCD. The second was after supplmentation with taurine and L-carnitine had
started and just before our first appoint at UCD. | have no other documentation.

Type: Laboratory Report

FOUO- For Official Use Only 3
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B6

SEECIES:
BREED:
GENDER:
AGE:
PATIENT ID:

Canine

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

v
PET OWNER: |

Golden Retriever

Female

B6

B6

ACCOUNT #:
ATTENDING VET:

B6

i
LAB ID: B6 :
ORDER ID: i

COLLECTION DATE: 6/25/17
DATE OF RECEIPT:  ©/27/17
DATE OF RESULT:  6/27/17

|[DEXX Services: Taurine (Plasma)t

g

6/27/17 (Order Received)

6/29/17 6:25 PM (Last Updated)

TEST

Taurine
(Plasma)

E REFERENCE VALUE
@ B6 60 - 120 NMOL/ML
1

5/8/17

HI

B6

a Testing performed at University of California, Davis

Generated by VetConnect®

PLUS June 30,2017 01:20 PM

Page 1 of1
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification B6

8/21/2018 7:48:36 PM

Zignature Kangaroo Grain Free Formula BG - EON-362973

2054024-report.pdf; 2054024-attachments.zip

A PFR Report has been received and PFR Event [EON-362973] has been created in the EON System.

A "PDF" report by name "2054024-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 "2054024-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-362973

ICSR #: 2054024

1

EON Title: PFR Event created for Zignature Kangaroo Grain Free Formula, Earthborne Naturals Lamb Grain

Free; 2054024

AE Date B6 Number Fed/Exposed

Best By Date Number Reacted 1

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

Age 6 Years

District Involved

PFR-Atlanta DO

Product information

Individual Case Safety Report Number: 2054024
Product Group: Pet Food

Slowly transitioned from grain free to regular diet. Returned for recheck on 17 Aug 2018 and has shown
significant improvement. Still not sure at this point if the DCM is breed or diet related, or both. Owner has

another Mastiftf which also was on Zignature Kangaroo Grain Free.

FDA-CVM-FOIA-2019-1704-005488



Submission Type: Initial

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

Product Name Lot Number or ID | Best By Date

Earthborne Naturals Lamb Grain Free

Zignature Kangaroo Grain Free Formula

Sender information

" B6

Owner information

U

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362973

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=379707

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

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

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

FDA-CVM-FOIA-2019-1704-005489



Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-362973

ICSR:

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

2054024

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2018-08-21 15:36:51 EDT

Reported Problem:

Product Information:

Problem Description:

Concurrent Medical
Problem:

Outcome to Date;

free to regular diet. Returned for recheck on 17 Aug 2018 and has shown
significant improvement Still not sure at this point if the DCM is breed or diet
_related or both Owner has another Mastiff which also was on Zignature

No

Better/Improved/Recovering

Product Name:
Product Type:
Lot Number:
Package Type:
Storage Conditions:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name:
Product Type:

Lot Number:

Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

FOUO- For Official Use Only

Earthborne Naturals Lamb Grain Free
Pet Food

BAG

Please contact owner

Description:  lUsed as a primary source of food 2013-2015

First Exposure 01/01/2013

Date:

Last Exposure 01/01/2015

Date:

Time Interval 5 Years
between Product
Use and Adverse

Event:

Perceived Possibly related
Relatedness to

Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time

Period:

ZignatUre Kang‘amo‘ Grain Free Formula
Pet Food

BAG

No

Unknown

Please contact owner

Description: Used as a primary source for food 2015 -May 2018
First Exposure 01/01/2015

FDA-CVM-FOIA-2019-1704-005491



Animal Information:

Date:

Last Exposure 05/10/2018

Date:

Time Interval 3 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 Possibly related

Relatedness to
Adverse Event:

Other Foods or Yes

Products Given
to the Animal
During This Time

Period:
Manufacturer
[Distributor Information:
Purchase | ocation
Information:
Name: B6
Type Of Species; Dog
Type Of Breed: Mastiff
Gender: Male
Reproductive Status: Neutered
Weight: 96.4 Kilogram
' Agei 6 Years
Assessment of Prior Excellent
Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name. :
Phoné B 6
_________________ Email
Address:é :

Healthcare Professional
Information:

FOUO- For Official Use Only

United States

Practice Name:
Contact:

NC State College of Veterinary Medicine

Name: .
B

Address:

1060 William Moore Dr
Raleigh
North Carolina
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Sender Information: Name:

Additional Documents:
Attachment:

Attachment:

Attachment:

Address

Contact:

Permission To Contact

27607
United States

Type of Referred veterinarian

Veterinarian:

Per

mission to Yes

Release Records

to FDA:

United States

Phone:

Yes

Sender:

Preferred Method Of

Email

Contact:

Reported to Other

None

Parties:

Description

B6

.
g
L

B6

Email:

11 May 2018.pdf
- 7 to 10 day recheck

Type: Medical Records

Description

Type:

Description
Type

B6

7 Aug 2018.pdf
3 to 4 month recheck

Medical

B6

: Medical

ecords

- 1st visit
Records

FOUO- For Official Use Only
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_ NC State University
/ Veterinary Hospital
Fax: Admin | 4§99 Ser™1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral o Raleigh, NC 27607 Large Animal  (919) 513-6630
Discharge Comments
Client _Patient____ e ; ding DVM
T Be Case#_BE | Atendig B6
B 6 MASHER Discharging DVM
W 95.3kg Sobiiapts ngm
FAWN ESSHTE
' CANINE
Admission Date/Time:MAY 03, 2018 03:42 PM Discharge Date/Time:MAY 04, 2018 03:30 PM Discharge Status:
CASE SUMMARY
DIAGNOSIS
1. Dilated cardiomyopathy - r/o primary vs diet induced
2. Atrial fibrillation
3. Congestive heart failure - pulmonary edema, abdominal effusion, pleural effusion
HISTORY , [ ,
i B6_iisai B6 _imale castrated English Mastiff, who was presented to the NCSU B6 ifor lethargy and coughing

with a terminal retch for four days. He was hospitalized and transferred to the NCSU Caruiology Seivics for further care.

B6 _Ehas been more lethargic at home for the past couple of weeks. Approximately 1 week ago he also began coughing with a

erminal retch. He was taken to his primary veterinarian three d@g.g..QQ_Q.\_n‘.\ih.e.liez._bJ.QQd.wo.[k.and.a..urinaiysis.wem.mﬂunjﬂed_mi_aa_.ﬁé
ig B6 é B6  Over the past
few days the coughing haprogressea; arrme s currentry" cougning 5-6 times pér hour. He also refused a eat the morning of
presentation, which is abnormal. Due to his progressive decline, he was presented to NCSU for further evaluation.

i B6_is otherwise eating, drinking, urinating, and defecating normally. He has a history of allergies, and was started on benedryl

and famotidine by his primary veterinarian at his visit a couple of days ago. He also has a history of frequent ear infections. liaht bulb
foreign body, and naproxen toxicity.. B6. .has been seen by the NCSU: B6 i

i B6 . 3oth events resolvéd without hospitalization or intervention. He eats
Zignature kangaroo diet (grain-free; for another dog's allergic skin disease). To supplement|  'Bé___idiet, raw liver was added about

5-6 weeks ago to supply additional taurine. He is on no current medications, apart from preventative§ B6 :

CV/RESP: rapid irregularly irregular tachyarrhythmia, variable and weak femoral pulses, increased lung sounds bilaterally

GGl nn pain. an. ahdaminal nalnatics._ ..

PHYSICAL EXAM_EINDINGS:

DIAGNOSTICS

e

1.Big 4. B6 i

FDA-CVM-FOIA-2019-1704-005494
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4. AFAST/TFAST - mild peritoneal effusion, no pleural or pericardial effusion

5. Echocardiogram

a. Dilated cardiomyopathy - r/o primary vs diet induced

b. Severely increased LV size s :

¢. Decreased ventricular wall thickness 'U‘-N-----! e :
d. Moderately enlarged right ventricle Me INE . B6 |
e. Moderately reduced RV systolic function ' ¥
f. Severely dilated left atrium B 6 i
g. Moderate mitral valve regurgitation Fa WN
h. Mild to moderate tricuspid regurgitation T

6. Thoracic radiographs * final report pending *
a. Generalized cardiomegaly
b. Mild pulmonary edema B6

9. Whole blood taurine: pending

ASSESSMENT:
Thank you for bringing:

.

unknown cause affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes,
and Labrador Retrievers). Although the exact mechanism of DCM is currently unknown, dietary taurine/carnitine deficiencies, genetics
and toxins have all been linked to DCM. The overall effect of DCM is a decrease in the contractility (pumping ability) of the heart.
Because the heart is unable to pump with enough vigor to move blood adequately forward into circulation, a volume overload occurs
and the heart dilates to accommodate it. As a result, the chambers of the heart become very large, and the walls of the heart become
very thin. Ultimately, the heart is unable to accommodate and dilate further; the result is back-up of blood from the heart and into the
lungs, known as congestive heart failure ("“fluid on the lungs").

Itis important to know that this disease is progressive, and ultimately those patients affected with it will experience congestive heart

failure. Based on the results of{ B~ ldiagnostics, it appears that he has experienced an episode of congestive heart failure

secondary to DCM. This explains the clinical signs you observed at home - lethargy, panting, coughingi”_Be __‘has responded well to

heart failure medications in the hospital, and he is breathing comfortably. We will be sending him home &n medications to help
prevent further fluid accumulation, and improve the function of his heart. We will also recommend starting him on a supplement called
taurine - that has been shown to improve heart function in DCM cases caused by nutritional deficiencies.

6 ihas also been diagnosed with an arrhythmia call atrial fibrillation (AF). Cardiac enlargement in dilated cardiomyopathy can

TESUR TN this rhythm. AF arises due to an abnormality in the electrical system of the heart. In AF, the pacemaker cells' normal
electrical impulses are overwhelmed by disorganized electrical impulses that originate in other areas of the atria. The result is an
erratic, usually rapid, heart rhythm. Although in and of itself not life-threatening, AF may lead to the development of decreased
exercise tolerance, fainting, lethargy and decreased appetite. If sustained for prolonged periods of time at very rapid rates, AF can

also lead to the development of congestive heart failure, which was likely a contributing factor ini__B6__iepisode of heart failure.

Changes in the muscle of the heart in dogs with DCM can lead to fibrosis and remodeling of the myocardium (heart muscle). This can
lead to the development of ventricular arrhythmias. Intermittent ventricular arrhythmias are not dangerous, but if they occur in
sequence and rapidly, they can result in sudden death. In the future we would like to place a holter monitor (24 hour ECG) to

evaluate B6 iaverage heart rate at home, but also to evaluate for underlying ventricular arrhythmias. This can be performed at

his next réchigck appointment.

Although we cannot cure DCM, we hope to managei  Be__ i clinical signs with medical therapy as outlined below. The average

i
Mmoo s d T T ST BRI RN M WGy S0 UULIINISe. Rl |

survival for DCM patients after an episode of heart failtire is 8-12 months. However, as we discussed, ifi B6 {DCM is secondary

to a nutritional deficiency - his heart structure and function may show improvement with taurine supplementation and diet change.
Please see below for diet recommendations.

Please monitor him for signs of worsening of heart failure such as increased exercise intolerance, labored breathing, increased
coughing or fainting. Call NCSU Cardiology or your referring veterinarian if any of these signs occur. Also, please learn to take a

respiratory (breathing) rate when your pet is resting. This can be done by counting the number of breaths your pet takes in 15
seconds and multiplying by 4 (to get the total breaths per minute). This number should remain less than 36-40 at rest.

INSTRUCTIONS FOR CARE

FDA-CVM-FOIA-2019-1704-005495
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MEDICATIQNS:

MONITORING:

1. Please continue to monitori __B6__ ifor signs of recurrent congestive heart failure. These would include exercise intolerance,
increased respiratory rate, difficulty breathing, episodes of fainting/collapse, or decreased appetite. If you notice any of these signs,
please contact us and have: B6 evaluated by a veterinarian.

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

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

DIET:

As we discussed, we would like to change! _B6___idiet due to a concern for dietary induced DCM. We have seen an association
between grain free diets and poor cardiac function recently. Although there is currently no scientific evidence, we have seen an
increasing number of dogs with this problem. We would recommend transitioning him to a diet that contains grains. Some brands to

consider include the major commercial brands (Purina, Hills, Royal Canin, lams). There is a Royal Canin select protein adult KO diet

RECOMMENDATIONS EOR FLIRTHER_EMALLIATION:

that contains kangaroo as the protein source.

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
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 pet's medical condition.

B6 B6

<"Clinician -E_ B6 Student - c/o 2018

FDA-CVM-FOIA-2019-1704-005496



Print Date: 05/04/18 - Page 4

Clinicians: _Residents: Clinical Technicians: Client Services:
Dr. Darcy Adin i

B 6 : E  _.B6 !
B6
Research Technician

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 S..TE VETERINARY rnOSPITAL
HISTORY & PHYSICAL

Admission / Exam Date: S / 2/ 2018

Weight: Olbs Okgs
Temp: __ Pulse: ____ Respiration:
Membrane Color: ___ Capillary Refill:

L ; _ Body Condition: Pain Score:
VACCINATION STATUS: YES NO DATE N ARN o Exem N AN NoExan
Rabies OO General Appearance [1 [] O Reproductive [ [ O
Distemperor FVRCP [0 [ Integumentary O d O Mammary O O O
Lepto or FeLV O O Ophthalmic O 0O O Urinary O O4d O
Tetanus O 0O Otic O O O Nervous O 0O O
EEE / WEE / VEE O d Musculoskeletal O O O Alimentary O O O
West Nile Virus ] ] Cardiovascular O O O Lymphatic O 0O O
Influenza W E Respiratory 0O O H
Rhinopneumonitis O O
Other: | Lactating? [1Yes [JNo Pregnant? [Yes [ONo
CHIEF COMPLAINT:
I. Present History 1. Past History 1. Environment i

A. Onset / Duration A. Medical lliness IV. Preventative Student Signature:

B. Progression B. Surgical V. Systems Review

C. Prior Treatment C. Reproductive St .

D. Adverse Drug Reaction Clinician Signature: BG
E. Trauma

FDA-CVM-FOIA-2019-1704-005498



5/7/2018 —_ VHC DLAB/Clinical Pathology Reports..

NCS., COLLEGE OF VETERINARY MEDI1._.~NE
NCSU DIAGNOSTIC LABORATORIES

Client Patient Med Rec Casei BG i

L B6
MCIOATS Ibs
TERRY CENTER TC-ICU ICU-XL

Completed 17 of 17 Results

MASTIFF FAWN

Request Item Priority Status Dates
H-773345 RENAL ROUTINE COMPLETE Requested: 05/04/18 08:55 AM
Collection: 05/04/18 08:55 AM
Requesting DVM: Received: 05/04/1809:05 AM
Student: B6 Needed: 05/04/18 08:55 AM
Comments: Status: 05/04/18 09:52 AM
CHEMISTRY - RENAL PANEL
TEST RESULT UNITS REF RANGE  RESULT DATETIME
UREA NITROGEN MG/DL 6-26 05/04/2018 09:52 AM
CREATININE MG/DL 7-15 05/04/2018 09:52 AM
PHOSPHORUS MG/DL 25-56 05/04/2018 09:52 AM
CALCIUM MG/DL 94-114 05/04/2018 09:52 AM
PROTEIN- TOTAL G/DL 52-73 05/04/2018 09:52 AM
ALBUMIN G/DL 3-39 05/04/2018 09:52 AM
GLOBULIN G/DL 1.7-38 05/04/2018 09:52 AM
ALB/GLOB RATIO 9-1.8 05/04/2018 09:52 AM
SODIUM B6: mMoLL 140 - 156 05/04/2018 09:52 AM
POTASSIUM MMOL/L 4-53 05/04/2018 09:52 AM
CHLORIDE MMOL/L 108-122 05/04/2018 09:52 AM
BICARBONATE MMOL/L 18 - 26 05/04/2018 09:52 AM
ANION GAP 11.2-199 05/04/2018 09:52 AM
NA /K RATIO 27.7-359 05/04/2018 09:52 AM
ICTERIC INDEX 05/04/2018 09:52 AM
HEMOLYSIS INDEX 05/04/2018 09:52 AM
LIPEMIA INDEX 0504/2018.09:52_AM
Comments:
CHLORIDE B 6
Containers
1018-6103

hktps:l/webapps.cvm.ncsu.eduluvi331Ireports/clinpath!uvis_ciinpath_rpt_resultsform_zo15.cfm 108/230
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May.09.2018 15:22 Aminc Acid Lab 5307525058 PAGE. 1

| §FUZ __B6

: . B6
Sample Submission Form il &
l_ MgNWE X
Amina Acid Laborataty "B6 Eumber
University of California, Davls b
1020 Vet Med 38 B6
1089 Veterinary Medicine Drive P é?A.;,W
Davis, CA 95616 oo
Tel: {(530)752-5058, Fax: {530)752-4698
http: ~etmed.ucdavis.edu/vmb/aal/aal.html B6
Vet/ ech C;mtac Bé :
Company Name: Nerth Carolina State Unlversity College of Veterinary Madicine
Address: Clinical Pathology Lab, Room G-269
1052 William Moore Drive
Raleigh, NC 27807
Emall: :
Tdé B6 E Famg1951355m3
Billing Contact: TAX ID:
Email; Tel:
Patient Name:_ B6 Gt
Species: C-‘\mr*-e-
Owner's Name:___: B6
Sample Type: [:]Plasma ﬁWhole Blood DUrme D Food |:|0ther.
Test Items: @Taurlne D Complete Amino Acid Dorher
Taurlne Results (nmol/mit)
Plasma; Whole Blood:_ B6 Urine: Food:
Reference Ranges {nmol/ml}
Plasma Whele Bleod
Normal Range No Known Risk for Normal Range No Known Risk for
Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 200
Dog 60-120 >40 200-350 »150

NE /nn/a9n1a0 C.hODM FOMT Al . NN

FDA-CVM-FOIA-2019-1704-005500



5/4/2018
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VHC DLAB/Clinical Pathology Reports—.

NCSu, COLLEGE OF VETERINARY MEDIL .«E
NCSU DIAGNOSTIC LABORATORIES

Client Patient Med Rec Case E BG :
i B6 i MASTIFR BEABMN. .c.c.coeoey
B 6 WG 5057473 Ibs CANIN _ B6
TERRY CENTER TC-ER ER-01
Completed 29 of 29 Results

Request Item Priority Status Dates
H-773260 SAF ROUTINE COMPLETE Requested: 05/03/18 04:40 PM

Collection: 05/03/18 04:39 PM
Requesting DVM: | B6 Received: 05/03/1804:46 PM
Student: ; Needed: 05/03/18 04:39 PM
Comments: Status: 05/03/18 05:18 PM

CHEMISTRY - SMALL ANIMAL CHEMISTRY PANEL

TEST RESULT UNITS REF RANGE RESULT DATETIME
GLUCOSE MG/DL 70-131 05/03/2018 05:18 PM
UREA NITROGEN MG/DL 6-26 05/03/2018 05:18 PM
CREATININE MG/DL g-15 05/03/2018 05:18 PM
PHOSPHORUS MG/DL 25-56 05/03/2018 05:18 PM
CALCIUM MG/DL 9.4-11.4 05/03/2018 05:13 PM
MAGNESIUM MG/DL 1.8-25 05/03/2018 05:18 PM
PROTEIN- TOTAL G/DL 2o 05/03/2018 05:18 PM
ALBUMIN G/DL 3-39 05/03/2018 05:18 PM
GLOBULIN G/DL 1.7-3.8 05/03/2018 05:18 PM
ALB/GLOB RATIO 9-1.8 05/03/2018 05:18 PM
CHOLESTEROL MG/DL 124 - 344 05/03/2018 05:18 PM
BILIRUBIN- TOTAL 05/03/2018 05:18 PM
ALKALINE PHOSPHATASE IU/L 16 - 140 05/03/2018 05:18 PM
ALT TU/L 12 -54 05/03/2018 05:18 PM
AST B6 IU/L 16 - 140 05/03/2018 05:18 PM
GGT 05/03/2018 05:18 PM
CK IU/L 43 - 234 05/03/2018 05:18 PM
SODIUM MMOL/L 140 - 156 05/03/2018 05:18 PM
POTASSIUM MMOL/L 4-53 05/03/2018 05:18 PM
CHLORIDE MMOL/L 108 - 122 05/03/2018 05:18 PM
BICARBONATE MMOL/L 18 -26 05/03/2018 05:18 PM
ANION GAP 11.2-19.9 05/03/2018 05:18 PM
NA /K RATIO 27.7-359 05/03/2G18 05:18 PM
OSMOLALITY- CALC. MOSM/KG 278.7-311.6 05/03/2018 05:18 PM
AMYLASE IU/L 236 - 1337 05/03/2018 05:18 PM
LIPASE IU/L 12 - 147 05/03/2018 05:18 PM
ICTERIC INDEX 05/03/2018 05:18 PM
HEMOLYSIS INDEX 05/03/2018 05:18 PM
LIPEMIA INDEX 05/03/2018 05:18 PM
Comments: :
CHLORIDE B 6
Containers E
1018-6087

https://webapps.cvm.necsu.edu/uvis31 [reports/clinpath/uvis_clinpath_rpt_resultsform_2015.cfm
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NC STATE UNIVERSITY | 1052 William Moore Drive
: Raleigh, NC 27607
CARDIOLOGY Phone: 919.513.6694 Fax: 919.513.6712

Canine Echocardiography Report

Patient Name: BG Date of Exam:i ____ B6 .
Medical Rec #: | Breed: Mastiff
DOB: Weight: 95 kg

Age: BG BSA: 2.10 m?
Sex: Mc HR:

Sonographer: i B6 E BP-sys:

Report Status: READ

Ref. Clinician: : B6 E

Diagnosis: Dilated Cardiomyopathy w/ heart failure

Study Details: 2D Echo/Doppler/Color Doppler. The images were of adequate diagnostic quality. The
patient was awake.

2D

VS
LV
LVPW

2D

LA Long Axis
LAd

Ao s

LA/Ao

M-mode

RV

VS

LV

LVPW

LV normalized
LA

Mitral Regurgitation:
MR Vmax

MR Peak Gradient
Est SBP by MR

Tricuspid valve:
P12 T

B6

CLINICIAN INTERPRETATION:
Left Ventricle: The left ventricular cavity size is severely increased. Ventricular wall thickness is
decreased. LV basal fractional shortening is severely decreased.

Left Atrium: The left atrium is severely dilated.

Right Atrium: The right atrium is moderately dilated.

Right Ventricle: The right ventricular size is moderately enlarged. Global RV systolic function is

Page 1 of 2
Final
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B6 g 5/3/2018 . B6 |

moderately reduced.

Mitral Valve: The E-point septal separation is increased. Moderate mitral valve regurgitation. The MR jet
is centrally-directed.

ECHO SUMMARY:

1. The left ventricular cavity size is severely increased.
Ventricular wall thickness is decreased.
Moderately enlarged right ventricle.

Moderately reduced RV systolic function.
Severely dilated left atrium.

Moderately dilated right atrium.

Moderate mitral valve regurgitation.

Mild to moderate tricuspid regurgitation.

NGO R N

CV Exam:

Body condition was overweight. The animal was panting. The mucous membranes appeared pink, with a
normal capillary refill time. Femoral pulse quality was difficult to assess.

ECG:
The heart rate measured at 220 beats/minute. The ECG rhythm is atrial fibrillation.

Recommendations: The echocardiogram was limited due to patient size and stability.

This study shows evidence of dilated cardiomyopathy and atrial fibrillation. The LV is severely dilated with
thin walls. The systolic function is severely reduced - with the septum moving more adequately than the LV

free wall. The mitral regurgitation was difficult to quantify - but appears to be at least moderate. The left
atrium is severely dilated.

The patient eats a grain free diet (Zignature Kangaroo). Given the recent association with grain free diets and

dilated cardiomyopathy - diet induced DCM is possible. However, given the breed and age idiopathic DCM is
also considered.

There is a small volume of free fluid within the abdomen - consistent with R-CHF. Thoracic radiographs show

mild pulmomary edema.

Tl

MC i B6 FAWN

i B6 g
B 6 CANINE _MASTIF]
6

B B6
Electronically signed on 5/3/2018 on 5:38:12 PM

Page 2 of 2
Final
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Patient Name:

B6 ! . 2

e MASTIFF
Clien C"(‘:NINE e DAY CARDIOLOGY PATIENT QUESTIONNAIRE
___________________ i'-'-'-"éd'sn--—-—-l

North Carolina State University
Veterinary Teaching Hospital

Contact number

(Please try to be available between
9:30 and 10:30 am for questions or
updates)

| would B 6 le.
(betwe B6 |
May we sedate or tranquilize your pet today if necessary?

NO
Ny AL e e

Some tests require shaving to obtain the best results — may we shave your pet’s fur today if necessary? @ NO

Please indicate any symptoms your pet has experienced since your last visit — please describe in the space provided:

7
m Change in activity level

PN 4_\[ w? (\ :
[j Change in water consumption NI TN d

~m YoLd o ms\ F

m Change in urination frequency 'W\Q \_O\E'\y ARV A
[] change in appetite '

[C] coughing

[] pifficulty breathing

[ sneezing R WLGALA
[] weakness / fainti}lg d

m Vomiting .{N\ (k

[] piarrhea

i x ~ Mf\@)
Current diet:"“ AALATAR Su\.\ﬂ\@(\ AL VR‘]’ m'\tuﬁ t \anal-las your pet been fed today?
Have you seen your family vet since your last visit? Mﬁ} If yes, what time __\. 3D
How much? __ 3 tuz0
|

6 g

CURRENT MEDICATIONS:
Drug Name How often given? Was medication What time? REFILL NEEDED
ﬁ ,{) given ti:day? TODAY?
1\ y AL LE '
NN MT
J W) \
[y ) Vs
Ay D \
) \J v
RAINITTE N
TR AN N
Owner Signature: BG L Date: S / \ f\ l l 8?

Use back of sheet for any additional information.

FDA-CVM-FOIA-2019-1704-005504
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NC State University - | fg %\T’/ »

Veterinary Hospital

Fax: Admin 1052 William Moore Drive

Small Animal (919) 513-6500
Fax: Referral

Raleigh, NC 27607 Large Animal  (919) 513-6630
Discharge Comments

Client Patient === e ; .
Be case# BB | oo B6
B MASTIFF ; ) ;
Discharging DVM;
e faske Referring DVM
FAWN sreirig
CANINE

Admission Date/Time:MAY 11, 2018 08:53 AM
CASE SUMMARY

Discharge Date/Time: MAY 11, 2018 03:00 PM Discharge Status:

DIAGNOSIS:

1. Dilated cardiomyopathy - r/o primary vs. diet induced
2. Atrial fibrillation

3. Congestive heart failure - pulmonary edema, pleural effusion, abdominal effusion - resolved

HISTORY
{""Be__lis a 5 year old male castrated Mastiff who was presented to the NCSU Cardiology Service on 5/11/18 for a recheck of dilated
cardiomyopathy, atrial fibrillation, and congestive heart failure.

i B6 -was first presented to the NCSU B6

‘pafairied at his regular veterinarian on 5/2/18 showed hypoalbummemsa (2.6), with normal kidney values (BUN i iB6iCreat B6 A

CBC and T4 were within normal limits. The urinalysis revealed proteinuria, and pyuria, and the collection method iﬁ_éls not fepotted.
The coughing progressed until his presentation at the ER, where he was coughing 5-6 times per hour. He also refused to eat the

morning of presentatlon which was abnormal. While at NCSU an echocardiogram showed evidence of dilated cardiomyopathy, small

b ______________ iwas hospitalized overnight and responded well to
1reatment He was discharqed i oo

B6 | i

upset. His owner reports that he has reduced frequency of defecation (1-2x/day as opposed to previous 3-4x/day) and increased
water consumption and urination, but is no longer dribbling urine in the house or when lying down.

_ o ici B6._.was previously seen by the NCSU

‘Both events resolved
W|thout hospitalization or intervention. Prior to his diagnosis of cardiac disease, he was eating Zignature kangaroo diet (grain-free; for

another dog's allergic skin disease) with raw liver added to supply additional taurine. Since his discharge from the cardiology service
on 5/4/18 he has been transitioned to 75% Fromm Salmon a la Veg dry dog food and 25% Zignature with the plan to transition
completely to Fromm in the next few days. He also receives monthly preventatives (Sentinel and Bravecto).

B6

B6

CVR: Grade IlI/VI left apical systolic murmur, irregularly irregular arrhythmia appreciated; eupneic, lung fields clear with normal
bronchovesicular sounds noted on bilateral auscultation

FDA-CVM-FOIA-2019-1704-005505
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B6

ASSESSMENT

also performed a renal panel to assess his kidney values - which returned within normal limits and_stable compared to. orewp.ualy. We _
are overall happy with these results - and we would like to continue his heart failure medications!..... 5 B6 i

at their current dosages. We would also like to begin one addition medication calledl B FTNIS e aRCAn0n 1S a Week "

diuretic and also works to prevent cardiac remodeling. Please see below for dosing instructions.

i Be__ineartrate on exam was Stl|| qunte high in hospltal We had discussed performing a holter monitor today to assess his heart

test today. Rather, we would like to increase his dntlazem dose and bring him back for a QUICK TEST holter monitor in 7-10 days.

Today we also submitted a digoxin level to evaluate his systemic concentrations of this drug - this test is currently pending and we will
contact you with the results.

INSTRUCTIONS FOR CARE

MONITORING:

please contact us and hava! BG evaluated by a veterinarian.

2. Please continue monltorlng- B6 irespiratory rate at home when you observe him sleeping. A normal respiratory rate should be

less than 36 breaths per minute. If you feel thati "Be__irespiratory rate is increasing - or if he is having more effort while breathing,

FDA-CVM-FOIA-2019-1704-005506
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please contact us.

ACTIVITY: Please avoid strenuous exercise or situations which place undue stress on youri B6 :In general, pets with congestive
heart failure will self-regulate their exercise. Please monitor for any change in exercise capabilify.” ™

DIET: As we discussed,| _B6 ishould be on a diet that contains grains due to a concern for dietary induced DCM. We have seen an
association between graln free diets and poor cardiac function recently. Although there is currently no scientific evidence, we have
seen an increasing number of dogs with this problem. The Fromm Salmon a la Veg that you are transitioning him to is an acceptable

diet and contains several different grains. Please keep him on this diet and continue taurine supplementation as well.

NEXT VISIT:

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 petis 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

Student

Clinicians: Residents: Cllmcal Techmc:ans C!I_(_B__I’_'I_t_ _§_e__ry!g_es
Dr. Darcy Adn {7t ooy e i B6 i

B6  B6 BT
B6 s e
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‘ B6

CANINE

'B6

MASTIFE
i B6 | FAWN
""" 1B |
! B6

VACCINATION STATUS: YES NO DATE

Rabies

Distemper or FVRCP
Lepto or FeLV
Tetanus

EEE / WEE / VEE
West Nile Virus
Influenza
Rhinopneumonitis

oooOoooad
ooooood

o
—

NC S...[E VETERINARY HOSPITAL
HISTORY & PHYSICAL

Admission / Exam Date: 5[ ”H X
Weight: Olbs eﬂ(gs 155,

Temp: Pulse: Respiration: _ Quit
Membrane Color: Pﬂk Capillary Refill: 4115
Body Condition: Pain Score: 0

N ABN No Exam N ABN NoExam

General Appearance [ El O Reproductive o d O
Integumentary = O Mammary o d [l
Ophthalmic O O O Urinary o O O
Otic o d O Nervous o O O
Musculoskeletal [l [=] O Alimentary O Od O
Cardiovascular o d O Lymphatic O O O
Respiratory O O O

Other: ] |Lactating? [IYes O No Pregnant? [0Yes CONo
CHIEF COMPLAINT:
|. Present History 1. Past History 1. Environment

A. Onset / [?uration A. Med_ical lliness IV. Preventative Student Si
B. Progression B. Surgical V. Systems Revi ignature
C. Prior Treatment C. Reproductive - o

D. Adverse Drug Reaction Clinician Si

18N 3
E. Trauma g e BG
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NC State Veterinary Hospital

Cardiology Pet Diet History
E B6 - i
CANINE _.MASTIFF
S / MC . B6 ---EAWN
Date: \\ ! \ K B 6 . B6
B6

Current diet:

Brand g: ‘[Q)N\ N\ Q/ "Zi g\/‘\ 0\\’_Uf Q

Varietygn\mm (\\U\ \“0& // \ Kﬂ\f\f\a (\I\V@O

d
R

Is this diet Grain-free? M \\

How fong has your pet eaten this food? \ \MM\A / f—‘:)\ L;% OM

Are there other pets in your house eating this food? \\\ Q«S

Other diets eaten in the last 3 years and dates:

Eou Mo s NSV S AV, L’\-d[f) W\

8 lin{

ngt(d\r\c)\\mv\{a Ko\(\nju\/\[[)(‘\

Other food (treats, rawhides, table food):

\JM MANES N

Ny vgaas W die

Supplements {e.g. fish oil, CoQ10, vitamins etc)

Joloe ey Evgh SEcdwgbn - Towdad
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Print Date: 08/17/18 ~ - Page 1

NC State University

Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral Raleigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
|Client . Patient _____ Attending DVM
B 6 . B6 Casef_B6 | Stidert
E I_MA.SI.I.FF ......... " )
MC 96.2197kg s o g
: FAWN g
CANINE

Admission Date/Time:AUG 17, 2018 08:54 AM Discharge Date/Time:AUG 17, 2018 11:42 AM Discharge Status:
CASE SUMMARY

DIAGNOCSIS:

1. Dilated cardiomyopathy - suspect at least partially diet induced

2. Atrial fibrillation

3. Congestive heart failure - pulmonary edema, pleural effusion, abdominal effusion - well controlled

~HISTORY
i.....B6___is a6 year old male castrated Mastiff who was presented to the NCSU Cardiology Service on 8/17/18 for a recheck of dilated

cardiomyopathy, atrial fibrillation, and congestive heart failure.

B6___or lethargy and coughing with a terminal retch for four days. Bloodwork

pérformed at his regular veterinarian oni B6 showed hypoalbuminemia i B6 i, with normal kidney values (BUN iB6! CreatiB6!). A

CBC and T4 were within normal limits. THé Tifihalysis revealed proteinuria, and pyuria, and the collection method was not réported.
The coughing progressed until his presentation at the ER, where he was coughing 5-6 times per hour. He also refused to eat the
morning of presentation, which was abnormal. While at NGSU an echocardiogram showed evidence of dilated cardiomyopathy, small
volume pleural effusion, and moderate volume abdominal effusion. Thoracic radiographs showed mild pulmonary edema.AnECG
showed atrial fibrillation with a ventricular response rate of ~250bpm. A whole blood taurine returned within normal limits: B6 | __

nmol/mL): __B6 __iwas hospitalized overniaht and resnonded well to_treatment._He was. diechoraod ani ... Re. T

.................................................. o7

- ?,‘?_._,_.f':ame in on 5/11/18 for a recheck with the NCSU Cardiology Service. At this time, chest radiographs showed similar left sided
cardiomegaly, mildly improved pulmonary venous distention, and similar to mildly improved unstructured interstitial pattern. His renal

panel showed no significant findings and his digoxin level was B6 i ng/nL. His fluid check showed no evidence of abdominal or

_pericardial effusion, with possible scant pleural effusion. His heéari rate was betweeni __B6é__ dbpm during his exam, therefore his
i i dose was increased to 360mg BID. In addition, therapy with | B6 ng SID). A holter monitor performed 1
howed adequate atrial fibrillation rate control (average heart rate ysppmy, With & 16w number of ventricular arrhythmias.

B6 :owner began supplementation with fish oil, and no other changes were made.

Since his last visiti _____ B §__w,has been doing well at home. He has increased energy and activity levels and has been initiating play with
his housemate. He has been able to play for up to an hour, limiting his own activity well and still only panting after playing. They have
not noticed any periods of increased respiratory effort and have heard only a rare.caugh. At rest, they have found his respiratory rate

to consistently be below 40 brpm consistently and his heart rate to be betweerB6 ibmp.

i B6 ihas a history of allergies, and was started on benedryl and famotidine by his primary_veterinarian.at his visit.of B6 iHe...
arsoas a history of frequent ear infections. liaht hulb.fareion_bady..and nancaxen toxicity. RA.____ - :
E-w.mm.:-1-ru-a,mmmnr.v_u-;.nm-r-m--rnre:nrm:ﬂ11nunt'1~'nUr'wr-rHS'tm‘;fgnD‘STS''m‘'c'arrr:ﬂ3!‘(‘:‘'i.‘li's".'é‘:a"s'é'.'“r'i('ai''\7\.??;'\3 eating Earthborne Naturals Lamb Grain-free
from 2013-2015, and then Zignature Kangaroo Grain-free (for another dog's allergic skin disease) with raw liver added to supply
additional taurine. Since May, he has been transitioned to Fromm Salmon a Ia Veg dry dog food (not a grain free diet) and it has gone

smoothly. He also receives monthly preventatives (Sentinel and Bravecto).

FDA-CVM-FOIA-2019-1704-005510



Print Date: 08/17/18 - Page 2

B6

ASSESSMENT:
Thank you for entrusting us withi [ B@ 1 care, he was a very sweet boy!

Today we performed a recheck echocardiogram to evaluat¢ B6  icardiac structure and function. We are happy to report that his
echo shows significant improvement. His heart remains modérately to severely enlarged, and continues to show evidence of reduced
function - but overall has shown significant improvement in the past 3 months. This is great news._and indicates at least some portion
of his cardiac changes are responding to a diet change. As we discussed, it is sill very possible B6 ihas underlvina dijated

cardiomyopathy secondary to his genetics, but we are very pleased to see this improvement with @ diéfchanget B6 | kidney

panel showed normal values - indicating he is tolerating his medications well. In addition_~ B6___ heart rate wag slow and well

controlled dyring his exam. His heart rate became elevated when stressed, but this is not unexpected. Given these findings, we would
like __B6__ ‘o continue receiving his medications at their current dosages.

We would like to see B6 »ack in 3-4 months for another recheck echocardiogram. If his heart continues to show improvement,
we may be able to dis¢sitinitie some of his cardiac medications. At this visit, we can also perform a recheck holter monitor, to monitor
for any worsening arrhythmias. Please continue to monitor him for any signs of worsening cardiac disease - such as lethargy,
increased respiratory rate/effort, coughing, weakness, or collapse. If you are concerned about how he is doing, please contact us and
have him evaluated by a veterinarian.

INSTRUCTIONS FOR CARE

FDA-CVM-FOIA-2019-1704-005511



Print Date: 08/17/18 = Page 3

MONITORING: T _i
1. Please continue to monitor, B6 ifor signs of recurrent congestive heart failure. These would include exercise intolerance,
increased respiratory rate, difficiilty breathing, episodes of fainting/collapse, or decreased appetite. If you notice any of these signs,

please contact us and have{ Bg |evaluated by a veterinarian.

2. Please continue monitoringg B@ irespiratory rate at home when you observe him sleeping. If you feel thati B6 respiratory
rate is increasing, or if he is hawinyrmoré effort while breathing, please contact us. Llsssas s i

PLAN FOR RE-EVALK**Tto-,
1. We would like to se iback for a recheck exam, blood pressure, renal panel, echocardiogram, and holter monitor in 3-4

months. Please let us know if you feel he needs to be seen sooner.

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
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

| S.énior Student: B 6

Cliniciana: e P (S

In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills.

179359 ; B6 i

CANINE T MASTIFE
s | B6 | FAWN
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North Carolina State University
Veterinary Teaching Hospital

CARDIOLOGY PATIENT QUESTIONNAIRE

i Contact numbe B 6
| would like to pick up my pet at: __a_;______.__._today if possible. {Please try to be available between
(between 1pm and 4pm) 9:30 and 10:30 am for questions or
updates)
May we sedate or tranquilize your pet today if necessary? @ NO

Some tests require shaving to obtain the best results —may we shave your pet’s fur today if necessary? @ NO

please indicate any symptoms your pet has experienced since your last visit — please describe in the space provided:

—

M Change in activity level TOoeadse d

[] change in water consumption

D Change in urination frequency

D Change in appetite
L__] Coughing
[] Difficulty breathing
D Sneezing
[[] weakness / fainting
[] vomiting
D Diarrhea

Current diet: F/@mm Y Stau almon (IJ& \}671"/ Has your pet been fed today? @

Have you seen your family vet since your last visit? KMo 7 \fyes, what time_ /- () v/
o Y ’ & J

How much? "2 CAAD[>
= T

NO
pm

CURRENT MEDICATIONS:
| Drug Name ‘ How often given? Was medication What time? R DED
f D given today? R 0D/
ﬁ') 1\9 \¢ DC 0130 YES O
3 - L YES  NC
r;L i AES) NO
! ," Ly 5) &, T
G0 ~JYES MO
/z.C’“‘\i | [[ yes  nNO
e , (Lyess  no
- v \1 i B 6 \ \® No
Owner Signature: ‘ '
ignature Py 3 e \’-"‘) U\)f \’lr\ 5{(\

o VNG W
oep

\/\\,\y’ X
Y\ﬁﬁ\a SL i \g
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NC State Veterinary Hospital

Cardlology Pet Diet Hlstory

B e

179359
CANINE

Date: Q{/W/! g

____________ 36
MASTIFF
"""" B6 i .FAWN
""" B6

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

Current diet:

Brand PVOmm [—J S“CLF

Varietygalﬂ/]f)\/) le\ \je;}/

Is this diet Grain-free? JV/ 8

How long has your pet eaten this food? f% rmon+tih s

Are there other pets in your house eating this food? / O )’h&" 'Qe/b ‘

Other diets eaten in the last 3 years and dates:

7;%amre H&/mqa,rdo Crcain —Gee 2006 — Mgy 201X

B thicne A/Waw Lomb

Groun - ez 20//?2015

Other food (treats, rawhides, table food):

Trectn 4 tadore Conds

Supplements (e.g. fish oil, CoQ10, vitamins etc)

Join+ Max Triple Sivengtsh , Fish o), Tawrine
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NC o .ATE VETERINARY nOSPITAL

i HISTORY & PHYSICAL
179359 : ;tli " :
.M ASTIF ‘ ‘
S&A&NINE ' MBG _____ i FAWN Admission / Exam Date: AN 5o

‘ : Weight: A\ glbs Dkgs _ﬂi}’:ﬁ}’—’
B 6 Temp: _— _ Pulse: 14 () _Respiration: P_(MM_'_

\ Membrane Color: ‘2 N\Y— __ cCapillary Refill: _——" “—

Body Condition: Lﬂl | Pain Score: Z -

= e

VACCINATION STATUS: YES NO DATE NABN NoExam N ABN Nojem
Rabies oo General Appearance % O O Reproductive [ O i
Distemper or FVRCP [0 [ Integumentary © O Mammary O )%
Lepto or FeLV O g Ophthalmic O & O Urinary O

Tetanus O g Otic M O O Nervous O O
EEE / WEE / VEE O O Musculoskeletal O =] Alimentary [ [l
West Nile Virus O O Cardiovascular O & 0O Lymphatic O O
Influenza O O Respiratory O m

Rhinopneumonitis OO ' E‘

Other: 1 Lactating? [IYes Eﬂ\lo Pregnant? [Yes vj"No

CHIEF COMPLAINT: [y eoneor. for DUM (et irgagd 2 ) + CHE

I. Present History Il. Past History 1I. Environment
A. Onset / Duration A. Medical lliness IV. Preventative Stud i
B. Progression B. Surgical V. Systems Revie SIS
C. Prior Treatment C. Reproductive -
D. Adverse Drug Reaction Clinician Signature
E. Trauma
| -
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179359 S%%
NINE - MASTIE
o UB6 | FAWN

B6

ey — [of?Z@

NC STATE VETERINARY HOSPITAL
DAILY TREATMENT RECORD

ALERTS: e

IV CATHETER SITE(S):

paTE PLACED: 0 \] j\@ nrad BO L

CLINICAL SUMMARY: \"/‘EUMML H’EW}\}Y\ ( GudA @

A
DATE: cage: P-D

DIET:

WATER: weiHT 4% KS{

TREATMENT PLAN

MONITORING

(RECORD OBSERVATIONS

ON BACK) TIME

®

D

(2D

\

@PWML g, (o 8:00 AM
u 9:00 AM

DLC

@ W DL: \ 10:00 AM

11:00 AM

@/UUAML(OUQ(U ,Dﬂé‘g 12:00 PM

1:00 PM

2:00 PM

3:00 PM

4:00 PM

5:00 PM

6:00 PM

7:00 PM

8:00 PM

9:00 PM

10:00 PM

11:00 PM

12:00 AM

1:00 AM

2:00 AM

3:00 AM

4:00 AM

5:00 AM

6:00 AM

Z:nnAM

STUDENT

B6

DAILY TREATMENT Record 8/5/2011

CLINICIA BG
i

MEDICAL RECORD PAGE OF =
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NC STATE UNIVERSITY | 1052 William Moore Drive

Raleigh, NC 27607

CARD I OLOGY Phone: 919.513.6694 Fax: 919.513.6712
Canine Echocardiography Report

Patient Name: Date of Exam: 8/17/2018
Medical Rec #: B Breed: Mastiff
DOB: Weight: 96 kg
Age: 6 years BSA: 212 m?
Sex: Mc . HR:
Sonographer: ! B 6 BP-sys:
Report Status: READ '
Ref. Clinician: | B6 i
Diagnosis: Dilated cardiomyopathy - suspect diet induced, atrial fibrillation

Study Details: 2D Echo/Doppler/Color Doppler. The images were of adequate diagnostic quality. The

patient was awake.

2D
VS
LV
LVPW

LV Area

LV Vol

Vol Index
Maj Axis

2D

LA Long Axis
LA d

Ao s

LA/Ao

M-mode

RV

VS

LV

LVPW

LV normalized
LA

Normal Canine M-mode values (in cm) for 50 kg dogs.
LVIDd LVPWd IVSd LA AO

%FES

36
Aortic Valve:
VMax
Pk Grad

Tricuspid valve: |

P12T BG

Final

Page 1 of 2
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B6 8/17/2018 179359

CLINICIAN INTERPRETATION:

Left Ventricle: The left ventricular cavity size is moderate to severely increased. Ventricular wall thickness
is normal. LV basal fractional shortening is mild to moderately decreased.

Left Atrium: The left atrium is moderately dilated.

Right Atrium: The right atrium is mildly dilated.

Right Ventricle: The right ventricular size is mildly enlarged. RV wall thickness is normal. Global RV
systolic function is mildly reduced.

Aortic Valve: No degree of aortic stenosis is present. No evidence of aortic valve regurgitation.

Mitral Valve: The E-point septal separation is increased. Mild to moderate mitral valve regurgitation. The
MR jet is centrally-directed.

Pulmonic Valve: The pulmonic valve is normal.

Pericardium/Effusions: No pericardial effusion is seen.

Aorta: The aortic sinuses, arch, ascending and descending aorta appear all normal.

Pulmonary Artery: The pulmonary artery is of normal size and origin.

ECHO SUMMARY:

Dilated cardiomypathy - suspect diet induced

The left ventricular cavity size is moderate to severely increased.
Moderately dilated left atrium.

Mildly dilated right atrium.

Mild to moderate mitral valve regurgitation.

Mild tricuspid regurgitation.

O hwN =

CV Exam:

Body condition was normal. The animal was panting. The mucous membranes appeared pink, with a
normal capillary refill time. Femoral pulse quality was normal. Cardiac auscultation revealed a systolic
murmur of grade I-II/VI intensity loudest at the left apex. Pulmonary auscultation revealed normal lung
sounds.

Ece:

The heart rate measured ati B6 :aeats/minute. The ECG rhythm is atrial fibrillation. The heart rate in the
exam room was B@ »m T

Recommendations: This is a recheck echocardiogram and is compared to the prior studyi B6 was

eating a grain free diet at the time of the prior study - and was transitioned to a non-grain free diet
approximately 3 months ago.

This study shows improvement in the cardiac size and function. The LV remains moderately to severely
dilated - but has shown a significant decrease in size over the past 3 months. The LV wall thickness has
increased as well. The systolic funciton has shown improvement - but remains mildly to moderately
reduced. The mitral regurgitation has decreased in severity, and the left atrium has decreased in size (but
remains moderately enlarged).

A diagnostic ECG was not performed. The ECG during the echocardiogram showed atrial fibrillation with a

ventricular response rate of _B6__bm. The heart rate in the exam room was, B6 :Jm and the owners count

aresting heart rate of B@ om at home.

Overall these findings show a significant improvement after the patient was transitioned off a grain free diet.
Recommend continuing the cardiac medications at the current dosages. Recommend beginning taurine and
fish oil supplementation. Recommend a recheck echocardiogram and holter monitor in 3-4 months.

B6

Electronically signed on 8/17/2018 on 5:08:14 PM

Page 2 of 2
Final

FDA-CVM-FOIA-2019-1704-005518



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

DROTSTEI>
To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David
Sent: 9/10/2018 7:44:25 PM
Subject: _FEW. Earthborn Naturals Lamb Grain Free for 1 year-Zignature Kangaroo Grain Free for 2 years:
P B 6 EON-364808 plus first dog's PFR EON-362973
Attachments: 2054800-report.pdf; Zignature Kangaroo Grain Free Formula: B6 EON-362973;

2054800-attachments.zip

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

CVM OSC/DC/CERT

7519 Standish Place

B6 (BB)

' U.S. FOOD & DRUG

AT S TRATE N

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

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

Sent: Monday, September 10, 2018 3:36 PM

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

Subiject: Earthborn Naturals Lamb Grain Free for 1 year-Zignature Kangaroo Grain Free for 2 years; B6

A PFR Report has been received and PFR Event [EON-364808] has been created in the EON System.

A "PDF" report by name "2054800-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 "2054800-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-364808

ICSR #: 2054800

EON Title: PFR Event created for Earthborn Naturals Lamb Grain Free for 1 year Zignature Kangarco Grain
Free for 2 years; 2054800

AE Date 05/23/2018 Number Fed/Exposed | 2

Best By Date Number Reacted 2

FDA-CVM-FOIA-2019-1704-005519



Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed Mastiff

Age 6 Years

District Involved | PFR-Atlanta DO

Product information

Individual Case Safety Report Number: 2054800

Product Group: Pet Food

Product Name: Earthborn Naturals Lamb Grain Free for 1 year Zignature Kangaroo Grain Free for 2 years
Description: Other mastiff in the house B6 L was presented in congegtive heart failure, possibly

due to a grain free diet. B6 i was presented on 5/23/18 for occult DCM screening: B6 | has been doing well at

was transitioned to a diet containing grains 3 weeks prior to this visit. Whole blood taurine basically normal.
Echo revealed moderate_to_severe left ventricular enlargement, mild MR._mildly decreased LV ejection fraction.
No arrhythmias detected B6 iwas placed on taurine supplementation B6 ireturned for a 3 month recheck
8/31/18. His echo showed considerable improvement in size, although still enlarged.

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

Lot Number or Best By

Product Name ID Date

Earthborn Naturals Lamb Grain Free for 1 year Zignature Kangaroo Grain
Free for 2 years

Sender information

B6

USA

Owner_information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-364808

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=08&issueType=12&
issueld=381567
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This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.
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Report Details - EON-364808
ICSR; 2054800

Type Of Submission: Initial

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

Type Of Report: Both

Reporting Type: Voluntary

Report Submission Date: 2018-09-10 15:30:53 EDT

Reported Problem: Problem Description:  Other mastiffinthe housei B ,._Jwas presented in congestive heart

failure, possibly due to a gFain frée diet | B6 iwas presented on 5/23/18 for ocoult

. DCM screening; B6 ihas been doing well at home and not showing any signs of

heart disease. H&'fad been eating the same grain free dietas B6 iand was
transitioned fo a diet containing grains 3 weeks prior 16 this visit WyFBIE blood
_taurine basically normal Echo revealed moderate to severe left ventricular

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

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

 month recheck 8/31/18 His echo showed considerable improvement in size, |
although still enlarged.

Date Problem Started: 05/23/2018

Concurrent Medical No
Problem:

Outcome to Date: Better/Improved/Recovering

Product Information: Product Name: Earthborn Naturals Lamb Grain Free for 1 year Zignature Kangaroo Grain Free
0 el Ao gl nlee 101 yeal SI0naire Rangarne lam rie
Product Type: Pet Food

Lot Number:
Package Type: BAG

Possess Unopened No
Product:

Possess Opened No
Product:

Storage Conditions: Unknown

Product Use pescription: Orally administered
Information: ’ : - i : ; ) !

Time Interval 3 Years
between Product
Use and Adverse
Event:

Product Use Yes
Stopped After the
Onset of the
Adverse Event:

Adverse Event Unknown
Abate After
Product Stop:

Product Use No
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time

Period:
Manufacturer
[Distributor Information:
Purchase | ocation
Information:
FOUO- For Official Use Only 1
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Animal Information: Name:
Type Of Species:
Type Of Breed:
- Geﬁderﬁ
Reproductive Status:
Weight:
Age:
Assessment of Prior
Health:
Number of Animals
Given the Product;

Number of Animals
Reacted;

Owner Information:

Healthcare Professional
Information:

Mastiff

Male

Neutered

84.5 Kilogram

6 Years

Excellent

2

2

Owner Yes
Information
provided:

Contact: Name:

. B

Email:§

Addfess:é B 6

United States

. NCBU CVM Cardiclogy Service
Contact: Name:

Practice Name:

Date First Seen: 05/23/2018

Permissionto Yes
Release Records
to FDA:

Practice Name: [

Contact: Name:

Address:!

vy
(o3

'United States

Type of Primary/regular veterinarian
Veterinarian:

Permissionto Yes
Release Records
to FDA:

Sender Information: Name:

FOUO- For Official Use Only

Address:!

B6 |
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United States

Contact: Phone:
Email: B 6

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

Attachment: . B6  225633.pdf
Description: NC State medical records (we do not have the rDVM medical records).
Type: Medical Records

FOUO- For Official Use Only 3
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notificationi B6
Sent: 8/21/2018 7:48:36 PM

Subject: Zignature Kangaroo Grain Free Formula B6 EON-362973
Attachments: 2054024-report.pdf; 2054024-attachments.zip

A PFR Report has been received and PFR Event [EON-362973] has been created in the EON System.

A "PDF" report by name "2054024-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 "2054024-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-362973

ICSR #: 2054024

EON Title: PFR Event created for Zignature Kangaroo Grain Free Formula, Earthborne Naturals Lamb Grain
Free; 2054024

AE Date B6 Number Fed/Exposed

Best By Date Number Reacted 1

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

Age 6 Years

District Involved | PFR-Atlanta DO

Product information
Individual Case Safety Report Number: 2054024
Product Group: Pet Food

Description: Presented to NCSU ER B6 tor lethargy, coughing and a terminal wretch for 4 days.He

was diagnosed and treated for atrial fibrillation, DCM and congestive heart failure. Taurine =} B6 inmol/ml.
Slowly transitioned from grain free to regular diet. Returned for recheck on 17 Aug 2018 and has shown
significant improvement. Still not sure at this point if the DCM is breed or diet related, or both. Owner has

another Mastiftf which also was on Zignature Kangaroo Grain Free.

FDA-CVM-FOIA-2019-1704-005525



Submission Type: Initial

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

Product Name Lot Number or ID | Best By Date

Earthborne Naturals Lamb Grain Free

Zignature Kangaroo Grain Free Formula

Sender information

B6

USA

Owner information

B6

JSA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362973

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=379707

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-362973
2054024

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom,
Reporting Type: Voluntary

Report Submission Date: 2018-08-21 15:36:51 EDT

Reported Problem: Problem Description:

_ congestive heart failure. Taurine

 Presented to NCSU EF%!

__________ 361 for lethargy, coughing and a terminal wretch

588} nmol/ml Slowly transitioned from grain
free to regular diet. Returned for recheck on 17 Aug 2018 and has shown
significant improvement Still not sure at this point if the DCM is breed or diet

_related or both Owner has another Mastiff which also was on Zignature

Date Problem Startedi_

Concurrent Medical
Problem:

Outcome to Date;

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

B6

No

Better/Improved/Recovering

Product Information: Product Name:

Product Type:

Lot Number:
Package Type:
Storage Conditions:

Product Use
Information:

Manufacturer

[Distributor Information:
Purchase Location
Information:

Product Name:
Product Type:

Lot Number:

Package Type:

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

FOUO- For Official Use Only

Earthborne Naturals Lamb Grain Free
Pet Food

BAG

Please contact owner

Description:  lUsed as a primary source of food 2013-2015

First Exposure 01/01/2013

Date:

Last Exposure 01/01/2015

Date:

Time Interval 5 Years
between Product
Use and Adverse

Event:

Perceived
Relatedness to
Adverse Event:

Possibly related

Other Foods or Yes
Products Given
to the Animal
During This Time

Period:

ZignatUre Kang‘amo‘ Grain Free Formula
Pet Food

BAG

No

Unknown

Please contact owner

Description: Used as a primary source for food 2015 -May 2018
First Exposure 01/01/2015

FDA-CVM-FOIA-2019-1704-005528



Date:

Last Exposure 05/10/2018
Date:

Time Interval 3 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 Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given
to the Animal
During This Time
Period:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:

W
o
&
<

Type Of Species: Dog
Type Of Breed: Mastiff
Gender: Male
Reproductive Status: Neutered
Weight: 96.4 Kilogram

Age: 6 Years
Assessment of Prior Excellent
Health:
Number of Animals 1
Reacted:
Owner Information: Owner Yes
Information
provided: '
Contact: Name:
Email.
. 6 _____________ i
" United States
Healthcare Professional  Practice Name:  NC State College of Veterinary Medicine
Infarmation:
Contact: Name: i i
Email:g
Address: 1060 William Moore Dr
Raleigh
North Carolina
FOUO- For Official Use Only 2
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Sender Information:

Additional Documents:

Name:
Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

27607
United States

Type of Referred veterinarian

Veterinarian:

Permission to Yes
Release Records

to FDA:

United States

Phone:

Yes

Email

None

B6

B6

Email:

11 May 2018.pdf
L 7 10 10 day recheck

Medical Records

BG";? Aug 2018.pdf
l 3 to 4 month recheck

Medical Records

B6 df

| 1st visit

Medical Records

FOUO- For Official Use Only
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Print Date: 05/04/18 -

— Page 1
___ NC State University
I Veterinary Hospital
Fax: Admin - § 49 ™1 052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral o Raleigh, NC 27607 Large Animal  (919) 513-6630
Discharge Comments
Client 7 _Patient ___ ttending DVM
" Be Case# B6 | i B6
| O oy R o i Student
MASHER Discharging DVM
o 95.3kg Ref ring ngm
FAWN sEeiTng
| owne 4 =
Admission Date/Time:MAY 03, 2018 03:42 PM Discharge Date/Time:MAY 04, 2018 03:30 PM Discharge Status:
CASE SUMMARY
DIAGNOSIS
1. Dilated cardiomyopathy - r/o primary vs diet induced
2. Atrial fibrillation
3. Congestive heart failure - pulmonary edema, abdominal effusion, pleural effusion
HISTORY R
i...B6__iis a 5 year old male castrated English Mastiff, who was presented to the NCSU; B6 for lethargy and coughing
with a terminal retch for four days. He was hospitalized and transferred to the NCSU Cardislogy Séivice for further care.

i B6__ihas been more lethargic at home for the past couple of weeks. Approximately 1 week ago he also began coughing with a

terminal retch. He was taken to his primary veterinarian three daBVB.S_.éQ_Q.Ml.@.IZQ.DJQQQ}MQ[K.and.a..urJ'naiysis.wem.mﬂunjﬂ.ed_frﬁ.aa._gé_

B6 B6é . | Over the past
few days the coughing has progressed, and he is currently coughing 5-6 times per hour. He also refused a eat the morning of
presentation, which is abnormal. Due to his progressive decline, he was presented to NCSU for further evaluation.

BG is otherwise eating, drinking, urinating, and defecating normally. He has a history of allergies, and was started on benedryl

andfarmotidine by his primary veterinarian at his visit a couple of days ago, He _a_l§_Q__na_s_g__hj_sm_gf_frﬂauent.Pm.inier‘iinm.-linpt bulb
foreign body, and naproxen toxicity. Murphy has been seen_by the NCSUL B6 i

i B6 {Both events resoived without hospitalization or intervention. He eats
Zignature kangaroo diet (grain-free; for another dog's allergic skin disease). To supplementi__Be __: diet, raw liver was added about

5-6 weeks ago to supply additional taurine. He is on no current medications, apart from preventative! B6 i

TN T U TG ST T TAOTENT

T b= h
CV/RESP: rapid irregularly irregular tachyarrhythmia, variable and weak femaral nulses.increasad luna.sounds. bilotaralbe............. i

B6

B6 |

1. Big 4: PC\i B6 T$B6!BG B6 | Azo

...... -4

2. Doppler blood pressure on admission; BginmHg

3. ECG: Atrial fibrillation with a rate BG opm and infrequent left sided VPC's

FDA-CVM-FOIA-2019-1704-005531



Print Date: 05/04/18 - o Page 2

4. AFAST/TFAST - mild peritoneal effusion, no pleural or pericardial effusion

(9]

. Echocardiogram

. Dilated cardiomyopathy - r/o primary vs diet induced
. Severely increased LV size "Be
. Decreased ventricular wall thickness éﬁ-&w _____
. Moderately enlarged right ventricle Mc INE T Be i
- Moderately reduced RV systolic function L7V g
f. Severely dilated left atrium B6 F
g. Moderate mitral valve regurgitation

h. Mild to moderate tricuspid regurgitation

Q0O oW

6. Thoracic radiographs * final report pending *
a. Generalized cardiomegaly
b. Mild pulmonary edema B6

9. Whole blood taurine: pending

ASSESSMENT: .
iin to see us today. He is a sweet boy and was a pleasure to work with.

As you know{' ihas been diagnosed with a heart condition known as dilated cardiomyopathy (DCM). DCM is a disease of
unknown cause affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes,
and Labrador Retrievers). Although the exact mechanism of DCM is currently unknown, dietary taurine/carnitine deficiencies, genetics
and toxins have all been linked to DCM. The overall effect of DCM is a decrease in the contractility (pumping ability) of the heart.
Because the heart is unable to pump with enough vigor to move blood adequately forward into circulation, a volume overload occurs
and the heart dilates to accommodate it. As a result, the chambers of the heart become very large, and the walls of the heart become
very thin. Ultimately, the heart is unable to accommodate and dilate further; the result is back-up of blood from the heart and into the
lungs, known as congestive heart failure ("“fluid on the lungs").

Itis important to know that this disease is progressive, and ultimately those patients affected with it will experience congestive heart

failure. Based on the results of_ 86 diagnostics, it appears that he has experienced an episode of congestive heart failure

secondary to DCM. This explains the clinical signs you observed at home - lethargy, panting, coughing..” Be__:has responded well to
heart failure medications in the hospital, and he is breathing comfortably. We will be sending him home on medications to help
prevent further fluid accumulation, and improve the function of his heart. We will also recommend starting him on a supplement called
taurine - that has been shown to improve heart function in DCM cases caused by nutritional deficiencies.

 "Be_ihas also been diagnosed with an arrhythmia call atrial fibrillation (AF). Cardiac enlargement in dilated cardiomyopathy can
result in this rhythm. AF arises due to an abnormality in the electrical system of the heart. In AF, the pacemaker cells' normal
electrical impulses are overwhelmed by disorganized electrical impulses that originate in other areas of the atria. The result is an
erratic, usually rapid, heart rhythm. Although in and of itself not life-threatening, AF may lead to the development of decreased
exercise tolerance, fainting, lethargy and decreased appetite. If sustained for prolonged periods of time at very rapid rates, AF can

also lead to the development of congestive heart failure, which was likely a contributing factor inil B6 ‘ episode of heart failure.
Changes in the muscle of the heart in dogs with DCM can lead to fibrosis and remodeling of the myocardium (heart muscle). This can
lead to the development of ventricular arrhythmias. Intermittent ventricular arrhythmias are not dangerous, but if they occur in
sequence.and.ranjdly, they can result in sudden death. In the future we would like to place a holter monitor (24 hour ECG) to
evaluatt B@ :average heart rate at home, but also to evaluate for underlying ventricular arrhythmias. This can be performed at
his next'reciecr-appointment.

Although we cannot cure DCM, we hope to manage: B6 jclinical signs with medical therapy as outlined below. The average

survival for DCM patients after an episode of heart faiiure is 6-12 months. However, as we discussed, if __B6 __{DCM is secondary

to a nutritional deficiency - his heart structure and function may show improvement with taurine supplementation and diet change.
Please see below for diet recommendations.

Please monitor him for signs of worsening of heart failure such as increased exercise intolerance, labored breathing, increased
coughing or fainting. Call NCSU Cardiology or your referring veterinarian if any of these signs occur. Also, please learn to take a

respiratory (breathing) rate when your pet is resting. This can be done by counting the number of breaths your pet takes in 15
seconds and multiplying by 4 (to get the total breaths per minute). This number should remain less than 36-40 at rest.

INSTRUCTIONS FOR CARE
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Print Date: 05/04/18 - - Page 3

MONITORING:

2. Please also begin to monitor{___Be___irespiratory rate at home when you observe him sleeping. You can do this by counting the

number of breaths he takes in 15 seconds, then multiplying this number by 4 to obtain the number of breaths per minute. A normal

respiratory rate should be less than 36 breaths per minute. If you feel thati” "B respiratory rate is increasing - or if he is having
more effort while breathing, please contact us.

ACTIVITY:

DIET:
As we discussed, we would like to change! B6_ _:diet due to a concern for dietary induced DCM. We have seen an association
between grain free diets and poor cardiac function recently. Although there is currently no scientific evidence, we have seen an
increasing number of dogs with this problem. We would recommend transitioning him to a diet that contains grains. Some brands to
consider include the major commercial brands (Purina, Hills, Royal Canin, lams). There is a Royal Canin select protein adult KO diet

that contains kangaroo as the protein source.

RECOMMENDATIONS FOR FURTHER EVAILUATION:

B6

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
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 pet's medical condition.

B6 B6

i B6 i Chinician Student - c/o 2018
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Clinicians:
Dr. Darcy Adin

B6

Residents:

Clinical Technicians:

Research Technician

B6

Page 4

i B6

Client Services:

In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills.

s oy

..... B6 |
MASTIEL
B6 _Fawn
| B6 |
* B6
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NC S..ATE VETERINARY nOSPITAL
HISTORY & PHYSICAL
{_.B6__] " B6 |
CANINE MASTIFF Admission / Exam Date: i&@m
MC B6 ; FAWN Weight: Olbs Ckgs
. _B6_ Temp: Pulse: Respiration:
Membrane Color:_____ CapillaryRefill: ______
L N B6 . Body Condition: Pain Score:
VACCINATION STATUS: YES NO DATE N ARN o Exem N AN NoExan
Rabies OO General Appearance [1 [] O Reproductive [ [ O
Distemperor FVRCP [0 [ Integumentary O d O Mammary O O O
Lepto or FeLV O O Ophthalmic O 0O O Urinary O O4d O
Tetanus O 0O Otic O O O Nervous O 0O O
EEE / WEE / VEE O d Musculoskeletal O O O Alimentary O O O
West Nile Virus ] ] Cardiovascular O O O Lymphatic O 0O O
Influenza W E Respiratory 0O O H
Rhinopneumonitis O O
Other: | Lactating? [1Yes [JNo Pregnant? [Yes [ONo
CHIEF COMPLAINT:
I. Present History 1. Past History IIl. Environment
A. Onset / Duration A. Medical lliness IV. Preventative Student Signature:
B. Progression B. Surgical V. Systems Review
C. Prior Treatment C. Reproductive St . :
D. Adverse Drug Reaction Clinician Signature: | B6
E. Trauma i
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5/7/2018 —_ VHC DLAB/Clinical Pathology Reports..

NCS., COLLEGE OF VETERINARY MEDI1._.~NE
NCSU DIAGNOSTIC LABORATORIES

Client Patient Med Rec Case B6
; - i MASTIFE FAWN _
i B (e I CANINE ;
B 6 TERRY CENTER TC-ICU ICU-XL e T ey
: Completed 17 of 17 Results
Request Item Priority Status Dates
iBe_ RENAL ROUTINE  COMPLETE Requested: 05/04/18 08:55 AM
g Collection: 05/04/18 08:55 AM
Requesting DVM: i Received: 05/04/1809:05 AM
Student: BG i Needed: 05/04/18 08:55 AM
Comments: i Status: 05/04/18 09:52 AM
CHEMISTRY - RENAL PANEL
TEST RESULT  UNITS REF RANGE  RESULT DATETIME
UREA NITROGEN MG/DL 6-26 05/04/2018 09:52 AM
CREATININE MG/DL =15 05/04/2018 09:52 AM
PHOSPHORUS MG/DL 25-56 05/04/2018 09:52 AM
CALCIUM MG/DL 9.4-11.4 05/04/2018 09:52 AM
PROTEIN- TOTAL G/DL 52-73 05/04/2018 09:52 AM
ALBUMIN G/DL 3-39 05/04/2018 09:52 AM
GLOBULIN G/DL 1.7-3.8 05/04/2018 09:52 AM
ALB/GLOB RATIO 9-1.38 05/04/2018 09:52 AM
SODIUM B6: mmoLn 140 - 156 05/04/2018 09:52 AM
POTASSIUM MMOL/L 4-53 05/04/2018 09:52 AM
CHLORIDE MMOL/L 108 - 122 05/04/2018 09:52 AM
BICARBONATE MMOL/L 18 -26 05/04/2018 09:52 AM
ANION GAP 11.2-19.9 05/04/2018 09:52 AM
NA / K RATIO 27.7-35.9 05/04/2018 09:52 AM
ICTERIC INDEX 05/04/2018 09:52 AM
HEMOLYSIS INDEX 05/04/2018 09:52 AM
LIPEMIA INDEX 05/04/2018.09:52.AM
Comments:
CHLORIDE
Containers
1018-6103

hktps:l/webapps.cvm.ncsu.eduluvi331Ireports/clinpath!uvis_ciinpath_rpt_resultsform_zo15.cfm

FDA-CVM-FOIA-2019-1704-005536

108/230



15822

| KL

May.09.2018

Sample Submission Form

Amina Acid Laborataty
University of California, Davls

1020 Vet Med 3B

1089 Veterinary Medicine Drive

Davis, CA 95616

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

http:

vetmed.ucdavis.edu/vmb/aal

Aminc Acid Lab

5307525058 PAGE. 1
. | B6 | .
MC N[NE “" wniber
Ear
"B6 | N

al.htmi

¥

B6

Vet/Tech Contacd:_ =
Company Name: Nerth Carolina State Unlversity College of Veterinary Madicine

Address: Clinical Pathology Lab, Room G-269

1052 William Maare Drive

Raleigh, NC 27807

En‘IIaII: :
B6

TAX |D:

Tel
Billing Contact:
Email:

Tel:

Patient Name:.,E

B6

~7

Speciesi___ S noume

Owner's Name: B6

Sample Type: [:]Plasma ﬁWhole Biood DUrine DFood |:|0ther:

Test ltems: @Taurlne D Complete Amino Acid Dorher:

Taurlng Results (nmol/mi)

Piasma;

Reference Ranges {nmol/ml}

Whole Blood:__%

Urine:

Food:

i o ALt

Plasma

Whele Blood

Normal Range

No Known Rlsk for
Taurine Deficiency

Notrmal Range

No Known Risk faor
Taurine Deficiency

Cat 80-120

=40

300-600

>200

60-120

DDJ&_

>40

200-350

»150

NE /nn/a9n1a0

C.hODM FOMT Al . NN
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5/4/2018 - VHC DLAB/Clinical Pathology Reports—.

NCSu, COLLEGE OF VETERINARY MEDIL .«E
NCSU DIAGNOSTIC LABORATORIES

Client Patient Med Rec Case : B6 E
T ...B6_ MASTIFEFAWM. .........

] MC 209.475 1bs CANINE____| B6 i i

] TERRY CENTER TC-ER ER-01

S e Completed 29 of 29 Results

Request Item Priority Status Dates

SAF ROUTINE ~ COMPLETE Requested: 05/03/18 04:40 PM

i 1 Collection: 05/03/18 04:39 PM
Requesting DVM: | B6 i Received: 05/03/1804:46 PM
Student: d ! Needed: 05/03/18 04:39 PM
Comments: Status: 05/03/18 05:18 PM

CHEMISTRY - SMALL ANIMAL CHEMISTRY PANEL
TEST RESULT  UNITS REF RANGE  RESULT DATETIME
GLUCOSE MG/DL 70 - 131 05/03/2018 05:18 PM
UREA NITROGEN . MG/DL 6-26 05/03/2018 05:18 PM
CREATININE MG/DL 7-15 05/03/2018 05:18 PM
PHOSPHORUS MG/DL 25-5.6 05/03/2018 05:18 PM
CALCIUM MG/DL 94-114 05/03/2018 05:13 PM
MAGNESIUM MG/DL 1.8-2.5 05/03/2018 05:18 PM
PROTEIN- TOTAL G/DL 52103 05/03/2018 05:18 PM
ALBUMIN G/DL 3-39 05/03/2018 05:18 PM
GLOBULIN G/DL 1.7-3.8 05/03/2018 05:18 PM
ALB/GLOB RATIO 9-1.8 05/03/2018 05:18 PM
CHOLESTEROL MG/DL 124 - 344 05/03/2018 05:18 PM
BILIRUBIN- TOTAL 05/03/2018 05:18 PM
ALKALINE PHOSPHATASE TU/L 16 - 140 05/03/2018 05:18 PM
ALT IU/L 12 - 54 05/03/2018 05:18 PM
AST BG IU/L 16 - 140 05/03/2018 05:18 PM
GGT 05/03/2018 05:18 PM
CK IU/L 43 -234 05/03/2018 05:18 PM
SODIUM MMOL/L 140 - 156 05/03/2018 05:18 PM
POTASSIUM MMOL/L 4-53 05/03/2018 05:18 PM
CHLORIDE MMOL/L 108 - 122 05/03/2018 05:18 PM
BICARBONATE MMOL/L 18 -26 05/03/2018 05:18 PM
ANION GAP 11.2-19.9 05/03/2018 05:18 PM
NA /K RATIO 27.7-35.9 05/03/2618 05:18 PM
OSMOLALITY- CALC, MOSM/KG 278.7-311.6 05/03/2018 05:18 PM
AMYLASE IU/L 236 - 1337 05/03/2018 05:18 PM
LIPASE IU/L 12 - 147 05/03/2018 05:18 PM
ICTERIC INDEX 3 05/03/2018 05:18 PM
HEMOLYSIS INDEX 05/03/2018 05:18 PM
LIPEMIA INDEX NEINALDOLR.OEIO DAL
Comments:
CHLORIDE
Containers
1018-6087
https:/lwebapps.cvm.ncsu.edu/uvis31Ireportsiclinpathluvis_,clinpath_rpt_resuItsform_201 5.cfm 119/216
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NC STATE UNIVERSITY | 1052 William Moore Drive
: Raleigh, NC 27607
CARDIOLOGY Phone: 919.513.6694 Fax: 919.513.6712

Canine Echocardiography Report

Patient Name:
Medical Rec #: B 6 Breed:
DOB: Weight:

Age: BSA:
Sex: Mc HR:
Sonographer: B6 BP-sys:
Report Status: READ _

Ref. Clinician: | B6

Diagnosis: Dilated Cardiomyopathy w/ heart failure

Study Details: 2D Echo/Doppler/Color Doppler. The images were of adequate diagnostic quality. The
patient was awake.

2D

IVS
LV
LVPW

2D

LA Long Axis
LAd

Ao s

LA/Ao

M-mode

RV

VS

LV

LVPW

LV normalized
LA

Mitral Regurgitation: o BB . B6 !
MR Vmax ey MASTIEE,”
MR Peak Gradient MC . B6 |

Est SBP by MR | "B6 |
Tricuspid valve: B 6
P1/2T i

B6

CLINICIAN INTERPRETATION:

Left Ventricle: The left ventricular cavity size is severely increased. Ventricular wall thickness is
decreased. LV basal fractional shortening is severely decreased.

Left Atrium: The left atrium is severely dilated.

Right Atrium: The right atrium is moderately dilated.

Right Ventricle: The right ventricular size is moderately enlarged. Global RV systolic function is

Page 1 of 2
Final
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B6 5/3/2018 . B6 !

moderately reduced.

Mitral Valve: The E-point septal separation is increased. Moderate mitral valve regurgitation. The MR jet
is centrally-directed.

ECHO SUMMARY:
1. The left ventricular cavity size is severely increased.
Ventricular wall thickness is decreased.
Moderately enlarged right ventricle.
Moderately reduced RV systolic function.
Severely dilated left atrium.
Moderately dilated right atrium.
Moderate mitral valve regurgitation.
Mild to moderate tricuspid regurgitation.

NGO R N

CV Exam:
Body condition was overweight. The animal was panting. The mucous membranes appeared pink, with a
normal capillary refill time. Femoral pulse quality was difficult to assess.

ECG:

i

i beats/minute. The ECG rhythm is atrial fibrillation.

Recommendations: The echocardiogram was limited due to patient size and stability.

This study shows evidence of dilated cardiomyopathy and atrial fibrillation. The LV is severely dilated with
thin walls. The systolic function is severely reduced - with the septum moving more adequately than the LV
free wall. The mitral regurgitation was difficult to quantify - but appears to be at least moderate. The left
atrium is severely dilated.

The patient eats a grain free diet (Zignature Kangaroo). Given the recent association with grain free diets and
dilated cardiomyopathy - diet induced DCM is possible. However, given the breed and age idiopathic DCM is
also considered.

There is a small volume of free fluid within the abdomen - consistent with R-CHF. Thoracic radiographs show

Treatment Recommendations

mild pulmomary edema.

B6 e B
CANINE .._tul.A.::.’]:.t_t:.l:.tE
B6 |

MC i FAWN

i B6 ; i
Electronically signed on 5/3/2018 on 5:38:12 PM B 6

Page 2 of 2
Final
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Patient Name:

North Carolina State University

it A a TR L

Veterinary Teaching Hospital

- N Be ___._.I
Clien CPENINE "MAS%-EE* F CARDIOLOGY PATIENT QUESTIONNAIRE
"""" B Contact number
I would B 6 le. (Please try to be available between
(betwe B6 9:30 and 10:30 am for questions or
' updates)
May we sedate or tranquilize your pet today if necessary? @ NO

Ny AL e

Some tests require shaving to obtain the best results — may we shave your pet’s fur today if necessary? @ NO

Please indicate any symptoms your pet has experienced since your last visit — please describe in the space provided:

7
m Change in activity level

PN 4_\[ w? (\ :
[j Change in water consumption NI TN d

~m YoLd o ms\ F

m Change in urination frequency 'W\Q \_O\E'\y ARV A
[] change in appetite '

[C] coughing

[] pifficulty breathing

[ sneezing R WLGALA
[] weakness / fainti}lg d

m Vomiting .{N\ (k

[] piarrhea

i x ~ Mf\@)
Current diet:"“ AALATAR Su\.\ﬂ\@(\ AL VR‘]’ m'\tuﬁ t \anal-las your pet been fed today?
Have you seen your family vet since your last visit? Mﬁ} If yes, what time __\. 3D
How much? __ 3 tuz0
|

6 g

CURRENT MEDICATIONS:
Drug Name How often given? Was medication What time? REFILL NEEDED
ﬁ ,{) given ti:day? TODAY?
1\ y AL LE '
NN MT
J W) \
[y ) Vs
Ay D \
) \J v
RAINITTE N
AL AN N
Owner Signature: BG Date: S / \ f\ l l 8?

Use back of sheet for any additional information.
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Print Date: 05/11/18 =

-~ ) Page 1
: PR .
NC State University Al (13 %\T/g
Veterinary Hospital =~ ~«-llle
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 .. Patient :
o R Cased BE}  AttendingDVM | B6
B 6 EIC\STIFF 93.5kg Discharging DVM

FAWN Referring DVM B 6
CANINE

Admission Date/Time:MAY 11, 2018 08:53 AM Discharge Date/Time: MAY 11, 2018 03:00 PM
CASE SUMMARY

Discharge Status:

DIAGNOSIS:

1. Dilated cardiomyopathy - r/o primary vs. diet induced
2. Atrial fibrillation

3. Congestive heart failure - pulmonary edema, pleural effusion, abdominal effusion - resolved

_HISTORY

i ) B6

[ B6 i

B6 i He also refused to eat the

i B6 iWhile at NCSU an echocardiogram showed evidence of dilated cardiomyopathy, small
voiume pleural effusion, and moderate volume abdominal effusion. Thoracic radiographs showed mild pulmonary edema. An ECG
showed atrial fibrillation with a ventricular response rate of Bg P B6__ was hospitalized overnight and responded well to
treatment. He was discharaed OI'EBG B : _ B6 5

been around 20 bpm and owner does not feel as though he has an increased respiratory effort..__Bé__ihad one brief episode of

coughing this morning and one episode of vomiting a few days ago after being fed a cold food item which is known to cause stomach
upset. His owner reports that he has reduced frequency of defecation (1-2x/day as opposed to previous 3-4x/day) and increased
water consumption and urination, but is no longer dribbling urine in the house or when lying down.

i B ihas a history of allergies, and was started ot B6 his primary veterinarian at his visit ori__B6___He
also has & B8

- iB6 iwas previously seen by the NCSU

: iBoth events resolved
without hospitalization or intervention. Prior to his diagnosis of cardiac disease, he was eating Zignature kangaroo diet (grain-free; for

another dog's allergic skin disease) with raw liver added to supply additional taurine. Since his discharge from the cardiology service
on 5/4/18 he has been transitioned to 75% Fromm Salmon a la Veg dry dog food and 25%_Zignature with the plan to transition
completely to Fromm in the next few days. He also receives monthly preventativei B6

CVR: Grade IlI/VI left apical systolic murmur, irregularly irregular arrhythmia appreciated; eupneic, lung fields clear with normal
bronchovesicular sounds noted on bilateral auscultation

FDA-CVM-FOIA-2019-1704-005542
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B6
B6

Thank you for br|ng|ng- Be !in to see us today - he was a very good boy. We are happy to hear he is doing well at home.

Today we performed chest radiographs and a fluid check echocardiogram to assess!__B6__response to congestive heart failure.
We are happy to report that his chest radiographs show improvement from previously, and the fluid in his abdomen has resolved. We
also performed a renal panel to assess his kidney values - which returned within normal limits and_stahla camnared.tn nrevinushy e,
are overall happy with these results - and we would like to continue his heart failure medicationg B6 i
at their current dosages. We would also like to begin one addition medication called { B6 iThis medication is a weak

diuretic and also works to prevent cardiac remodeling. Please see below for dosing instructions.

rate and rhythm over a 24 hour period - however, cons;dermg his elevated heart rate on exam, we have elected not to perform this
test today. Rather, we would like to increase his diltiazem dose and bring him back for a QUICK TEST holter monitor in 7-10 days.

Today we also submitted a digoxin level to evaluate his systemic concentrations of this drug - this test is currently pending and we will
contact you with the results.

INSTRUCTIONS FOR CARE
MEDICATIONS:

MONITORING:

2. Please continue monitoringi  B6 | respiratory rate at home when you observe him sleeping. A normal respiratory rate should be
less than 36 breaths per minute. If you feel that: Be_ i respiratory rate is increasing - or if he is having more effort while breathing,

FDA-CVM-FOIA-2019-1704-005543




Print Date: 05/11/18 e
please contact us.

association between grain free diets and poor cardiac function recently. Although there is currently no scientific evidence, we have
seen an increasing number of dogs with this problem. The Fromm Salmon a la Veg that you are transitioning him to is an acceptable
diet and contains several different grains. Please keep him on this diet and continue taurine supplementation as well.

NEXT VISIT:

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 petis 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

i B6 i B6 i Student

Clinicians: Residents: Clinical Technicians: Client Services:

Dr. Darcy Adin B 6 B 6 [_..B6

B6

In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills.

I
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ri 1 NC S.. .[E VETERINARY HOSPITAL
‘ B6 :

; HISTORY & PHYSICAL
AT  _B6 | ' —
CANINE MASTIFF - YRR
MC e FAWN Admission / Exam Date:

.. N :Léé": Weight: Olbs &(95 _is;é,———’/

B 6 _____________ Temp: ____ Pulse: ______Respiration: ‘f’m‘ﬁinf
| ok

i He : Membrane Color: Capillary Refill: A1
Body Condition: Pain Score: 0
ABN NoE
VACCINATION STATUS: YES NO DATE N ABN NoExam _ " s
Rabies O g General Appearance [l = O Reproductive [ ™ O
Distemper or FVRCP [ O Integumentary o O O Mammary o d O
Lepto or FeLV 0O O Ophthalmic O O O Urinary o O O
Tetanus oo Otic O o O Nervous o O O
EEE / WEE / VEE O d Musculoskeletal O o 0O Alimentary o O O
West Nile Virus O O Cardiovascular O d O Lymphatic O O O
Influenza o O Respiratory
Rhinopneumonitis OO O o O
Other: e Lactating? [DYes O No Pregnant? OYes O No
CHIEF COMPLAINT:
|
I. Present History 1. Past History <
A. Onset / Duration A. Medical lliness g
B. Progression B. Surgical V. Sreventatwe. Student Signature:
C. Prior Treatment C. Reproductive - Systems Review
E‘- ;‘:\::Ze Drug Reaction Clinician Signature: B 6
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NC State Veterinary Hospital
Cardiology Pet Diet History

i B6 i
CANINE MASTIFF

Date: S/ \\ ! \K MCB 6 |

Bé

Current diet:

Brand g: ‘[Q)N\ N\ Q/ "Zi g\/‘\ 0\\’_Uf Q

Varietygn\mm (\\U\ \“0& // \ K"\N\g (\I\V@O
Is this diet Grain-free? M \\ P \‘{ U

How fong has your pet eaten this food? \ \MM\A / f—‘:)\ L;% OM

Are there other pets in your house eating this food? \\\ Q«S

Other diets eaten in the last 3 years and dates:

Bo MAL AN\ S N\ﬂﬁ\-d[f) @\ f@ lm/
ngt(d\r\c)\\mv\{a Ko\(\nju\/\[[)(‘\

Other food (treats, rawhides, table food):
\l 1SRN,
Ny vgaas W die

Supplements {e.g. fish oil, CoQ10, vitamins etc)

Joloe ey Evgh SEcdwgbn - Towdad
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Print Date: 08/17/18 .

Page 1
NC State University
Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral Raleigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
Client _..Patient ____ Eed e . Attending DVM
i B6 E Case #.___B6__]
[N e PN Student
B 6 hiEs bk Discharging DVR
MG SRAERD Referring DS:IM
FAWN 9
CANINE
Admission Date/Time:AUG 17, 2018 08:54 AM Discharge Date/Time:AUG 17, 2018 11:42 AM Discharge Status:
CASE SUMMARY
DIAGNOSIS:

1. Dilated cardiomyopathy - suspect at least partially diet induced
2. Atrial fibrillation

3. Congestive heart failure - pulmonary edema, pleural effusion, abdominal effusion - well controlled

i B6 YTE U AT TS TRVEIRT PIOTSITIUN T, i Py UTRE, - and e Solisetisn Hsthod was fiot reported. '
The coughing progressed until his presentation at the ER, where he was coughing 5-6 times per hour. He also refused to eat the
morning of presentation, which was abnormal. While at NGSU an echocardiogram showed evidence of dilated cardiomyopathy, small

volume pleural effusion, and moderate volume abdominal effusion. Thoracic radiographs showed mild pulmonary edema. An ECG

showed atrial fibrillation with a ventricular response rate ofi B6 pm. A whole blood taurine returned within normal limits B6

nmol/mL} B6 _was hospitalized overnight and responded well to treatment. He was. discharoed on BA i

B6

BG came in on 5/11/18 for a recheck with the NCSU Cardiology Service. At this time, chest radiographs showed similar left sided

~eararcrniggaly, mildly improved pulmonary venous distention, and similar to mildly improved unstructured interstitial pattern. His renal

panel showed no significant findings and his digoxin level wasi_B6 ing/nL. His fluid check showed no evidence of abdominal or
_pericardial effusion, with possible scant pleural effusion. His heart rate was betweer . B6 |
tmee B9 dOse was increased to 360mg BID. In addition, therapy with! B6 i(200mg SID). A holter monitor performed 1
E ter showed adequate atrial fibrillation rate control (average heart rare; g oy, with a low number of ventricular arrhythmias.
____________________ iwner began supplementation with fish oil, and no other changes were"made.

e

Since his last vnsutBG has been doing well at home. He has increased energy and activity levels and has been initiating play with
his housemate. He has been able to play for up to an hour, limiting his own activity well and still only panting after playing. They have

not noticed any periods of increased respiratory effort and have heard only a rare cough. At rest, they have found his respiratory rate

to consistently be below:..B8.orpm consistently and his heart rate to be between 'Be bmp.

L

s a history of allergies, and was started O“E B6 iby his primary veterinarian at his visit o:imé'émb. He

B6

T ST O T ST T TG TITS UTag TS U CAT TG UISBESE; TS WS Sang EaMAborhe Watirals Lamb Grainsiies
from 2013-2015, and then Zignature Kangaroo Grain-free (for another dog's allergic skin disease) with raw liver added to supply

additional taurine. Since May, he has been transitioned to Fromm Salmon a Ia Veg dry dog food (not a grain free diet) and it has gone
smoothly. He also receives monthly preventatives (Sentinel and Bravecto).

CURRENT MEDICATIONS:
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" Page 2

B6

CVR Grade [1/VI left apical systolic murmur, irregular rhythm appreciated: eupneic, lung fields clear with normal bronchovesicular
sounds noted on bilateral auscultation

B6

RESULTS OF DIAGNQSTIC. TESTS:

1. Blood Pressure

B6

2. Renal Panel

B6

w

. Echocardiogram

Do O0Dw®

. No free fluid noted

ASSESSMENT:

. Mild to moderate mitral re

. Moderate to severe LV dilation - significantly improved compared to prior

. Moderately reduced LV systolic function - static

- Moderate left atrial enlargement - significantly improved compared to prior
gurgitation - significantly improved compared to prior

Today we performed a recheck echocardiogram to evaluate B6 cardiac structure and function. We are happy to report that his
echo shows significant improvement. His heart remains mo erawry 1o’ severely enlarged, and continues to show evidence of reduced
function - but overall has shown significant improvement in the past 3 months. This is great news, and indicates at least some portion
of his cardiac changes are responding to a diet change. As we discussed, it is still very possiblé B6 ! has underlying dilated

___________________________

cardiomyopathy secondary to his genetics, but we are very pleased to see this improvement with 3, diet change.i B6 ikidney

panel showed normal values - indicating he is tolerating his medications well. In addition _ B6___heart rate was Siow and well

contralled during his exam. His heart rate became elevated when stressed, but this is not unexpected. Given these findings, we would
like B6 to continue receiving his medications at their current dosages.

We would like to sed

we may be able to discormriu

B6

pback in 3-4 months for another recheck echocardiogram. If his heart continues to show improvement,

some of his cardiac medications. At this visit, we can also perform a recheck holter monitor, to monitor

for any worsening arrhythmias. Please continue to monitor him for any signs of worsening cardiac disease - such as lethargy,
increased respiratory rate/effort, coughing, weakness, or collapse. If you are concerned about how he is doing, please contact us and
have him evaluated by a veterinarian.

INSTRUCTIONS FOR CARE

MEDICATIONS:
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MONITORING: .

1. Please continue to monitos B6  ‘or signs of recurrent congestive heart failure. These would include exercise intolerance,

2. Please continue monitoringi _________________ fespiratory rate at home when you observe him sleeping. If you feel thaBG iespiratory
rate is increasing, or if he is having more effort while breathing, please contact us. — !

ACTIVITY: Please avoid strenuous exercise or situations which place undue stress on youri B6 In general, pets with congestive
heart failure will self-regulate their exercise. Please monitor for any change in exercise capaonny=—

_PLAN FOR RE-EVALUATION: T3 !

“INOTING, PIEsSE 16T TS KAGW it you feel he needs to be seen sooner.

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
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 nessihle_regarding your pets' medical condition.

B6

Senior Student B6

Clinicians: Residents: Clinical Technimiane: e Cliant Qanicmss

In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills.

B6
CANINE

B6
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i B6 1 . A——
CANINE™ _MASTIFF
MC [ B6 - FAWD
"""""" i._B6_;
E E B6 :
| would like to pick up my petat: ____————

(between 1pm and 4pm)

May we sedate or tranquilize

today if possible.

your pet today if necessary? @ NO

North Carolina State University
Veterinary Teaching Hospital

CARDIOLOGY PATIENT QUESTIONNAIRE

Contact numbe BG
{Please try to be available between
9:30 and 10:30 am for questions or
updates)

Some tests require shaving to obtain the best results —may we shave your pet’s fur today if necessary? @ NO

please indicate any symptoms your pet has experienced

since your last visit — please describe in the space provided:

M Change in activity level TOoeadse d

—

[] change in water consumption

D Change in urination frequency

D Change in appetite

L__] Coughing

[] Difficulty breathing

D Sneezing

[[] weakness / fainting

D Vomiting

D Diarrhea

Current diet: F/@mm U Sdax Qalmon m
o

Have you seen your family vet since your last visit? _/

\}6} Has your pet been fed today? @
7" if yes, what time __/ - e @/
How much? "2 (Al
= 1

NO
pm

CURRENT MEDICATIONS:
l Drug Name ‘ How often given? Was medication What time? R DED
Il) : D giveg today? . ODA
\ D V& :
o P e
[JL[ J) )ES  NO
[ :‘l‘:j ~JYES MO
- datly ! [[ ves nO
AN (Lyess  no
ol L) . . No
Owner Signature: B 6 Date: \)Q{“A.\ {‘/\
VAN,

'Vh‘;q’
ARINgE!
o

Wiy X
Y\ﬁﬁ\a SL " \g
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NC State Veterinary Hospital
Cardiology Pet Diet Hlstory

....... Es

B6 B6
CANINE MASTIFF

oate: /17/ 18 " Mae

Current diet:

Brand FKOI’}’?YY) [—J S“CLF

Varietygalﬂf]()?’) U\IO\ \je;}/

Is this diet Grain-free? 4/\V/ 8

How long has your pet eaten this food? r% rmon+tih s

Are there other pets in your house eating this food? / O )’h@f/‘ 'Qe/b ‘

Other diets eaten in the last 3 years and dates:
i aqfna Hupre H&/ﬂqa,rdo Crcain —Gee 2006 — Mgy 201X
ﬁﬁf)l’hb"(_ﬂ() /\/Waw Lamb Geoun -G QC)//? 20 1%

Other food (treats, rawhides, table food):

Trecta 4 tadore Conds

Supplements (e.g. fish oil, CoQ10, vitamins etc)

Join+ Max Triple Sivength , Fish o), Tourine
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NC o .ATE VETERINARY nOSPITAL

! HISTORY & PHYSICAL
B ] - B6
""" STIFF ‘ ‘
%NINE MABG """ FAWN Admission | Exam Date: l \ i ‘ %

B6 Weight: ’l\& glbs Okgs M—,
ulse \4"3 Respiration P‘CMM'L

Temp: _— | iration: :
‘(_— f7
Membrane Color: ‘2 Capillary Refill: _—=—"_

\ Body Condition: _LQ,L_Ié Pain Score: z G

= e

VACCINATION STATUS: YES NO DATE NABN NoExam N ABH oS
Rabies O General Appearance % O O Reproductive [ O i
Distemper or FVRCP [0 [ Integumentary © O Mammary O )%
Lepto or FeLV O g Ophthalmic O & O Urinary O

Tetanus O g Otic M O O Nervous O O
EEE / WEE / VEE O O Musculoskeletal O =] Alimentary [ [l
West Nile Virus O O Cardiovascular O & 0O Lymphatic O O
Influenza O O Respiratory :

Rhinopneumonitis OO ' E‘ O g

Other: 1 Lactating? [1Yes [No Pregnant? [JYes gj"No

CHIEF COMPLAINT: [y eoneor. for DUM (et irgagd 2 ) + CHE

I. Present History

A. Onset / Duration
B. Progression
C. Prior Treatment

1. :ashtAH;s{to:v IIl. Environment
s e _.cal lliness IV. Preventative Student Signatu
. Surgica V. Systems Review
C. Reproductive
D. Adverse Drug Reaction Clinician Signatur
E. Trauma
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' T B6

CANINE MASTIFF
MC B6 | --FaWN NC STATE VETERINARY HOSPITAL
. B6_|

S DAILY TREATMENT RECORD
ALERTS:

IV CATHETER SITE(S): DATE PLACED: %I 1 j ‘{’) INITIALS BG
CLINICAL SUMMARY: regn s H’}W*\Y\ ((\./‘U\ 2

VL :
DATE: cace: B~ D DT WATER: weleHT. 485 K&
TREATMENT PLAN MONITORING o

(RECOF{B I\?EEEE;/ATIONS TIME CD @; /z?b
Qwole glo | soom =
- v 9:00 AM A\
@NM{}/ 0 \J 10:00AM | 7 DLC —
v 11:00 AM

%/l (DAL pis TNz

1:00 PM
2:00 PM
3:00 PM
4:00 PM
5:00 PM
6:00 PM
7:00 PM
8:00 PM
9:00 PM
10:00 PM
11:00 PM
12:00 AM
1:00 AM
2:00 AM
3:00 AM
4:00 AM
5:00 AM

6:00 AM
Z:00AM

STUDE! B 6 CLINIC B6 B

(V) =

MEDICAL RECORD PAGE OF —
DAILY TREATMENT Record 8/5/2011
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NC STATE UNIVERSITY |

CARDIOLOGY

1052 William Moore Drive

Raleigh, NC 27607
Phone: 919.513.6694 Fax: 919.513.6712

Canine Echocardiography Report

Patient Name: Date of Exam: 8/17/2018
Medical Rec #: Breed: Mastiff
DOB: Weight: 96 kg
Age: 6 years BSA: 212 m?
Sex: Mc HR:

Sonographer: B6 BP-sys:

Report Status: READ

Ref. Clinician: | B6 i

Diagnosis: “Difated cardiomyopathy - suspect diet induced, atrial fibrillation

Study Details: 2D Echo/Doppler/Color Doppler. The images were of adequate diagnostic quality. The
patient was awake.

2D
VS
LV
LVPW

LV Area

LV Vol

Vol Index
Maj Axis

2D

LA Long Axis
LA d

Ao s

LA/Ao

M-mode

RV

VS

LV

LVPW

LV normalized
LA

Normal Canine M-mode values (in cm) for 50 kg dogs.

LVIDd

LMBWIA

NS

1_A.

oL

B6

Aortic Valve:
VMax
Pk Grad

Tricuspid valve:
P12T

B6

Final

Page 1 of 2
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B6 8/17/2018 179359

CLINICIAN INTERPRETATION:

Left Ventricle: The left ventricular cavity size is moderate to severely increased. Ventricular wall thickness
is normal. LV basal fractional shortening is mild to moderately decreased.

Left Atrium: The left atrium is moderately dilated.

Right Atrium: The right atrium is mildly dilated.

Right Ventricle: The right ventricular size is mildly enlarged. RV wall thickness is normal. Global RV
systolic function is mildly reduced.

Aortic Valve: No degree of aortic stenosis is present. No evidence of aortic valve regurgitation.

Mitral Valve: The E-point septal separation is increased. Mild to moderate mitral valve regurgitation. The
MR jet is centrally-directed.

Pulmonic Valve: The pulmonic valve is normal.

Pericardium/Effusions: No pericardial effusion is seen.

Aorta: The aortic sinuses, arch, ascending and descending aorta appear all normal.

Pulmonary Artery: The pulmonary artery is of normal size and origin.

ECHO SUMMARY:

Dilated cardiomypathy - suspect diet induced

The left ventricular cavity size is moderate to severely increased.
Moderately dilated left atrium.

Mildly dilated right atrium.

Mild to moderate mitral valve regurgitation.

Mild tricuspid regurgitation.

O hwN =

CV Exam:

Body condition was normal. The animal was panting. The mucous membranes appeared pink, with a
normal capillary refill time. Femoral pulse quality was normal. Cardiac auscultation revealed a systolic
murmur of grade I-II/VI intensity loudest at the left apex. Pulmonary auscultation revealed normal lung
sounds.

ECG: .

The heart rate measured at B :b_c_aats/minute. The ECG rhythm is atrial fibrillation. The heart rate in the
exam room was B@ om et

Recommendations: This is a recheck echocardiogram and is compared to the prior study? B6 was

i s i

eating a grain free diet at the time of the prior study - and was transitioned to a non-grain free diet
approximately 3 months ago.

This study shows improvement in the cardiac size and function. The LV remains moderately to severely
dilated - but has shown a significant decrease in size over the past 3 months. The LV wall thickness has
increased as well. The systolic funciton has shown improvement - but remains mildly to moderately
reduced. The mitral regurgitation has decreased in severity, and the left atrium has decreased in size (but
remains moderately enlarged).

A diagnostic ECG was not performed. The ECG during the echocardiogram_showed atrial fibrillation with a

ventricular response rate_o! __B__(_;:___:}pm. The heart rate in the exam room waé B6 5m, and the owners count
aresting heart rate off B im at home.

Overall these findings show a significant improvement after the patient was transitioned off a grain free diet.
Recommend continuing the cardiac medications at the current dosages. Recommend beginning taurine and
fish oil supplementation. Recommend a recheck echocardiogram and holter monitor in 3-4 months.

B6

Electronically signed on 8/17/2018 on 5:08:14 PM

Page 2 of 2
Final
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T R NC STATE VETERINARY HOSPITAL
""""" EKN"I'NE“" i_._._._ﬁ.ASTIEF_.1
T ..B6 1 rAwN |
..B6 . MASTER PROBLEM LIST
B 6 B6
|
DATE DATE
NO. PROBLEM IDENTIFIED | RESOLVED
D O«ult pe? 2215
i

MASTER PROBLEM LIST 12/15/2014
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NC State University - Veterinary Hospital
Date of Admission: 08/31/2018

Owner: Client #B6
B 6 Home Phone:| B6
Work Phone:
Cell Phone:
Patient: BG Patient#{ " Be
DOB:
Species: CANINE Sex: MC
Breed: MASTIFF Color: FAWN
Referring Vet: RDVM #
B 6 Work Phone B 6
Cell Phone
FAX
Referring Clinic: AL Clinic #:
B 6 Phone: B 6
FAX:
Insurance: None lDi!L _______ BG

Is there another veterinarian involved in your pet's care other than the veterinarian listed above? (circle one)

Yes No
(Name of Veterinarian and Clinic)

FINANCIAL AGREEMENT:

Irassume full financial responsibility for all charges incurred for diagnostic, therapeutic, surgical and preventative
services. | agree to make a payment prior to services received to be used towards my pet's care during
hospitalization of the low end of my estimate range. | understand that my bill will go through a verification process
where charges will be compared to my pet's medical record to determine accuracy for services rendered at this visit.

| also understand that if there are any additional charges or credits found during this process (which can take up to 10
business days from.the.date on which_m.net is.discharaed) | will receive additional invoices reflecting this in the mail.

Owner's Signature B6 ( SEAL ) Date: ?i <\‘} \} \3>
Owner's EMAIL B 6

* sk s sk e e H kK Fkd sk o e dede ek o ke e e e e o ek e e e e e e e e e e e de e e e e e ke

PERMISSION TO USE IMAGES/AUDIO RECORDINGS:

NC State may take and use photographs, video or other images or recordings (including audio) related to my animal's
examination and treatment at the Veterinary Hospital. These images and recordings may be used for nonprofit
educational and advanced learning purposes.

Check only if:
() I do not agree to photo/media use by NC State. Please inform your clinician if you do not agree to this.

PERMISSION TO USE SAMPLES THAT REMAIN AFTER DIAGNOSTIC TESTING:

Unused blood and urine are usually discarded after 7 days. Excess tissue is frequently available. In some instances,
these samples have research or teaching value. Clients who prefer that pet's samples not be used may strike
through this paragraph and initial and date the strikethrough. Please inform your clinician if you do this.
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Print Date: 08/31/18

f@%% v g Page 1
NC State University ~ 9|3//8Ts
Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral Raleigh, NC 27607 Large Animal  (919) 513-6630

Discharge Comments

.Client Patient i
.............. 2] Attending DVM B6

FAWN Referring DVM B 6

i _Be_ | Case# B6 |
MASTIFF | z?ud:nt - DVM
MC 84.5kg ischarging
1 CANINE

Admission Date/Time:AUG 31, 2018 09:52 AM Discharge Date/Time: AUG 31, 2018 11:27 AM
CASE SUMMARY

Discharge Status:

DIAGNOSIS:

1. Occult dilated cardiomyopathy - suspect diet induced
2. Historic ofitis externa and atopic dermatitis

HISTORY:

i _B6 _lis a 6 year old male castrated Mastiff that was presented to NCSU Cardiology Service on 8/31/18 for a recheck evaluation of
occult dilated cardiomyopathy.

i B6 iwere eating the same qarain_free diet for years prior to diagnosis. Both dogs were transitioned to FROMM Salmon Al
1% V&g (Contains whole grains) aftei B6 Hiagnosis in May 2018.

B6

CV/RESP: Soft grade lI/V1 left basilar systolic murmur. No arrhythmia auscultated. Femoral pulses strong and synchronous. Clear
_bronchovesicular sounds bilaterally.

RESULTS OF DIAGNOSTIC TESTS:

1. ECHOCARDIOGRAM

a. Moderate LV dilation - improved from prior study

b. Mild left atrial enlargement - improved from prior study
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Print Date: 08/31/18

c. Mild mitral regurgitation - static
d. Mildly reduced LV systolic function - static

ASSESSMENT:

We would like to seei B6
! hea

discussed,! B6_

[ttt ]

[ It

Page 2

iback in 4-6 months for another recheck echocardiogram to evaluate for further improvement. As we

rt may return to normal over time, or he may have mild cardiac changes throughout his life. Please continue to
monitor him for any signs of worsening cardiac disease - such as lethargy, increased respiratory rate/effort, coughing, weakness, or
collapse. If you are concerned about how he is doing, please contact us and have him evaluated by a veterinarian.

INSTRUCTIONS FOR CARE

MEDICATIONS: No cardiac medications are currently indicated. Please continue to supplement taurine (3000mg twice daily).

ACTIVITY:

coughing, weakness, or collapse. If you are concerned about how he is doing, please contact us and have him evaluated by a

veterinarian.

PLAN FOR NEXT EVALUATION:

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
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.

Clinicians:

B6

Residents:

B6

B6

In order to help expedite medication refills, please visit us online at www

Clinical Technicians:

B6

Research Technician

Client Services:

i...B6 i
online at v .ncstatevets.org and select Pet Owners, Pharmacy Refills.
G i B6 |
CANINE MASTIFF
MC i B6 ! Fawn
B 6 i B8 i
i B6 i

FDA-CVM-FOIA-2019-1704-005559



TTTBE T i  B6

Patier  "CANINE MASTIEF
MC " B6 FAWN
L..B6 ]
- B6
B6

I would like to pick up my pet at:
(between 1pm and 4pm)

May we sedate or tranquilize your pet today if necessary?

today if possible.

&) o

North Carolina State University
Veterinary Teaching Hospital

CARDIOLOGY PATIENT QUESTIONNAIRE

Contact number

(Please try to be available between
9:30 and 10:30 am for questions or
updates)

Some tests require shaving to obtain the best results — may we shave your pet’s fur today if necessary? @ NO

Please indicate any symptoms your pet has experienced since your last visit — please describe in the space provided:

] change in activity level

D Change in water consumption

[] Change in urination frequency

D Change in appetite

D Coughing

[ ] pifficulty breathing

M Sneezing (\\\& ( Gy S Q, (,\US m
D Weakness / fainting g\

[ vomiting

D Diarrhea

Current diet:

Has your pet been fed today? YES NO

Have you seen your family vet since your last visit? if yes, what time am/pm
How much?
CURRENT MEDICATIONS:
Drug Name How often given? Was medication What time? REFILL NEEDED
ALY w i 2 o.m YES NO
gD YA 2 oron YES _NO
C\Uﬁ!ﬂ““ A YES NO
Hil \y Ad dnm YES _ NO
AR VAR < PSR Ny YES NO
1 YES NO
YES NO
[ YES NO
Owner Signature: BG Date: \& ] 3 \ / \ 8

Use back:f sheet for an y ad?ﬁt;onai lnfc;rm‘atvion.

1 s
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NC STATE VETERINARY HOSPITAL
HISTORY & PHYSICAL

-y i B8 |

CANINE MABSGTIFF Admission / Exam Date: gj{ 3( 1 ’lg
MC i ;

[ B Weight: Oibs Pkes S5

Temp: .. Pulse: IQ lﬁ Rﬁspiration: 204’\5_
.D-‘M,‘m@i%f‘- i LS
i 86 ; Membrane Color: apillary Refili: :
I . Body Condition: (0‘ C’( Pain Score: DI %

VACCINATION STATUS: YES NO DATE N, ABN  NoExam N ABN  NoExam
Rabies OO General Appearance - | Reproductive O O ,@.
Distemper or FVRCP [ [J Integumentary O O Mammary O O =
Lepto or FelLV 0O O Ophthalmic O O Urinary £ O |
Tetanus OO Otic O 0O Nervous % O O
EEE / WEE / VEE 0o Musculoskeletal B O O Alimentary O O
West Nile Virus O O Cardiovascular < O Lymphatic s O 0
Influenza OO Respiratory X [ 0
Rhinopneumanitis O O
Other: 1 Lactating? []Yes w Pregnant? [jYes g&No
CHIEF COMPLAINT: | V¢ (hZck OCCwWt DCM
I. Present History 11, Past History 1. Environment :""‘
A. Onset / Duration A. Medical lliness IV. Preventative Student Signature B 6
B. Progression B. Surgical V. Systems Review —
i C. Reproductive —
C. Prior Treatment o Ad‘\’/erse Drug Reaction Clinician Slgnaturej‘*;@f_m_.xf P, .
E. Trauma e —
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NC State Veterinary Hospital

Cardiology Pet Diet History

B6

Current diet:

Brand ’\(‘\\[ (\W\/W\ L1 S(;"Okv
Variety S C’\\ N\d\y\ CL\(X \/'{04

Is this diet Grain-free? N (‘\

How long has your pet eaten this food? % (\(\Q{\ H\Q

Are there other pets in your house eating this food? \\\K/ r

Other diets eaten in the last 3 years and dates:
?\QV\O\X\\N VxG\N\c.,(T\\/K\O
En\‘/v\\ NVAA {\m& W\ N\()Jkd% \WJ Flpg

Other food (treats, rawhides, table food):

O\ M\\ A e SC v de

7

Supplements {(e.g. fish oil, CoQ10, vitamins etc})

W; 1)\3‘\“‘/\’: AN W\/}L S}/‘UQV?HG

T OV N
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8/31/2018
Mastiff

83 kg
1.92 m?

T, R 1052 William Moore Drive

Raleigh, NC 27607

CARDIOLOGY Phone: 919.513.6694 Fax: 919.513.6712

Canine Echocardiography Report

Patient Name: ! B6 Date of Exam:

Medical Rec #: Breed:

DOB: BG Weight:

Age: o years BSA:

Sex: Mc HR:

Sonographer: B6 BP-sys:

Report Status: READ

Ref. Clinician: i

Diagnosis: Dilated cardiomyopathy - suspect diet induced

Study Details: 2D Echo/Doppler/Color Doppler. The images were of adequate diagnostic quality. The

patient was awake.

2D
VS
LV
LVPW

2D

LA Long Axis
LAd

Ao s

LA/Ao

M-mode

RV

VS

LV

LVPW

LV normalized
LA

Normal Canine M-mode values (in cm) for 50 kg dogs.

LVIDd LVPWd 1VSd LA AO %FS :
B6 i
Aortic Valve: : B6 i
VMax CANINE MASTIF
Pk Grad M B6 FAWN -
i _B6 |
Tricuspid valve: B 6
P127T B6
Pulmonic valve:
Vmax
Pk Grad
Page 1 of 2

Final

FDA-CVM-FOIA-2019-1704-005563



B6 8/31/2018 B

CLINICIAN INTERPRETATION:

Left Ventricle: The left ventricular cavity size is moderately increased. Ventricular wall thickness is
normal. LV basal fractional shortening is mildly decreased.

Left Atrium: The left atrium is mildly dilated.

Right Atrium: The right atrium is normal in size.

Right Ventricle: The right ventricular size is normal. RV wall thickness is normal.

Aortic Valve: No degree of aortic stenosis is present. No evidence of aortic valve regurgitation.

Mitral Valve: The E-point septal separation is increased. Mild mitral valve regurgitation. The MR jet is
centrally-directed.

Pulmonic Valve: The pulmonic valve is normal.

Pericardium/Effusions: No pericardial effusion is seen.

Aorta: The aortic sinuses, arch, ascending and descending aorta appear all normal.
Pulmonary Artery: The pulmonary artery is of normal size and origin.

ECHO SUMMARY:
1. The left ventricular cavity size is moderately increased.
2. Mildly dilated left atrium.
3. Mild mitral valve regurgitation.
4. No tricuspid regurgitation.

CV Exam:

Body condition was normal. Normal respirations. The mucous membranes appeared pink, with a normal
capillary refill time. Femoral pulse quality was normal. No pulse deficits were noted. Cardiac auscultation

revealed a systolic murmur of grade I-1I/VI intensity loudest at the left base. Pulmonary auscultation
revealed normal lung sounds.

ECG:

with taurine (3000mg BID) since that time, and he has continued to eat a diet containing grains.

The LV has shown a reduction in size and is now moderately enlarged. The systolic function remains mildly
reduced and is unchanged compared to prior. There is evidence of persistent mild mitral regurgitation. The
left atrium has shown a reduction in size as well, and is now equivocally enlarged.

Overall these changes support a diagnosis of diet induced DCM - with improving cardiac structure and
function. No cardiac medications are indicated. Recommend continuing taurine supplementation (3000mg
BID). Recommend a recheck echocardiogram in 3-6 months to evaluate for further improvement.

i B6 g
Electronically signed on 8/31/2018 on 4:42:59 PM

i B6 i

CANINE _.MASTIFF

B6

Page 2 of 2
Final
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NC wtate University - Veterinary 1.uspital
Date of Admission: 05/23/2018

Owner Client #: LBG
B 6 Home Phone: B6

Work Phone:
Cell Phone:
pationtl s T bationt #BG ______
e B6 _B6_|
Species: CANINE Sex: MC
Breed: MASTIFF Color: FAWN
Referring Vet:é RDVM #:;_B6
B Work Phone: |
. Cell Phone: BG
: FAX: | i
Referring Clinic: B 6 Clinic #:394
Phone:
. B6
Insurance: None ID: B6

Is there another veterinarian involved in your pet's care other than the veterinarian listed above? (circle one)

Yes No
(Name of Veterinarian and Clinic)

FINANCIAL AGREEMENT:

I assume full financial responsibility for all charges incurred for diagnostic, therapeutic, surgical and preventative
services. | agree to make a payment prior to services received to be used towards my pet's care during
hospitalization of the low end of my estimate range. | understand that my bill will go through a verification process
where charges will be compared to my pet's medical record to determine accuracy for services rendered at this visit.

| also understand that if there are any additional charges or credits found during this process (which can take up to 10
business days from_the date on which my pet is discharged) |_will receive additional invoices reflecting this in the mail.

Owner's Signature; B6 SEAL ) Date: i }; 3 { @?\

T 7

Owner's EMAIL:

PERMISSION TO USE IMAGES/AUDIO RECORDINGS:

NC State may take and use photographs, video or other images or recordings (including audio) related to my animal's
examination and freatment at the Veterinary Hospital. These images and recordings may be used for nonprofit
educational and advanced learning purposes.

Check only if:
() I do not agree to photo/media use by NC State. Please inform your clinician if you do not agree to this.

xxxxxxxxxxxxxxxxxxxxxxxxxxxx % dedede d ek Fede ek ok dodedede A g g ok dodododedek Rk ke ek

PERMISSION TO USE SAMPLES THAT REMAIN AFTER DIAGNOSTIC TESTING:

Unused blood and urine are usually discarded after 7 days. Excess tissue is frequently available. In some instances,
these samples have research or teaching value. Clients who prefer that pet's samples not be used may strike
through this paragraph and initial and date the strikethrough. Please inform your clinician if you do this.
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Print Date: 05/23/18

Page 1
@4 , NC State University
I d i Veterinary Hospital
Fax: Admin 1052 William Moore Drive Small Animal  (919) 513-6500
Fax: Referral Raleigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
e e Coso B g B6
B 6 MASTIF Discharging DVM:!
Mc 82.3kg Referring DVM B 6
FAWN i
CANINE

Admission Date/Time:MAY 23, 2018 08:54 AM Discharge Date/Time: MAY 23, 2018 10:00 AM Discharge Status:
CLINICIAN: B6 i

Date: 5/22/18

CASE SUMMARY:

Thank you for entrusting us with the care of your companion. The Discharge Summary will be emailed to you and faxed to your RDVM
within 24 hours of release/discharge from our facility via email. If you or your veterinarian do not receive this, please contact the (B!

i B6 ito request a copy. The following will briefly outline the care your companion should receive at home and was
explained by our staff at the time of discharge:

DIAGNOSIS (ES):
1. Suspected DCM

INSTRUCTIONS FOR CARE OF YOUR PET:
Medications: None at this time

Activity / Cautions: __
Please monitor
veterinarian.

IF YOU HAVE ANY QUESTIONS OR PROBLEMS, PLEASE CALL THE SMALL ANIMAL EMERGENCY SERVICE AT
(919) 513-6911.

PLEASE CALL TO MAKE YOUR FOLLOW UP APPOINTMENT AS RECOMMENDED

) /
B6 i

Copy to: Owner / Medical Record / Fax to RDVM
CASE SUMMARY
DIAGNOSIS

1) Occult Dilated Cardiomyopathy (r/o diet related vs taurine deficiency vs idiopathic)
2) Otitis Externa
3) Suspected Atopic Dermatitis

HISTORY

i B6 iis ai_ B6 _Emale castrated Mastiff who was presented to the NCSU Cardiology Service on 5/23/18 for screening for occult

"dilgted cardiomyopathy (DCM) after his littermate was diagnosed with the same earlier this month. The owner reports that_B6 _thas
been doing well at home. He has had no visible changes to respiratory rate or effort, no coughing, lethargy, vomiting or diarrhea and
has a normal appetite. He was transitioned off of a grain free diet (Earthborn Naturals Lamb Grain Free and Zignature Kangaroo

Grain Free) three weeks ago onto Fromm 4 Star Salmon A La Veg which is a grain containing diet. His medical_history includes

B6
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Print Date: 05/23/18 Page 2

DIAGNOSTICS

1) Echocardiogram: Moderate to severe left ventricular enlargement, mild mitral valve regurgitation, mildly decreased left ventricular
ejection fraction

2) ECG: NSR (Normal Sinus Rhythm), no arrhythmias detected

3) Taurine Levels (whole blood): pending

ASSESSMENT

echocardiogram whlcerevealed moderate dilation of the left ventricle and decreased systolic function (abmty of the heart to pump
blood effectively). Based on these findings, we suspect occult (early, asymptomatic) dilated cardiomyopathy (DCM). Although the
exact mechanism of DCM is currently unknown, dietary taurine/carnitine deficiencies, genetics and toxins have been linked to DCM.
Recent clinical cases of DCM in atypical breeds have also resulted in an association being elicited between some grain free diets and
DCM.

he is also the correct breed and age to develop pnmary DCM. Based on the current stage of his heart disease, we are recommending
continuing his new grain containing diet and subsequent monitoring with echocardiogram. We also submitted his blood sample to
estimate taurine levels during this visit. We will contact you with the results are available and discuss supplementation at that time if
he is deficient. Furthermore, we also did an ECG in order to detect the presence of any abnormal heart rhythms (arrhythmias) and are
happy to report that his heart rhythm is normal at this time.

Itis impossible to predict how! i _B6__IDCM will progress. We have seen several cases in which transition off of the gram free diet has
resulted in significant improvement of the structural changes and cardiac function. Taurine responsive DCM also carries also carries a
good prognosis. If his DCM is not diet or taurine responsive, then it is more difficult to predict thetimafeama.af his.dicaase and we will

contmue to momtor his structural changes and cardlac function and may prescnbe medication : 36 iin order to

syncope (collapse), iethargy and decreased appetlte If you notice any of these signs, please contact the Cardiology Servuce the
Small Animal Emergency Service or your primary care veterinarian.

INSTRUCTIONS FOR CARE

MEDICATIONS
No medications are being prescribed at this time

ACTIVITY

DIET

FDA-CVM-FOIA-2019-1704-005567
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Please continue to feed the Fromm 4 Stai"A La Veg dry food. If you choose to transition to another diet, please select a senior diet
containing grain.

MONITORING

rate when he is at rest and not panting. We would like his respiratory rate to stay under 40 breaths per minute (no more than 10
breaths in 15 seconds). Other signs of difficulty breathing include abdominal effort, extended head and neck and cyanotic (blue
tinged) or pale gums. Please also watch him for lethargy, exercise intolerance, decreased appetite, vomiting, diarrhea or changes in
urination or drinking. If you notice any of these signs, please contact the NCSU CVM Cardiology Service, your primary care
veterinarian or an emergency clinic immediately.

PLAN FOR FURTHER EVALUATION

Please plan to recheck with the Cardiology Service in 3 months for an echocardiogram to monitor the progression of his heart
disease.

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 petis 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
B6 B6 B6

Clinicians: Residents: Clinical Technicians: Client Services:

Dr. Darcy Adin B6 """" BG """" . B6 |

B 6 Research Technician

NN

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 Ra|eigh, NC 27607 Large Animal (919) 513-6630
Discharge Comments
EClle.nt_ ......................... Pa;znt Case% ...... B 6 g::l:ng:g DVM BG
B 6 “MASTIEF . ) i
e s i B6
FAWN ;
CANINE

Admission Date/Time:MAY 23, 2018 08:54 AM Discharge Date/Time: MAY 23, 2018 10:00 AM Discharge Status:

CLINICIAN: B6 i

Date: 5/22/18

CASE SUMMARY:

i B6 2 to request a copy. The following will bneﬂy outline the care your companion should recetve at home and was
explained by our staff at the time of discharge:

DIAGNOSIS (ES):
1. Suspected DCM

INSTRUCTIONS FOR CARE OF YOUR PET:
Medications: None at this time

Activity / Cautjonse:--,
Please monit¢ BG for lethargy, weakness, increased respiratory rate and effort and coughing. If this happens please contact a
veterinarian. t----- -

IF YOU HAVE ANY QUESTIONS OR PROBLEMS, PLEASE CALL THE SMALL ANIMAL EMERGENCY SERVICE AT
(919) 513-6911.

PLEASE. CALL.TO MAKE YOUR EQLLOW LIP_ APPQINTMENT.AS RECOMMENDED

_________________________ B6

B6  i(owner) B6 i(clinician)

Copy to: Owner / Medical Record / Fax to RDVM
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_ | ] NC S.~TE VETERINARY nOSPITAL
AN Mf‘:STIFF HISTORY & PHYSICAL
e b B GE};(? WT\JI Admission / Exam Date: r”)i 2% ! | (:{
B 6 Weight: wcjlbs Okgs
. : Temp: Pulse: 10 Respiration: parl %
| Be i Membrane Color: QL Capillary Refill: «Z
Body Condition: 5[ A Pain Score: 0[ C4

VACCINATION STATUS: YES NO DATE N ABN No Exam N ABN NoExam
Rabies O General Appearance [ [ 1 Reproductive O O O
Distemper or FVRCP [ [ Integumentary O 0O O Mammary O O ]
Lepto or FelV 0 O Ophthalmic O o O Urinary O O O
Tetanus 1 O Otic O O 1 Nervous O O O
EEE / WEE / VEE 0 d Musculoskeletal 0O 0O ' Alimentary 0O O M
West Nile Virus 1O Cardiovascular O O Lymphatic O 0 O
Influenza 1 O Respiratory
Rhinopneumonitis O O 0 O O
Other: T Lactating? Yes [ No Pregnant? [JYes [ No
CHIEF COMPLAINT:
)
I. Present History 1. Past History Hi. Environment
A. Onset / Duration A. Medical iliness IV. Preventative Student Signature
B. Progression B. Surgical V. Systems Review
C. Prior Treatment C. Reproductive L .
D. Adverse Drug Reaction Clinician S!gnature
E. Trauma

h!
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NC State Veterinary Hospital

Cardiology Pet Diet History
i B6 i
CANINE MASTIFF

SNARIIR! B6 BG

Current diet:

Brand Q ‘[M\ ‘/\(\
Variety \_\ Skw &0\,\ \[\(\m (\)\\O\ \/4 Oq

Is this diet Grain-free? M Q

How fong has your pet eaten this food? 3 \)\BQ/Q \)L &\

Are there other pets in your house eating this food? \‘\ Q'S

A\ «
Other diets eaten in the last 3 years and dates: \J\

o Wi Noxwyals Lmb Wm\r\,glvwﬂ

7,«3\/\«%\3& \AD\N\B. A gvo\\r\}(&w -~y \mxl\DB\M\«f
™)

Other food (treats, rawhides, table food):

ek gomg's ol g o0 el e hondr,
VoA Paed  pank\ug “
Supplements (e.g. fish oil, CoQ10, vitamins etc)
dehav woy O g ]
by ooty Lo xf\\\f\)k\ \ : b\N\ma\{\x\\ \b\\é\‘\x@ PB\Q
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5/30/2018

VHC DLAB/Clinical Pathology Reports

NCSw,

COLLEGE OF VETERINARY MEDIw:NE

NCSU DIAGNOSTIC LABORATORIES

Client

Patient Med Rec Case Bé i
- i MASTIFF EAWN. ...
B 6 MC 181.4715 Ibs CANINEi | B6 |
Completed 2 of 2 Results
Request Item Priority Status Dates
H-776718 TA ROUTINE COMPLETE Requested: 05/23/18 10:16 AM
, Collection: 05/23/18 10:15 AM -
Requesting DVM: i B 6 Received: -05/23/1810:20 AM
Student: i Needed: 05/23/18 10:15 AM
Comments: Status: 05/29/18 09:47 AM
.- SENDOUT LAB - TESTING
TEST RESULT UNITS REF RANGE RESULT DATETIME

TAURINE- WHOLE BLOOD

Questions and Answers:
TAURINE- WHOLE BLOOD
TAURINE- WHOLE BLOOD

Containers
9018-759

SEE SCANNED DOCUMENT

HISTORY? - TEXT-Poss DCM,

NEW SAMPLE OR ONE PREVIOUSLY SUBMITTED TO CLINPATH - NEW

https:/iwebapps.cvm.ncsu.eduf/uvis31/reports/clinpath/uvis_clinpath_rpt_resultsform_2015.cfm

119/328
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B6

Sample Submiasion Form

1088 .;;wy Mf‘dm;m* Drive
Davig, CA 95 636

Vet f‘}*&e%_x;(_tcsz'xé:aett:“ BG
Company Name- :
Address : G

1R

Wl

Billing Contact
E’maii:_m

I e Y v it

et et s 11

Sample Type: [__IPlasma Q’Q,szw Blocd § U»

Taurine Resules s {nmol/mi)

S e Whole Blood: | BG

Referance Ranges (nmalfmn
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1052 William Moore Drive

— Raleigh, NC 27607
CARD|OLOGY Phone: 919.513.6694 Fax: 919.513.6712

Canine Echocardiography Report

Patient Name: BG Date of Exam: 5/23/2018
Medical Rec #: _ Breed: Mastiff
DOB: _B6 | Weight: 82 kg
Age: 5 years BSA: 1.91 m?
Sex: Mc HR:

Sonographer: | B6 E BP-sys:

Report Status READ

Ref. Clinician: | B6 5

Diagnosis: Dilated cardlomyopathy

Study Details: 2D Echo/Doppler/Color Doppler. The images were of adequate diagnostic quality. The
patient was awake.

Additional Comments:

DCM screening. Littermate diagnosed with DCM recently- both were eating a grain-free diet until 3 weeks
ago. Now eating Fromm's adult diet.

2D
LAd
Ao s
LA/Ao

M-mode

RV

VS

LvV

LVPW

LV normalized
LA

CLINICIAN INTERPRETATION:

Left Ventricle: The left ventricular cavity size is moderate to severely increased. LV ejection fraction is
mildly decreased. LV basal fractional shortening is mild to moderately decreased.

Left Atrium: The left atrium is normal in size.

Right Atrium: The right atrium is normal in size.

Right Ventricle: The right ventricular size is normal. RV wall thickness is normal.
Aortic Valve: No evidence of aortic valve regurgitation.

Mitral Valve: The E-point septal separation is increased. Mild mitral valve regurgitation.
Pulmonic Valve: The pulmonic valve is normal.

Pericardium/Effusions: No pericardial effusion is seen.

Aorta: The aortic sinuses, arch, ascending and descending aorta appear all normal.
Pulmonary Artery: The pulmonary artery is of normal size and origin.

ECHO SUMMARY:

1. The left ventricular cavity size is moderate to severely increased.
2. Mild mitral valve regurgitation.

3. No tricuspid regurgitation.

Page 1 of 2
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B6 | 5/23/2018 T

4. Mildly decreased LV ejection fraction.

ECG:

Complexes suggest no ventncular enlargement The frontal axis has a normal onentatlon ECG complex
measurements are normal.

Recommendations: A standing echo was performed. Image quality affected by panting.

The LV is moderately to severely dilated with increased LV end-diastolic and end-systolic dimensions.

Systolic function is mildly to moderately reduced. There is mild MR. No ectopy was noted during the
diagnostic or echo ECG.

Findings are consistent with occult DCM. Based on the dog's signalment and history (full sibling with DCM
and AF), idiopathic DCM and/or diet-associated DCM (recent grain-free diet) are possible. Recommend
recheck echo in 3 months (due to recent diet change). Taurine level pending. No cardiac meds are
recommended at this time pending the recheck echo in 3 months. If changes are persistent/progressive at
the recheck echo, initiation o; B6 an be considered.

B6
' Electronically signed on 5/23/2018 on 3:48:48 PM
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NCSU CARDIOLOGY

B6
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From: PFR Event <pfreventcreation@fda.hhs.gov>

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

Sent: 9/25/2018 5:16:12 PM

Subject: Fromms Four Star Grain Free Beef Frittata Veg Dry Dog Food: B6
EON-366756

Attachments: 2055325-report.pdf

A PFR Report has been received and PFR Event [EON-366756] has been created in the EON System.
A "PDF" report by name "2055325-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-366756

ICSR #: 2055325

EON Title: PFR Event created for Fromms Four Star Grain Free Beef Frittata Veg Dry Dog Food, The Farmer's
Dog Beef Recipe; 2055325

AE Date 09/24/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 8.5 Years

District Involved

Product information
Individual Case Safety Report Number: 2055325
Product Group: Pet Food

that time, I began feeding Fromm's Beef Firtitta Grain Free. In late 2016 B6 began to experience steady

diarrhea. After much vet intervention including a 2 night stay at vet hospital on IV, I changed B6 i from Fromm's
to a short transition time on ground beef w/rice and then to a fresh dog food, The Farmer's Dog Beef with Lentils.

FDA-CVM-FOIA-2019-1704-005577



Her diarrhea completed cleared and she remained on The Farmer's Dog Beef with Lentils until I begin reading
about the 1ssue with Low Taurine in Golden Retrievers. Based on UC Davis and Dr Stern studies, I obtained a

blood sample for testing. UC Davis completed the test and her taurine level is low ai B@ | while the level for a
Golden Retriever is 250+. I had an echocardiogram done yesterday, Sept 24, 2018. The canine cardiologist
evaluation is as follows: "Mild/early dilated cardiomyopathy-suspect taurine responsive. Trace mitral valve
regurgitation. Normal left atrial dimensions. High normal left ventricular dimensions with moderately decreased
heart muscle function. Normal right heart size. History of eating a grain-free diet. Low taurine." "No medications
are indicated at this time. Begin Taurine 1000 mg twice daily. In two weeks, begin L-carnitine 1850 mg three
times daily. In four weeks, begin fish oil supplements (omega-3 fatty acids) at approximately EPA 1500 mg and
DHA 925 mg total per day. Change diet from grain free, legume foods. Cardiologist recommends follow up in 6
months.

Submission Type: Initial

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

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Fromms Four Star Grain Free Beef Frittata Veg Dry Dog Food

The Farmer's Dog Beef Recipe

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-366756

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=383670

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

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

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

To: Jones, Jennifer L

Sent: 8/27/2018 1:23:54 PM

Subject: FW: Taurine result for patients ! B6
Attachments: T_20484 .pdf, T_20485.pdf

Taurine results on B6

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist!™
Professor

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

wivwpetfoodology.org
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Sample Submission Form
UC CUSTOMERS ONLY:
Amino Acid Laboratory Non-federal funds ID/Account Number
University of California, Davis to bill:
1020 Vet Med 3B

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

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html B 6

B6 : 8/20/2018 1:58 PM
TAURINE (WHOLE BLOOD)
Lithium Heparin

Vet/Tech Contact
Company Name:_ Tufts Cummings School of Vet Med - Clinical Pathology Labor

Address: 200 Westboro Road
North Grafton, MA 01536

Email: clinpath@tufts.edu; cardiovet@tufts.edu

Tel: 508-887-4669 Fax: 508-839-7936
Billing Contact: B6 TAXID:___
Email:_| B6 i Tel: B6

Patient Name BG

Species:_Canire
Owner’s Name B6

Sample Type: DPlasma Whole Blood DUrine DFood l____IOther:

Test Items: Taurine D Complete Amino Acid |:|Other:

B6

Plasma: Whole Blood: Urine: Food:

Taurine Results (nmol/ml)

Reference Ranges (nmol/ml)

Plasma Whole Blood
Normal Range No Known Risk for Normal Range No Known Risk for
Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150
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B6 B6

16/2018 2:11 PM
?éURINE (WHOLE BLOOD)

Lithium Heparin

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

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

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

Vet/Tech Contact B6
Company Name:_ Tufts Cummings School of Vet Med - Clinical Pathology Laboratory

Address: 200 Westboro Road
North Grafton, MA 01536

Email: Cclinpath@tufts.edu; cardiovet@tufts.edu

Tel: 508-887-4669 Fax: 508-839-7936
Billing Contact: | B6 TAX ID:
Email: ! B6 Tel: B6

Patient Name: . B6
Species: Canine

Owner’s Name:i B6

Sample Type: DPIasma Whole Blood DUrine DFood DOther:

Test Items: Taurine |:| Complete Amino Acid DOther:

Taurine Results (nmol/ml) B 6

Plasma: Whole Blood Urine: Food:

Reference Ranges (nmol/ml)

Plasma Whole Blood
Normal Range No Known Risk for Normal Range No Known Risk for
Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; Queen, Jackie L; Palmer, Lee Anne; Carey, Lauren
CcC: Peloquin, Sarah; Ceric, Olgica

Sent: 10/2/2018 6:36:27 PM

Subject: RE: 800.267-EON-362878<  B6__+Acana Free Run Poultry dry
Attachments: EON-362878-owner interview-10.2. 2018 pdf

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

U5, FOOD & DRUG

ADMENIETRATICH

From: Jones, Jennifer L

Sent: Thursday, September 20, 2018 10:27 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Palmer,
Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

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

Subject: RE: 800.267-EON-362878<___Bé ___-Acana Free Run Poultry dry

Interview pending, Cough since early 2017! Norm Tau; Housemate:  Bs__ -also Tau norm, maybe got echo
(checking)

i B6__iMC Doberman Pinscher

Hx:; B6 rreport of nonproductive hacking cough recently-O
thought after sniffing dust, eating Valor Freeze dried food; 3/10/2017-PD, morning cough-o thinks allergies, MAP
crytalsarecheck had none-rare; 7/26/2017-possible anxiety in dark, seasonal allergies (spring/summer) worse,
occ little cough but normal for him, on Grandma Lucy raw and Earthborne; 2/14/2018-Grandma Lucy and Acana
poultry
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Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

LS. FOOD & DRUG

AR EIND S VI ATIC W

From: PFR Event <pfreventcreation@fda.hhs.gov>
Sent: Monday, August 20, 2018 4:44 PM
To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notlflcatlon

<HQPetFoodReportNotification@fda.hhs.gov> B6
Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-362878

A PFR Report has been received and PFR Event [EON-362878] has been created in the EON System.

A "PDF" report by name "2053969-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 "2053969-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-362878
ICSR #: 2053969
EON Title: PFR Event created for Acana Free Run Poultry dry; 2053969

AE Date 08/06/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2053969

Product Group: Pet Food

Product Name: Acana Free Run Poultrydry
Description: Taken to RDVM for Iameness Dilated cardiomyopathy and CHF diagnosed 8/6/18.} B6 :

: BG s . We saw at Tufts 8/16/18. Clinically improved but still has S|gn|flcant
DCM and: B6 i We addedi B6 ifish oil, and taurine. WB taurine
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pending. Another dog in household (also a Doberman) was eating the same food but was echoed today and has
no signs of DCM.

Submission Type: Initial

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

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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362878

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

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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ct 2, 2018
Follow-up Case Information Uniform Data Entry Form Date (mm/dd/yy)

Vet-LIRN

EON/CC Number: 362,878

PATIENT INFORMATION

Pet Name B6 ‘

@Dog (" Cat This form serves as a Uniform Data Entry Form to capture additional case

‘ specific information not clear from the Consumer Complaint or Medical

Records in a standardized manner. Because each follow-up interview
made with owners features questions tailored specifically to the case, each
box of information contained in this Uniform Data Entry Form may not be
completed.

Breed lDoberman Pinscher

~

Age in years (if < 6 months, put 0.5)

Gender:
CM (® MN OF CFS
HISTORY-Additional Comments from Owner

Owner's Description of July 4th-been quiet, less running/playing, limping on one foot (not uncommon if hard play), taken in for

What Happened: wellness visit, saw growth on bone, taken him to oncologist and stumbled upon his heart condition; taken
' to Tiifte-confirmad ha had DCM fliid in chact cavitv and ahdaman: in il ownar naticed he wac a littla

Any Health Problems
Prior to the Event
(e.g.allergies, surgeries) :| | """ - T e e P rt

Sensitive Gl tract (e.g. stomach
upset when switching foods, Yes
eats a lot of grass)

Changes to the pet's diet prior to illness [ | Yes

Date Diet Change:

CLINICAL INFORMATION--Additional Comments from Owner on What Happened

Appetite [] Increased [ | Decreased Water Consumption [] Increased [ ] Decreased
Vomiting [] Yes Urination [ ] Increased [ ] Decreased

Y
Diarrhea [] Yes Lethargy [ ] Yes

Duration of Diarrhea (days)i Other: |limping, quiet, less playful, rounder belly
Blood in Feces [ ] Fresh,Red

[ ] Coffee Ground
[] Black,Tarry

MEDICATIONS-Taken Prior to the Event and Mentioned by Owner

List medications mentioned by
owner (e.g. NSAIDs, steroids, BG
heartworm/flea prevention,

antibiotics, etc.)

List probiotics, vitamins, or
supplements mentioned by owner:

10f 3 Continued other side
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Follow-up Case Information Uniform Data Entry Form el Ty —
Vet-LIRN

| I - | so—— -
Owner: i~ g™ Pet's Name: | B6 ;

- | TR .

DIET-Any other foods the owner mentions were given to the animal during this period. (check all that apply)

Commercial Dry Product Use as Part of Diet:  [] Primary [] Secondary [ ] Occasional

List Product Label Name fed Taste of the Wild until 1.5 to 2 yr ago, then switched to Acana Free Run Poultry-only variety, fed b/
¢ mineral levels, first fed 1.5 to 2 vear ado, 2 cups BID for each doa, measuring cup, last fed this food

[ ] Commercial Wet-Canned

Product Use as Part of Diet: [ ] Primary [] Secondary [] Occasional
List Product Label Name
[[] Commercial Wet-Pouch ProductUse as Part of Diet: [ ] Primary [] Secondary [] Occasional
List Product Label Name:
Commercial-Raw Product Use as Part of Diet: [ ] Primary [] Secondary  [] Occasional

Grandma Lucy's Freeze Dried Raw (more of this than kibble)-Grain Free, 1 scoop for each dog BID,
anywhere from 1/4 to 1/2 cup mixed with water, BID for each doq; Chicken flavor fed most often but

List Product Label Name:

[] Homemade-Raw Product Use as Partof Diet: [ ] Primary [] Secondary [] Occasional

Describe Product Type:

Homemade-Cooked Product Use as Partof Diet: [ ] Primary [] Secondary [] Occasional

Describe Product Type: |chicken breast, green beans, carrots, long grain brown rice-sometimes in lieu of raw

Table Scraps/Human Food (as an ) - : :
ceasionalEentibu e o diet Describe Product Type(s): Ifrozen blueberries, organic pumpkin puree, peanut butter, apples,

Pet Treat Products

Product Use as Partof Diet: [ ] Primary [] Secondary [] Occasional
Commercial Product Label Name/Lot: IMother Hubbard tiny cookies ‘ Date first fed |:|
How Product Administered:|gotten occasionally, not handfuls daily Date last fed
Rawhides or ; ; i '
Pig Ears Product Label Name/Lot: IBuIIy sticks fori B6 iasa puppy but not recently ‘ Baenitd
How Product Administered: Date last fed
Marrow
Bones Product Label Name/Lot:locc got knuckle bone but was 3 years ago ‘ Date first fed S
How Product Administered: Date last fed
Y - istfed [ |
] iy Product Label Name/Lot.l ‘ Date first fed
How Product Administered: Date last fed
[] DuckJerky  Product Label Name/Lot:I ‘ Date first fed :
How Product Administered: Date last fed
Sweet Product Label Name/Lot:l ‘ Date first fed S
[] Potato Jerky
or Treats  How Product Administered: Date last fed S
20f3 Continued other side
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Follow-up Case Information Uniform Data Entry Form
Vet-LIRN

EON/CC Number: 362,878

B6 ! Pet's Name: B6 i

DIET-continued-Any other foods the owner mentions were given to the animal during this period. (check all that apply)

Product Label Name/Lot: Date first fed :
How Product Administered: Date last fed i

ENVIRONMENTAL EXPOSURES-Environmental Exposures Mentioned by the Owner Potentially Affecting the Animal's Overall State of
Health Prior to the Event . (check all that apply)

[] Other Treats

Indoor &

Indoor [] Outdoor ] Outdoor [] Carrion [] Rodents [] Grapes or Raisins [_| Nuts
[] Plants [] Trash [] Hunt ] EEBWS Eporting [ ] Pet Recreation Facilities
vents
[] Livestock [] Poultry [] Reptiles [] PetBirds ] !?Arzfrilmals [] Untreated Surface Water
[] Anti-freeze Mushrooms  [T] Heavy Metals Ticks [] Urban [] Suburban ["] Rural
with owner 24/7, in and out all day long-owner B6 outside supervised, big fenced in backyard,

owner goes to barn often-exposure to whatever dog/cat/horse touched the clothing, dogs don't go to the barn
with the owner;

Comments: |grape vines were growing along fence and became curious of them recently, trying to get them-owner cut them

crawling on them and last year both dogs were bitten once (unclear if attached)

HOUSEHOLD-Signalment of Additional Animals Given the Product mentioned by the owner.

[] Reacted
Animal 2 [ ] Reacted
Animal 3 [ ] Reacted

Comments

Submit

30of 3
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;g B6
Sent: 12/27/2018 3:16:35 PM

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-374786
Attachments: 2060599-report.pdf; 2060599-attachments.zip

A PFR Report has been received and PFR Event [EON-374786] has been created in the EON System.

A "PDF" report by name "2060599-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 "2060599-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-374786

ICSR #: 2060599
EON Title: PFR Event created for Acana Free Run Poultry dry; 2060599

AE Date 08/20/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age 10 Years

District Involved | PFR; __ B6 DO

Product information

Individual Case Safety Report Number: 2060599
Product Group: Pet Food

Product Name: Acana Free Run Poultry dry

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
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Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 2
Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536

B6

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-374786

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=391795

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-374786
2060599

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

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

Reported Problem: Problem Description:

Date Problem Started

Concurrent Medical

Problem;

Pre Exisﬁng ‘Conditions
Outcome to Date

: 08/20/2018

Yes

Hypothyroidism, incontinence, history of UTIs/crystalluria

: Stable

Product Information: Product Name:

Product Type

 Acana Free Run Pbu|try dry
: Pet Food

Lot Number:

Package Type:

Product Use

Information:

BAG

Description:

Manufacturer

[Distributor Information

Purchase Location

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

Information:

Animal Information: Name:

Type Of Species: T

Type Of Breed
Gender
Reproductive Status
Weight

Age

Assessment of Prior

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

Doberman Pinscher

Female

Neutered

38.1 Kilogram

10 Years

Excellent

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Owner Yes
Information

provided:

Contact: Name:

Phone:

B6

Email:

Address:

B6

United States

Practice Name:

Contact:

Name: Lisa Freeman

1

FDA-CVM-FOIA-2019-1704-005591
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Sender Information: Name:

Address:

Contact:

Lisa Freeman

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

Phone: 5088874523

Email: lisa.freeman@tufts.edu

Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:

Additional Documents:

T R

Description: Medical records
Type: Medical Records

medical records.pdf

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-005592



From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

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

Sent: 3/21/2019 9:41:00 PM

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-383005

Attachments: 2064397-report.pdf; 2064397-attachments.zip

A PFR Report has been received and Related PFR Event [EON-383005] has been created in the EON System.

A "PDF" report by name "2064397-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 "2064397-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-383005

ICSR #: 2064397
EON Title: Related PFR Event created for Acana Free Run Poultry dry; 2064397

AE Date 08/20/2018 Number Fed/Exposed | 2

Best By Date Number Reacted 2

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Doberman Pinscher

Age __B6

District Involved | PFR4_____B6____ DO

Product information

Individual Case Safety Report Number: 2064397
Product Group: Pet Food
Product Name: Acana Free Run Poultry dry

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

Acana Free Run Poultry dry

This report is linked to:
Initial EON Event Key: EON-374786
Initial ICSR: 2060599

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-383005

To view the Related PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=10100&
1ssueld=400103&parentlssueTypeld=12

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Foster Hospital for Small Animals

Cummings

North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client: Patient: { B6 |
Address: B 6 Breed: Doberman Species: Canine
DOB: :""an _______ E Sex: Female
| SR - (Spayed)

Home Phone:| ~ 'B6 !

Work Phone: () -

Cell Phone: | B6 :

Referring Information

Client: B 6

Patient:

Initial Complaint:
Cardiology Study Appointment

SOAP Text Dec 122018 12:23PM - B6 i

Initial Complaint:

Initial Complaint:
PAGE ANTOON - HOLTER REMOVAL

Page 1/49
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Client:
Palt?:nt: B 6

Disposition/Recommendations

Page 2/49
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Client:
Patient:

B6

Page 3/49
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Client:
Patient:

B6

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: B6 Patient: | | B6 |
Veterinarian: Species:  |Canine
Patent D; {77887} T
Visit ID: Sex: Female (Spayed)
Age: B6 Years Old
Lab Results Report '
Accession ID:
|'1'est IResults IReference Range IUnits
- 4149 B6
SHIngSoit Printed Thursday, March 21, 2019
Page 4/49
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Client: B 6

Patient:

UCDavis Taurine Level

Sample Submission Form
UC CUSTOMERS ONLY:

Amino Acid Laboratary Nan-federal funds ID/Account Number
University of California, Davis to bill:

1020 Vet Med 3B

1089 Veterinary Medicine Drive

Davis, CA 95616

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

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html B6

S S iHT.§%)ﬁ1 gCinine
Vet/Tech Contact: B6 i TAURINE (WHOLE BLOOD}

Company Name;_Tufts Cummings School of Vet Med - Clinical Pathology Labor o "

Address: 200 Westboro Road
North Grafton, MA 01536

Email: clinpath@tufts.edu; cardiovel@tufts.edu

Tel: 508-887-4669 Fax: 508-839-7936
Billing Contact: |.....B6 & TAX ID:
Email:__ B6 : Tel: ! B6 i
Patient Name:j B6

Species: Canine
Owner's Name+._....B6____|

Sample Type: DPlasma Whole Blood Dunne DFnod I:IDther:
Test Items: Taurine D Complete Amino Acid DOther:

Taurine Results (hmol/ml)  ommoommomee :

Plasma: Whole Blood Urine: Food:
Reference Ranges (nmol/ml)
Plasma ) Whole Blood
Normal Range No Known Risk for Normal Range No Known Risk for
Taurine Deficiency Taurine Deficiency
| Cat |  B0-120 >40 | 300-600 2200
Dog 60-120 =40 | 200-350 >150

Page 5/49
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Client:
Patient: l B 6 ,

Lab Results IDEXX CARDIOPET proBNP 12/12/18

B6

IDEXK Refersnce Laboratorizs

IDEXX VetConnect 1-885-433-9957

Geti BE 1 Date: 12/12/2018 TUFTS UNIVERSITY

Patient]__ = - i Requisition #: 455367 200 WESTBORO RD

Speciess CANINE Accesion# T EET T NORTH GRAFTON, Massachussus 01536-1828
Breed: DOBERMAN_PINSCH Ordered by B6 ; 5088395395

Gender: FEMALE 5 PAYED

Age: 10V Account #80733

CARDIOPET proBNP- CANINE

CARDIOPET proBNF B6 0- 900 pmalL HIGH BG

- CANINE

Comments:

Pageloi 1

Page 6/49
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Client:
Patient

B6

Diet history 12/12/18

CARDIOLOGY DIET HISTORY FORM

Pet's name: i _____ B6 ! Owner's name: : B6 E Today's date: _12/12/18

1. How would you assess your pet's appetite? On a scale of 1-10 with 1 being poor and 10 being excellent: 10

2. Have you noticed a change in your pet's appetite over the |ast 1-2 weeks? (check all that apply)
[/]Eats about the same amount as usual [_|Eats less than usual Eats more than usual
[_]Seems to prefer different foods than usual [ JOthier_Mests thaded inio 2 cuty servisgs. i scared ofoat. s bather o s ot 0415,

3. Qver the last few weeks, has your pet (check one)
Lostweight () Gained weight @smyed about the same weight () Don't know

4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food itern that your pet
currently eats. Please include the brand, specific product, and flavor so we know exactly what you pet is eating.

Food (include specific product and flavor) Form Amount How often? Fed since
Examples are shown in the table — please provide enough detail that we could go do the store and buy the exact same food.

Food (include specific product and flavor) Form Amount How often? Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Potato Aduft dry 1 % eup 2x/day Jan 2018
85% lean hamburger microwaved 3oz 1x'week Jan 2015
Pupperoni original beef flavor freat b 1x/day Aug 2015
Rawhide freat 6§ inch twist 1 week Dec 2015
Purina Pro Plan Healthy Weight Aduit dry 1.5 cups Zx/day August 2018
Purina Pra Plan Healthy Weight Adult (1.5 cups 2x/day + 1 cup Txiday) dry 1 cup 1x/day Qct. 2018
Hills Science Diet Beef&Barlay | Chicken&Barley | ChickendBeeal wet 1/4 can | 2xiday with 1.5dry]  August 2018
| Organic sall free, sugar free peanut butter wetlfrozen 1 teaspoon 1x/day or less since fittle
Organic pumpkin puree wetfrozen 1 to 2 teaspoons 1x/day or less 20157
Banana mashed 1/2 banana or small | 1x/day or less since little
blue beries or watermelon organic a taste seasonally since litte

*Any additional diet information can be listed at the boftom of this sheet

5. Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any other
supplements)? @YasONu If yes, please list which ones and give brands and amounts:

Brand/Concentration Amount per day
Taurine Oves ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish ail Yes ONQ CVS Naturas Bourty 1200mg 360 amega 3 2 per dey but ursure | have guastions
Coenzyme Q10 Yes (ONo
Other (please list):
Example: Vitamin C Nature's Bounty 500 mg tablets — 1 par day
Thyrotab 0.8mg 1 tablet twice per day

6. How do you administer pills to your pet?
[]1 do nat give any medications L1 put them directly in my pet's mouth without food
[ ]! put them in my pet's dog/cat food [] | put them in a Pill Pocket or similar product
| put them in foods (list foods): | put the thyrotab in & little ball of canned foed and she takes It The fish oil gel tab she'll happily take as is

Additional diet or supplement information:

Information below to be completed by the veterinarian:
Current body weight: kg Current body condition scare (1-9): 4]

Muscle Condition Score: normal muscleo mild muscle ]usso moderate muscle Iosso severe muscle .IossO

Page 7/49
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Client:
Patient:

B6

Diet history 8/20/18

CARDIOLOGY DIET HISTORY FORM
Please answer the following auestions. abput your pet

Pet's name: _! BG _Owner's name : | Bé 5 Today's date: & /L] | ﬁ ,

1.

fLx]

s

How would you assess your pet's appetiie? imark the point on the fine below hat bast reprazents your pel's appetite)

Example; Poar E Excellent

Poor %Exceﬂent

Have you noticed 8 change In yolr pet's acpetie over the last 4.2 weeks? (check all that apphy
ats aboul the-same amound as usugl EIEats less than vsua DiEats more that dsual
SEems o prefer different fonds than tsual Dher

Cuer the last fow weeks, has volirpet {eheck onel
Dilostweight  DiGained weight ‘QST&yad about the same weight . DIDG: knsw

Please list below ALL pet foods, penpls food, treats, snack, dental chews, rawhides, and any ofher food item that your pet
currently eats. Plasse include the brand, specilic product, snd-flaver so we know sxaclly what you pet is aating.

Eoad (include specific product and flaver) Form Amount How often? Fed gince
Examiples gre shown in the fable — please Srovide enough detall thet we conld gedothe Store and buy the exact same food,

Food {inciude specific product and flavor) Form Amount How ofien? | Fed since

Nutre Grain Free Chicken, Lentil & Swee! Botalo Adit e 15 gup 2y 0 dan povg

85% leap hamburger microwaved Joz Txdveei dan 2018
Pupperon ariginal boef flaver freal i fatday Alg. 20105

Bawhids treal inch twist fx/veek Dec 2016
e g By § ey L Gew T Ste Flide 7
R ke o . Lew ! Dede L F N i ek FLeiL

Aoy S L rE e O AP i1 St Seviac ]

O g V2 Peul o fibeD

I e S gt by et i LAy it b wf“fw bl ey
Leiird geas s IS e s A

CAsl e it ‘ e n - r Y 6 o e

“Any addional diet infarmation can be listed on e back of fnis shest

Do you give any distary supplemants to your pet {for example: vitaming, glucosamine, fatty scids, or any other

supplaments)? OYes BN 1 yes, pleass ist which ones and give brands and amounts:
Brand/Conoantratinn Ampunt per day
Tauring OYes ONo
Carniting BYes Do
Anficxidants Des Tikis
Multhvitamin ez Do
ek il El¥es [INo

Cosnzyme (210 DYes ONo
Other (plsase (st
Example: Vitamin © Nature's Bouedy 500 myg tablets < 1 per day

How-do you administer pils to vour pat?

51 do not give any medications

L putthem difecty- in my pets mouth without food

L3 1 put them In miypet's dogdeat food

L put them in & Pill Pockst or similar product t 7 . 4 .

H8.| putthem in fonds (st foods! 300 i e AN } b&wxamm | ot L sk
E™

Page 8/49
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Client:
Patient:

B6

Holter Diary

Page 9/49
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Client:
Patient: B 6
Diet Hx 3/6/19
CARDIOLOGY DIET HISTORY FORM
Please answer the following questions about your pet
Pet's name: BG Owner's name | B6 Today's date: =/ /| €

1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)

Example: Poor l Excellent
Poor 1{ Excellent

2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
“BEats about the same amount as usual DOEats less than usual OEats more than usual

OSeems to prefer different foods than usual OOther

Over the last few weeks, has your pet (check one)
Olost weight [OGained weight

currently eats and that you have fed in the last 2 years.

Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides

JBStayed about the same weight CIDon't know

» and any other food item that your pet

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

_Food (include specific product and flavor) | Form [ Amount | How often? Dates fed
Nulro Grain Free Chicken, Lentil, & Swest Potato Adult dry 1 XBeup 2x/day Jan 2016-preseint
| 85% lean hamburger microwaved 3oz 1x/veek June -Aug 2016 |
Pupperoni criginal beef flavor treat 1 1x/day Sept 2016-present
Rawhide treat 6 inch twist Txiweek Dec 2018-present

Pusicn Pep ONLA 1 reie X e P ALY ol n e o o [ 115 s | B A duy
E-“u\\‘-v %{.\w.\-\;‘( Arrd Vacleg Fiivesd % fermait| ¥3 ran 2 f,,lfdlﬂ.ku'
[ Banunad ' , Les ¥5 trnuns Y PR
Degocal Vepakbo Wer (Saih 2 sun foe™ et Gy Ydgapon] VX ldug e WS |
ficamea s Puva n'\Clm O eeands v Y ‘-'\'-{I\J‘Lﬁ'!‘)')if 1 ldog Koo B
XIS B \end40 ra Senal\y' @s tereck
Ladr A e g bt “‘G’F‘.\“_L g mk"l}l L3

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

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

supplements)? OYes @No  If yes, please list which ones and give brands and amounts:

Brand/Concentration Amount per day

Taurine OYes ENo

Carnitine OYes @No

Antioxidants OYes ENo

Multivitamin OYes EINo

Fish oil OYes GNo

Coenzyme Q10 OYes ENo

Other (please list);

Example: Vitamin C Nature's Bounty 500 mg tablets — 1 per day
3. How do you administer pills to your pet?

O | do not give any medications

O | put them directly in my pet's mouth without food
O | put them in my pet's dogfcat food

O | put them in a Pill Pocket or similar product

& | put them in foods (list foods): _-:,E“lujt Mooy ey o My el ot Aeead Bnd andt Sve

WS i

Page 10/49
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Client:
Patient: B 6

Vitals Results

8/20/2018 1:25:17 PM Weight (kg) 5 B6

Page 11/49
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Client: B 6

Patient:

ECG from Cardio

i B6 ! 8/20/2018 1:26:13 BM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 12/49
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Client:
Patient:

B6

ECG from Cardio

B6

8/20/2018 1:26:13 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

13/49
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Client: B 6

Patient:

ECG from Cardio

i B6 i 8/20/2018 1:25:05 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 14/49
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Client: B 6

Patient:

ECG from Cardio

! B6 : 3/6/2019 12:36:12 BM Page 1 of 2
Tufts University

Tufts Cummings School of Vet Med
Cardiology

Page 15/49
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Client:
Patient:

B6

ECG from Cardio

3/6/2019 12:36:12 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

16/49
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Client: B 6

Patient:

ECG from Cardio

3/6/2019 12:36:17 PM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

17/49
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Client:
Palt?:nt: B 6

ECG from Cardio

i B6 i 3/6/2019 12:36:17 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 18/49
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Client: |
Patient: BG

ECG from Cardio

i B6 i 3/6/2019 12:37:14 BPM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 19/49
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Cli t
Paltei::nt:é B6

ECG from Cardio

i B6 i 3/6/2019 12:37:14 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 20/49
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Client:
Patient:

B6

Patient History

08/20/2018 12:48 PM
08/20/2018 01:07 PM
08/20/2018 01:20 PM

08/20/201801:25 PM
08/20/2018 01:26 PM
08/20/2018 01:27 PM
08/20/2018 01:27 PM
10/17/2018 09:42 AM

12/11/2018 07:22 PM

12/12/2018 11:04 AM
12/12/2018 11:07 AM

12/12/2018 11:59 AM
12/12/2018 11:59 AM
12/12/2018 12:09 PM

12/12/2018 12:24 PM
12/12/2018 12:47 PM

03/06/2019 11:05 AM
03/06/2019 11:30 AM

03/06/2019 11:58 AM
03/06/2019 11:58 AM
03/06/2019 11:58 AM
03/06/2019 12:04 PM
03/06/2019 12:31 PM
03/06/201901:10 PM

03/07/2019 09:24 AM

03/07/2019 02:34 PM

UserForm
Treatment
UserForm

Vitals
Purchase
Purchase
Purchase
Appointment

Appointment

UserForm
Treatment

Purchase
Purchase
UserForm

Purchase
Appointment

UserForm
UserForm

Purchase
Purchase
Purchase
Treatment
Purchase
Appointment

Appointment

Purchase

Patient Account History  Description

Qty

price

Extended Disc

Pmt

Page

21/49
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Monday, 20 August Appointment: Cardiology Study 1.000 0.000 0.0000  0.0000  0.0000
2018 13:27
Page 22/49
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Client:
Paltfi::;t:i BG

Patient Account History  Description Qty price Extended Disc Pmt

Wednesday, 12 Appointment: Cardiology Study 1.000 0.000 0.0000  0.0000  0.0000
December 2018 11:59

Page 23/49
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Client:

Patient: L B 6

Patient Account History  Description Qty price Extended Disc Pmt
Wednesday, 12 NT Pro BNP Canine (IDEXX 2665) - B 6
December 2018 12:24 FHSA

Page 24/49
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Client: B 6

Patient:{ 7 7 i
Patient Account History  Description Qty price Extended Disc Pmt
Wednesday, 06 March  Appointment: Cardiology Study 1.000 0.000 0.0000  0.0000  0.0000
2019 11:57

Page 25/49
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Client: :
Patient: B 6

Patient Account History  Description Qty price Extended Disc Pmt
Wednesday, 06 March  Alba Holter Monitor B 6
2019 12:31

Page 26/49
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Client:

B6

Patient:
Patient Account History  Description Qty price Extended Disc Pmt
Thursday, 07 March ~ Appointment: Cardiology Holter 1.000 0.000 0.0000  0.0000  0.0000
2019 14:34
Page 27/49
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Cummings st

Horth Grafion, MA 01536

\eterinary Medical Center e om) 39 50

AT TUFTS UNIVERSITY htip: ffvetmed s eduf
Discharge Instructions

I~

Attending Cardiologisi=
. [ yohn E. Rush Due, WS, DACYIM [Candiology], DACYECC

B6

B6

Admit Dalle- 8/20/2018 124433 PM
Discharpe Dale: 3/20/2018
Diapnoses: Apparently healthy animal!
Chnical Findiings: On physical exam, her heart ate had mild rmegulanties clled an arthythmia. Her arhythmiais called

sinus arrhythmia, which happens when the heart rate derreases and inreases with respiration. This is a normal finding in
dogs. On auscultation, there was no murmmers heard at this time. Her physical exam was within normal Bmits.

Echocardiogram & BCG Findings
The echocandbgram today found no evidence of Dilated Cardiomyopathy at this time. She does have sighity deoreased

contractility of the heart, which is something that does not need to be treated at this time; however, itis something to
monitor in the fubure. The ECG showed a sinus arrhythmia, which s consstent with owr ausculiation.

Monit aring at Home:
1. We would ke you to moniior your dog's hreathing rate and effort at home, ideally during sdeep or at a fime of rest. Fyou
noticed any trends or abnomalities, please montact us

2. We also want you i watdh for weakness or mllapse, a reduction in appetie, worsening cough, or distention of the belly
as these findings imlicate that we should do a rechedk examination.

3. f you have any conoerns, please call or have your dog evaluated by a velermarian. Ouwr emergency dinic is open 24
howrsfday.
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Dry Food:

Royal Canin Early Candiac diet

Purina Canin Boxer

Purina Pro Plan Adult Weight Management (this does not have low calories in spite of the name of the food

Canned Food:
Hills Science diet adult beef amnd barley entres

B6 _does notneed any exercise restricion at this time.

!
(T oy S

Bé _does notneed any cardiac medications at this time. Dependding on the resulis of her bloodwork, tuwrine

i
(O

smplunmtatlnnnmflmd to be niiated. We will call you with the bleodwerk results when they become available.

Rechedk Visits: A rechedk vist & scheduled for 4 monthe. At this vidt we will want to dhedk breathing effort amd heart
function and do a blood test. A rechedk echocardiogram is recommended at this ime as well io track any progression of
struchural er functional abnormalities.

Thank you for enfrustingus with  B6 | cre. Mlease contact our Cardiology Baison at (508)-287-4696 or emal us at

candiovel@iulis edufor sdmilginl non-emergent ques ions or conoems.

Mease vidt oar HeartSmart website for more mformation
hitp ffwet. tufts_odu heartemartf

For the safely ond welHbeimg of our poticnts, your pel muesl hove hod on oominaton by one of our vele rinorions within Lhe post
yeor it order o chloin presorplion medicol ons.

Ovdening Food:

Please check with your primory ve le ringrion Lo porchose the recommended dieifs). i o wish Lo myrchose your food frem s,
please coll 710 doys i odvonee (SO8-BR7-4629) In ensere the food & i stoek Allermolvely, vele rimoey diels con be ondered from
onkane reladers wilh o pre scriplion/ve lerimory approval.

Chnicol Tk
Clnvicdl trioks ore shufies in which our velerimory dochors work with you ond your pel o investigole o specific diseose prooess or g
promsing new ied ortreotment. Pleose see our welsite: wel Lufls e diyovenc/olinienl- shefies

CEEEL"B'G": Ovner: | B6 ! DEedape EnEions
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Candiclogy Linison: S0OB-887-469G

Date: 8/20/2018

Attending Cardiologist:

B6

Presenting Complaint-
Brother from same [itter was unexpectingly diagnosed with DCM with secondary CHF recently

Conasrent DEences:

Hypothyroidism {for 3 yws} - medically managed
Spay incontinence

History of UTlsfcrystalhria - managed with diet

General Medical History:
Acting normally, eating and drinking normally, no changes in bathroom hahits, coughing occasional by
{random ¥}, no vomiting, diarhea, or sneezing noticed.

Diet ol Supplements:
Akana Free-Reign Pouliry Formulation 1.5-2 cups BID

Cordiovsceulor Hishory:

Prior CHF diagnosis? No

Prior heart munmar? No

Prior ATE? No

Prior arvhythmia? No

Monitoring respratory rate and effort at home? Yes, occacionally
Cough? Occasionally, random events
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Shortness of breath or difficulty breathing? No

Syncope or collapse? No
Sudden onset lameness? No

Exercise imtolerance? No

_Curent Medications Pertinent to OV System:

B6

Cordine Physical Examanation:
Muscle condition:
¥ Normal L moderate cachexia
L il musde koss L marked cachesia
Cordiovaseular Physical Exom:
Murmur Grade:
¥ None L v
i Hwan
T Hwyw
Y.
Jupular wein:
M Bottom 1/3 of the neck L1 172 way up the neck
[ middie 1/3 of the neck [ vop 273 of the neck
Arterial pulses:
L weak & Boamding
U Far L pulse deficits
[ Good L pulsus paradmar
¥ strong Ol other:
Arl’l’lﬂ"l'rl'lﬂ:
L none L Bradycandia
M sinus arhythmia [ rachycardia
[ premature beats
Gallop:
h]l_ll_‘ Yes [ proncunced
W o L other:
LI intermittent
Pulmonary assessments:
M Eupneic = Pulmonary arackles
L ved dyspnea Ll wheezes
L] marked dyspnea = Upper airway sindor
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b Normal BY sounds

Abdominal exam:
¥ Normal

¥ Hepatomegaly
[ Abdominal distension

Problems:

Apparently healthy animal
Genetic predisposition to DCM

Differential Diapnoses:
DCM

¥ Echocardiogram

L chemistry profile
¥ EcG

[ Renal profile

[ pood pressure

[ midd ascites
[ marked asdtes

L Dialysis profile
Hmmmﬁnm
M NT-proBne

L Troponin |

U other tests:

B6

Azsseconent and recommendotions:

Normal cardiac structure, although the contractile function is mildly decreased. This may be ndicative of
early cardiomyopathy. Taurne levels were submitted for analysis, and the patient will be switched off of
the grain-free diet. I contractile function is not improved at the 4 month rechecked despite dhange in
diet, then we should submit a NT-proBNP 1o help us diagnose if the changes is ndicated of primary DCM

and not diet relsted.

Fnal Disgnasis:
Mild MMVD

RO diet-related v=. primary DCM related mild decrease n contractile fnction vs normal variation

Heart Fodhere Chhs shication Score:

ISACHC Classification:
M Ia

Hina
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Hib Hilb

O
ALCVIM Classification:
Oa Hc
¥ 1 Hp
i :y]
M-Mode
vsd cm
LvIDd cm
LvVPWd cm
IVSs cm
LVIDs cm
LV cm
%rs %
An Diam cm
LA Diam Cim
LASAD
Max LA cm
M-Mode Normalized
VSdN {029 -0.52}
LVIDdN {1.35-1.73}
LVPMWidN {033 -0.53}
IVSsN {043 -0.71} I
LVIDsN {079 - 1_14} !
LVPWsN {053 _0_78}!
Ao Diam N {0_68 - 0_89}
LA Diam N B 6 {064 - D_90}
2D
SA LA Cim
An Diam cm
SA LA f Ao Diam
LVid AAC cm
LVEDV MOD AdC mil
LVIs AdC cm
LVESVY MOD AAC mil
LVEF MOD AdC %
SV MOD AdC ml
Doppler
MV E Vel mjs
MV DecT ms
MV A Vel mjs
MV EfA Ratio
E mjs
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A
E/F

M Vmax
PV maxMG
AV Vmax
AV maxPG

m/fs

m/fs
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Cummings st

Horth Grafion, MA 01536

\eterinary Medical Center e om) 39 50
AT TUFTS UNIVERSITY htip: ffvetmed s eduf
Discharge Instructions
m; BG ! i...Bo_ __!

Attending Cardiologisi=
...... [ 1ot E._Bush DARA_MS_ DACYIIComalkoed DACVECT

B6

B6

Admit Dallez 8/20/2018 12:44:33 PM
Discharge Dalez 12/12/2018

Diapnoses:
Mild deaeased coniractie findion

normal imits. We performed an echocardiogram {ulivasound of the heart] in order 1o reassess her mild deoreased
contractile fnction. As we disosssed, just by looking at the pichares everything appeared stable. However, when we pot
the offidal measurements, the chambers of her heart measured shightly bigper than previously and her contractie funciion
measures sightly lower as well

this is the early sign of dilated cardiomyopathy. In onder i get more information on her candiac status, we submitied a
blood test called NT-proBNP. We will have the resulis by tiomorrew and will call you in onder to disouss the next step for

i B6 i

Monitaring at home:

1. We would ke you to moniior your dog’s breathing rate and effort at home, ideally daring sleep or at a time of rest. Fyou
noticed any trends or abnomialities, please mntact e

2 We alkko want you i watch for wealness or milapse, a reduction in appetite, worsening cough, or distention of the belly
as these findings indicate that we should do a rechedk examination.
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1 3 If you have any concems, please call or have your dog evaluated by a veterinarian. Our emergency dinic is open 24
howrsfday.

Md.rm ...........................
A recheck appointment March 6th 11 am with | B6 | At this time we will recheck an echecardiogram.

Thank you for entrustingus with:.  B6 | care. Please coniact our Cardiclogy Ealson at {508}-887-4696 or emal us at

cardiovet@tulits edufor sl:hulilginl non-emergent questions or concems.

Smcerely,
i B6

Mease vidt oar HeartSmart website for more mformation
hitp :ffvel s edu heartamartf

For the sofely ond wellHbeimg of our potients, your pet mest hove hod on coominaton by one of oor vele inorions within the post
yeor in order In ciloin preseriplion medicol ions.

Ondenng Food:

Please check with your primory ve le rimarion Lo purchese the recommended dieifs). I voo wish Lo prchose your food from s,
pleose call 7-10doys in ocvemere [SO8-BR7~-16.1) 1o ersuvre the food 5 in stock Allermolvely, vele ramovy diels con be ordered from
onkne relode s wilth o presorptionve lerimory opprenel.

Clinicol Frinks:
Clvicod trioks ore shudfies in which owrvelerimony dodiors work with yor ond your pet o investigqole o speofc diseose prooess or g
promsimg new et ortreakment. Pleose see oor welsie: wel Lufls e didevmcfolinioed shedies

Cae! Be | Ouvner- B6 i Disthape IndnEtions
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Candiclogy Linison: S0OB-887-469G

Cardiology Appointment Report
Date: 12 /122018

Atterding Cardiolopist:
!._._U_]Jutn.hl{uﬁh_.[HM,_M,_DMMIM_WHMY}.DMME{I

B6

B6

Cﬂ':idngyllaitlul:

Cordiclopy Technician:

B6

Stusclent B6
Presenting Complaint-
Mild MMVD

Mild decreased contractile fimction RfO diet-related vs. primary DCM relsted mild deorease in contractile

hmnction vs normal variation
Diet and Supplements:

DCM Study

Purina Pro Plan {Weight Management} B8
aftemoon

Has stopped Fish il - has questions about causing bloat

Cordiovascular Histoey:
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Prior CHF diagnosis? N
Prior heart mumas? N
Prior ATE? N

Prior arrhythmia? S5inus arhythmia

Monitoring respralory rate and effort at home? Not as mudh, frequent panting

Cough? Occasional, no dhange from prior
Shortness of breath or difficulty breathing? N

Syncope or collapse? N
Sudden onset lameness? N

Exercice intolerance? N - will occasionally wheeze with cold

Cunrent Medications Fmtnﬂfﬁﬁtun

MEd-[;ﬂtmi B6
Formulation/Tab Size:{ _Bs |
o b e e (= e
Need refills? No
Cardinc Plysical Examination:
Muscle condition:
s L Moderate cachexda
| wild musde loss [ marked cachesia
Cardiovascular Physical Exam:
Murmur Grade:
o Y
Hhan -
O o
Ty
Jugular vein:
[ Cotiom 173 of the neck Ll 172 wary up the neck
L weddie 173 of the neck —Jdalere o gl
L weak O noumding
- - O pulse deficits
2 o " Ll pulsus paradours
“ S Ul other:
Al'l'hql'rl:
= o O Brad
¥ sinus arrhythmia > ycandia
U premature beats hycardia
Gallop:
.E‘ Yes O N
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M N L other:

| intermittent
Pulmonary acecament s:
¥ Eupneic Ll pulmonary rackles
Ll v dyspnea L wheezes
L marked dyspnea = Upper airway sindor
L momal BY sounds
Abhdominal exam:
¥ Normal | midd ascites
& Hepatomegaly L marked asdtes
L abdominal distension
Problems:
Mild MMVD

Mildly decreased contractile imction rfo diet-related vs. primary DCM related mild decrease in
contractile function vs normal variation

¥ Echocwrdiogram L Dialysis profile

L chemistry profile L Thoracicradiographs
Hece L NT-proBe

L Renal profile L Troponn |

U Bloed pressure L other tests:

Assesament and recommendations:

Subjectively today's echo appeared very smilar than previously but when comparing the numbers it
appears that the contractile function is slightly decreased. Depending on which measurement is assess,
the LV cavily appears stable to slightly bigger. i is unclear if the changes visualized today are just a
variant of normal for this patient versus true progression of a heart disease. The patient was switched
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diet since the last appointment and Taurne level were also nomal. Since the significance of today's
findings is unclear, an NT-proBNP was submitted today. If the level is higher than normal for a Doberman
{Le. >550} then we would most likely recommend starting pimobendan BID. A recheck echocardiogram s
recommended n 3 months or sooner i the patient develops clinical signs consistent with worsening heart

diseace such as increased RR/RE, cough, exerdise mito leranoe, or syncope.

Fnal Dinpnosis:
- Very early DMVD

- Mild decreased contractile function rfo  diet-related vs. primary DCM related mild decrease in

contractile function vs normal varistion

Heart Foihere Classification Score:
ISACHC Classification:

Hia

¥ b

Hn

ACVIM Classification:
Oa
e
¥ B2

M-Mode

LVIDd
LvPWd
IVSs

LViDs
LVPWs
EDWTeich}
ESV{ Teich)
EH{Teich}

SV{Teich}
An Diam
LA Diam

Max LA

2D

S5A LA

Ao Diam

S5A LA f Ao Diam

LvIDd
LvVPWd
EDV{Teich}
V5=

LVIDs

Hina
Hib

e
Hp

B6

3 §32i®®3IIFHIFSS

53

38239§%
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LVPWs
ESV{Teich}
EF{Teich}

. B

SV{Teich}

LVid A4C

LVEDV MOD A4C
LVis AdC

VBV MOD ALC
LVEF MOD AdC
SV MOD AdC

Dappler

MV E Vel

MV DecT

MY Dec Slope
MV A Vel

MV E/A Ratio

A
AV Vmax
AV mxPG
P VYimax
MY maxPG

B6

33333 RR3I G

m/fs

mjs
mjs

mjs
m/fs

m/fs

mmHg

mys
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| Foster Hospital for Smal Animaks
\ 55 Willard Street
North Grafion, MA 01536
Telephone {SO08] £39-5395

\leterinary Medical Center b il e

) hitp:ffvetmed tultseduf
AT TUFTS UNIVERSITY i

Discharge Instructions
Patiert Owner
NameZ _B6__ Name: BE . ] Patiert @z 86
Spedes: Caine Addiress:! B 6

Student - B6

Admit Date- 3/6/2019 105912 AM
Discharge Dale: 3/6/2019

Diagnoses:
Mild decreased mniractie fundion that is mproved compared o previously.

camﬂlnnay:

Today we performed a recheck echocandiogram (ulirasound of the heart] which revealed that! 86 heart is shightly
smaller than before and her mniractile fmction appears betber than before although still not completelyet nnnnai.'lhsns
excellent mews! At this time it is undear if the dhanges visualiad are seomdary 1o the recent addiion of B6

versus the recent change indiet.

As discussed, B has occasional isolated premanmre beats on eledrocardiogram (FCG, which measures the eledrical
rhythme of the heart], meaning that her heart eccacionally beats sooner than it cheuld. Today we disorsed poscible
diagnestics - such as a Holter menitor, which records an ECG over 24 hoars - and possible ireaiment options. At this time
you elect to use the Holter monitor prior o sl:lhlgawlmammt We will !aensthnmE weaing the monitor and a
jeurnal to record her activities We will see! B6_ |

ECHrdngﬂﬂjslsﬁ“izedmd-eﬂhntym in order o dedde if we need o sl:atmunial:meﬁtmﬂnsnr

not.

Maonit aring at hame-
O We would ke you to moniior your dog's breathing rate and effort at home, ideally during deep or at a time of rest.
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In peneral, most dogs have a breathing rate at rest of less than 35 io 40 breaths per minute. In addition, the
breathing effort, noted by the amount of belly wall mo ion used for each breath, is Fairly minimal in normal dogs.
O We also want you to wabch for wealness or collapse, a reduction in appetiie, worsening coupgh, or distention of the
helly as these findings ndicate that we should do areched: examination
O [fyou have any conoams, please call or have your dog evaluated by a velermarian. Owr emergency dink is open 24

h B6

L'_“EI SI.EEHII'E:

Thank you for entrustingus with = B6 _ are. Please contact owr Cardiology Balson at (508}-887-4696 or email us at

candi ovel@tults cdufor sdﬂhhgaﬂ noen-emerget questnns or mneems

Smeerdy,

B6

Mease visit our HeartSmart website for mone mformation
http z/fvet. s edu feartomartf

Prescrplion Befill Dok
For the sofety ondwel-benrg of our potients, your pel mest hove hod on exominotion by one of oor vele rinorions within the post
yeovr in order o obloin preseriplion medicolions.

Ondening Food:

Pleose check with your primory ve le rimorion 1o purehose the recommended dielfs). I vou wish To prrdhose your food fromues,
Pleose call 7-10 doys i odvonee (SO8-887-16.29) In ensere the food & i sStock Allermolvely, vele oy diels con be ordered from
online relode s wilth o presoriplion/ve le rimory apprenvol

Clivicol Trinds:
Chinicdl trioks ore studies inwhich our velerimory dodiors werk with you ond your pet o invesiigole o specic dscose proee s org
promising new iest ortreoiment. Pleose see oor welside: vel ufls eoifovmcfolnioel shelies

tﬁ BG : l] __._._._._._._B_G._._._._._._.‘i D_ I I -n'E
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Candiclogy Linison: S0OB-887-469G

Cardiology Appointment Report
ENROLLED IN DCM DIET STUDY

Date: 3/6/2019

_M1obo E_Rush. m‘m S DA srrdin o). DMCMECE,

B6

B6

Cordiclopy Technicion:

B6

Stusclent:: B6
Presenting Complaint-
Mild MMVD

Mild decreased contractile function RO dietrelated vs. primary DCM relasted mild deaease in contractile

function vs normal variation
Diet and Supplements:

DCM Study
Purina Pro Plan {Weight Management} 1.5c AM wf Hill's 5ci Diet canned {1/4 can} AM and PM, 1 cup
afternoon

Cardiovascular History:
Prior CHF diagnosis? N
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Prior heart mumur? N

Prior ATE? N

Prior arhythmia? Sinus arrhythmia

Monitoring respiralory rate and effort at home? Not as mudh, frequent panting
Cough? Occasional, no dhange from prior

Shoriness of breath or difficulty breathing? N

Syncope or collapse? N
Sudden onset lameness? N
Exercise intolerance? N

B6

Cordine Plwsical Examinaotion:
Muscle condition:
¥ Normal [ moderate cacheda
[ maid musde loss [l marked cachesia
Cordiowascular Physical Exam:
Murmur Grade:
Ellunne q IV
L ian L w
O v Hvyw
L maw
Jupgular vein:
¥ pottom 172 of the neck L 1/2 way up the neck
L middie 1/3 of the neck L Top 2/3 of the neck
Arterial pulses:
O wea Ul Boamding
B Foir L pulse dedicits
¥ Good Ll pulsus paradomrs
U strong [ other:
Arrhﬁmia:
None O Bradycardia
¥ sinus arrhythméa Ul vachycardia

LI premature beats
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Gallop:
.]Ll_.”‘nﬁ U proncunced
¥ no

[ other:
LI intermittent
Pulmonary assessments:
¥ Eupneic Ll pulmonary orackles
L waid dyspnea L wheezes
L marked dyspnea O Upper airway siridor
¥ Normal BY sounds
Abdominal exam:
M Normal L midd ascites
L Hepatomegaly L marked asdtes
0 abdominal distension
Problems:
Mild MMVD

Mildly decreased contractile fundtion rfo diet-relsted vs. primary DCM related mild decrease n
contractile function vs normal variation

Elevaied proBNP
# Echocwdiogram Ll Dialysis profile
o Chemistry profile Dlmmmﬁuwu
¥ EcG L NT-proBip
[ Renal profile L Troponn |

U pood pressure L other tests:
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B6

Echocardiogram reveals mprovement of the cardiac dmensions and contractile fnction. All of the
mEﬂEI.I"EITIEI’ItS obtained today were improved mnpan:d to the previm.ls -:aninaﬁun. i is unclear ifthE

l]ftll'l'lE.e B6 :i'd had relatve iy frequent VPCs today which were all isolated. However, due to her breed
amlprai"ﬁpuﬂflm for asrhythmia, there is some concern that she has more malignant amrhythmia A
Holter was placed today in order to assess the amount and severity of arhythmia and decide if we want
1o start a beta blocker v< sotalol vs. amiodarone. No blood was pulled today. A recheck echocardiogram
and FOG are recommended in 3 months or sooner if the patient develops clinical sipgns consistent with
worsening heart disease.

Fnal Diapnosis:

- Very early DMVD
- Mild decreased contractile lunction that is mproved compared to last examination.

Heast Faihere Clas sificobion Score:

ISACHC Classification:
Hia Hina
¥ b b
On

ACVIM Classification:
O a Hc
Op1 Hp
M B2

M-Mode
vsd
LVIDd
LvPwWd
IVSs
LViDs
LVPWs

EDV{Teich}

poes B6
EHTeich}
%S
SV{Teich}
Ao Diam
LA Diam
LA/ An
TAPSE cm

®RI3535555

5§2
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EPS5

M-Mode Normalized

IV5dN
LVIDdN
LvPWdN
VSN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

5A LA

An Diam

S5A LA f Ao Dham
vsd

LviDd

LvVPWd
EDW{Teidch}

IV5s

LVIDs

LVPWs

ESV{ Teich}
EH{Teich}

%S

SV{Teich}

LV Major

LV Minor
Sphericity Index
LVid A4AC
LVEDV MOD A4C
LVis AdC

LVEY MOD ALC
LVE MOD A4C
5V MOD AdC

Doppler

MV E Vel

MV DecT

MV Dec Slope
MV A Vel

MY EfA Ralo
F

E/E

A

5

AV Vmax

AV maxPG
MYV Vimax

B6

{0290 - 0_520}
{1350 - 1. 730}
{0330 - 0530}
{0430 - 0_710}
{0790 - 1140}
{0530 - 0_780}
{0680 - 0_890}
{0640 - 0900} ¢

33

§§a®*335323373

mil
ml
ml
mJfs
ms
mfs
mjs
m/fs
mjs

m/fs

mmHg
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M maxPG

B6
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE>

To: Rotstein, David; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L

Sent: 2/25/2019 6:54:31 PM

Subject: RE: DCM - More from L Freeman 2/25/2019 0915

EON-380745 is part of that household as well. 3 with DCM so far.

From: Rotstein, David

Sent: Monday, February 25, 2019 9:19 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah
<8arah.Nemser@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Peloquin, Sarah
<Sarah.Peloquin@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: DCM - More from L Freeman 2/25/2019 0915

Note: 380742 & 380743 are from the same household. Other dogs in household — 2 not tested yet & 1 normal
BNP

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

CVM OSC/DC/CERT

7519 Standish Place

: DRUG

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain
information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied
to persons not authorized to receive such information. If you are not the intended recipient, any dissemination,
distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail
the sender immediately at david.rotstein@fda.hhs.gov.
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Freeman, Lisa'

Sent: 3/4/2019 12:13:14 PM

Subject: RE: taurine results for; B6
Thanks, Lisal

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

W5 FOOD & DRUG

ull AU R DE TR ATTCO M

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Friday, March 01, 2019 4:51 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: FW: taurine results for, B6

FYI

- 3 bulldogs from same household and on same dlet
BG - DCM and CHF had'! B6 -
- W|th ARVC and arrhythmlas hac B6

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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Foster Hospital for Small Animals

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

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client: Patient: ! |
Address: B 6 Breed: English Bulldog Species: Canine
DOB: [ Sex: Female
(Spayed)

Home Phone:
Work Phone: B 6

Cell Phone:

Referring Information

Client: B 6

Patient:

Initial Complaint:

Disposition/Recommendations

Page 1/21
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Client:
Patient:

B6

Page 2/21
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Client:
Patient:

B6

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: Bé Patient: BG

ot . Species: _[Canine

PatientID: ;| B6 , Breed: English Bulldog

Visit ID: Sex: Female (Spayed)

Age: B6 ;Years Old
Lab Results Report
Accession ID:
|'1'est IResults IReference Range IUnits
- 321 Bo
SHIngSoit Printed Monday, February 25, 2019
Page 3/21
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Client:
Patient: B 6

CBC/CHEM

Tufts Cummings School Of Veterinary Medicine

m : 200 Westboro Road
o North Grafton, MA 01536

DUPLICATE
Name/DOB: B 6 Provider:| B6 i
Patient ID: Sex SF COrder Location: ¥ 320358 FRVESEFIN0H TG~
Phons number: Age: 8 Sample ID: 1902200170
Collection Date: 2/20/2019 3:39 PM Species: Canine
Approval date:  2/20/2019 5:30 PM Bread:

CBC, Comprehensive, Sm Animal (Research)

02/20/19 5:50 PM d B6 i
SMACHUMNSHK] T Ref Range/fFemale:
WBC (ADVIA) 440-1510 K/ul
RBC (Advia) 5.80-8.50 ML
Hemoglobin (ADVIA) 133-205 g/dL
Hematocrif (Advia) 39-35 %
MCV (ADVIA) 64.5-77.5 L.
MCH (ADVIA) B 6 21.3-259pg
CHCM
MCHC (ADVIA) 319-343 g/idL
RDW (ADVIA) 11.9-152
Platelet Count (Advia) 173-486 K/l
Mean Platelet Volume £29-1320 4
(Advia)

02/20/19 3:56 PM | B6 :

Platelet Crit 0.129-0.403 %

02/20/1%9 3:56 PM B6

_— E_ ..............

Reticulocyte Count (Advia) ! 0.20-1.60 %
Absolute Reticulocyte i BG 14.7-113.7 Kl
Count (Advia) i

CHr

MCVr i

[

Microscopic Exam of Blood Smear (Advia)

SMACHUNSK] Ref. Range/fFemale:
Seg Neuts (%) 43-86 %
Lymphocvtes (%o) T-47 %
Monocytes (%o) 1-15%
Eosinophils (%) 0-16 %o
Seg Neufrophils (Abs) 2.800-11.500 K/l
Advia

Lymphs (Abs) Advia 1.00-4.80 Kl
Mono (Abs) Adwvia 0.10-150 KL
Eosinophils (Abs) Advia 0.00-140 K/l
WBC Morphology

RBC Morphology

Poikilocytosis

Research Chemistry Profile - Small Animal (Cobas)

Sample ID: 19022001701 Reviewed by
Thiz report confirmies. .. (Final)

Page 4/21
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Client:
Patient: B 6

CBC/CHEM
Tufts Cummings School Of Veterinary Medicine
m ’ 200 Westboro Road
A North Grafton, MA 01536
DUPLICATE
Name/DOB B 6 Provider, B6 i
Patient ID: Sex SF Order Location: V320559 [Hvesti gation inifo

Phons number: Age: 8 Sample ID: 1902200170

Collection Date: 2/20/2019 3:39 PM Species: Canine

Approval date:  2/20/2019 5:30 PM Bread:

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

DNOYES
Glucose
Urea
Creatinine
Phosphorus
Calcium 2
Magnesium 2+
Total Protein
Albumin
Globulins
A/G Ratio
Sodium

Chloride
Potassium B 6
tCO2(Bicarb)

AGAP

NAK

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglycerides
Amviase

Osmolality (calculated)

Sample ID: 19022001702
REPRINT: Oriz printing on 2/20/2019 (Final)

Page 5/21

Ref. Range/Females
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-71.2 mg/dL
9.4-11.3 mg/dL
18-30mEqL
5.5-78 gidL
2840 g/dL
23-42 gidL
0.7-1.6

140-150 mEq/L
106-116 mEg/L
37-54 mEqL
1428 mEq/L
8.0-19.0

20-40

0.10-40.30 mg/dL
12-127 U/L

0-10 U/L

14-86 U/L

9-54 U/L
22422 UL
82-355 mg/dL
30-338 mg/dl
400-1250 U/L
291-315 mmol/L

Eeviewed by
Page 2
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Client:
Patient: B 6

IDEXX BNP - 2/20/2019

IDEXK Reference Laborstories

Clieru} B6, i

Cient:i  BG |

Patientiumum e memmmems o
Speciess CANINE

Breed: BULLDOG
Gender: FEMALE 5 PAYED
Age: BY

CARDIOPET proBNP- CANINE

CARDIOPET E BG [
~CANINE oo i

Comments:

Date: 02/ 202019

Requisition #: 14

Accesioni

0 - 900 pmol'l

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTBORO RD
NORTH GRAFTON, Massachusetts (1536

508-39-5385

Account #58033

B6

1

Page 6/21
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Client: B 6
Patient;
Diet history 2/20/19
CARDIOLOGY DIET HISTORY FORM
_________________________ Please answer the following questions about your pet

Pet's narne:i B6 ] Owner's name : J B6 Today's date:

1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)
Example: Poor |r Excellent

Poor | Excellent

2. Hate you noticed a change in your pet's appetite aver the last 1-2 weeks? (check all that apply)
ElEats about the same amount as usual OEats less than usual DOEats more than usual
OSeems to prefer different foods than usual OOther

3. Over the last few wesks, has your pet (€heck one)
Olost weight DOGained weight EStayed about the same weight ODon't know

1. Please list below ALL pet foods, peeple food, freats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years.
Please provide enough detail that we could go to the store and buy the exact same food - examples are shown in the table

Food (include specific product and flavor) [ Form | Amount | How often? Dates fed
Nutro Grain Free Chicken, Lentil, & Sweef Potato Adulf | dry | 1XHeup 2x/day Jan 2016-present
85% lean hamburger | microwaved 30z Tx/wveek June -Aug 2016
Pupperani original beef flavor - treat 1 ix/day | Sept 2016-present
Rawhide N treat 6 inch twist IxMeek | Dec 2018-present |
“—daal A< B6 ~

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

2. Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any other
supplements)? HlYes 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):
Example: Vitamin C _ Nature's Bounty 500 mg tablets - 1 per day
H\’l?: f‘ﬂ'"l.l" ]\\l adoty \‘-5 !‘}\h‘.m'.': E 20 Il--wH'.’J-J\

3. How do you administer pills ta your pet? .
O | do not give any medications (At e To
0,1 put them directly in my pet's mouth without food -
H | put them in my pet's dogfcat food RC C aabpe

O | put them in a Pill Pocket or similar product
O | put them in foods (list foods):

Page 7121
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Client:
Patient: B 6

Vitals Results

2/20/2019 3:00:08 PM Weight (kg) 'B6 |

Page &/21
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Client: B 6

Patient:

ECG from cardio

i B6 i 2/20/2019 4:05:01 PM

Tufts University

Tufts Cummings School of Vet Med
Cardiology

12_Lead: Staudard Placerenk

Page 9/21
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Client:
Patient: B 6

ECG from cardio
e — !
i

E B6 i 2/20/2019 4:05:13 PM Bage T iof 2

B '[‘ufts Ulliversity
Tufts Cummings School of Vet Med
Cardiology

A2 lead.. Standaed. Pl gk,

Page 10/21
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Client: B 6

Patient:

ECG from cardio

i B6 i 2/20/2019 4:05:13 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 11/21
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Client: i
Patient: 5 B 6

ECG from cardio

.............................
i B6 i 2/20/2019 4:05:43 PM
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 12/21
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Client:
Patient: B6

Patient History

02/08/2019 09:18 AM

02/12/2019 10:57 AM

02/13/2019 09:14 AM

02/13/2019 10:56 AM

02/20/2019 02:30 PM
02/20/2019 02:56 PM
02/20/2019 02:57 PM
02/20/2019 03:00 PM
02/20/2019 03:00 PM
02/20/201903:19 PM
02/20/201903:19 PM
02/20/2019 03:47 PM

02/20/2019 10:42 PM
02/22/201905:15 PM

Appointment
Appointment

Appointment

Appointment

UserForm
Treatment
Treatment
Vitals
Purchase
Purchase
Purchase
UserForm

Email
Appointment

Page

13/21
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Cummings S

) - Morth Grafion, MA 01536
Veterinary Medical Center e
AT TUFTS UNIVERSITY htip-ffwetmed tufts eduyf

Discharge Instructions
H—Htlh-ﬂ?:éiéf_'} ﬂLlIE!rlhn:: B6 i rtieimx BG
ﬁEI:-ECﬂ'I-IE ] Auldress B6
BrownyWhite Fermale {Spayed] English
Bulidog

; B6
iy e s

B

Shadent-: B6

Dater 2/20/7019

Diapmases:

Mild candiac changes thalt could be consstent with early amhythmogenic nght venitrnoular candsomypopathy (ARVC) ora
companent of uirtional cardiomyopathy

Clnial Findings:

...........

To evahste the health of her heat, we perfomead an edchocandiogram {edho). We also evaluated. | B6 _ | heart rhwthim with

do it clearly requiremedication at this stage, Inl we will warnt i moniior for progression over times. it 5 unclear whether
the dhanges to Balla's heart are related to ARV, utrition, or some combination of things.

A blood samplewas also collected for bioodwork for the shurdy, and we 'will owiad you as the requits ame in

therehave beenno dhanges 1o her heart over time and for the DOM shurdly that she has been ermolled in

Mondinring at Hosne-
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B6

Plearse oonitact our Candiology liaison at {308}-887-4696 or email us at condiowel@iuis e for sovechding and
MIN-STMETEETL QUBSTIINS o ONEems.

Please visit our HeartSmart website for more indommation
nttpeffvet.tulfts. edhyheartamar !

For the safely ond well-being of our polients, your pel maest ove bod on exxominalion by onme of our vel erimorions within the post
yeor i order 1o oldoin prescription medictions.

Ovfening Fooid:

Please chveck with yowr primory velerinorion In puarches the recommended dieti{s). I vouwish In mrehose your food from s,
please el 7-10'doys in odvance [508-887-36.29) In ensare the food s in siook. Allermolve . veterimory diels can be ondered from
online reioders with o presoription/ve ierinory opprevel.

Clioio Triok:
Chnieed trioks ore studies i which ourvelerinory doctons work with you ond your pel io invesligolr o specific dseose process or g
promsing new iest orfrealment. Pleose see our welbsile: vel hufls edudevrnc/olinicsl shuobes

[:E""'B"é'"'g Owmner- B6 i Discharpe Insnetions
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Lummings B6

Veterinary Medical Center T

AT TUFTS UNIVERSITY L;-BE_.. Canme
Cardiclogy Liason: S0B-BR7-4696 Lol

Cardiology Appointment Report
Date: 2/20/2019

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

B6

Had surgery for | B6 | finished pain meds dhout a week

5 B6

B6 {0 doesn't rerna'nher} - sx conrected asa puppy

B6

Dt omd Supplesments:

CORE Wellness grain-free diet {dry {fish} and wet {turkey and chidken}} - 3 ounces of wet food BID, 1/4
cup dry BID

Probiotic for | B6

Cordiovaseulor History:
Prior CHF diagnosis? N
Prior heart murmmsr? N

FDA-CVM-FOIA-2019-1704-005662



Prior ATE? N
Prior asrhythmia? N

Monitoring respiraory rate and effort at home? ¥, owner thinks no higher than 40 at rest, usually 20-30

Cough? N

Shoriness of breath or difficulty breathing? Not when at rest

Symcope or collapse? N

Sudden onset lameness? N

Exercise intolerance? Yes, when taken for long walks

Cunrent Medicolions Pertiment 1o OF System:

None at this time

Cordine Physienl Exominalion-

B6

Mustcle condition:
[ Normal
M pMild musde loss:mild wasting over
epaxials

Cordiovsceulor Physienll Exom:
Murmur Grade:

lEN[nE

_ 1Aa0

i

T man

Jugular vein:
Bottomn 1/3 ofthe neck
[ middie 1/3 of theneck

Arterial pulses:
[ weak
[ Fair
= Good

E:‘.‘iusmmﬂm
[ premature beats

Gﬂll[ﬁ:
Yas
M no
O wtemmittent

Pulmonary assesaments:

2] 1/2 way up thenak

[ Top2/3 ofthenak

[l Bounding
| pulse deficts
thspmﬂnus

¥ Other: diffiult to assess due to trembling

E Bradycardia
= Tachycarda
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sl Eupmneic | pulmaonary araddes
DHﬂddﬁ;nan L] wheeres
Dmm =l Upper airway stridor
LT normal BY sounds
Abdominal exam:
& Normal [l mind ascites
Dl-lqntu'rmal'f = marked ascites
[ abdominal distension
Problems:
No cardiac anomaliesto report
E Ed'll:u'liugﬁl'n = Diahysis profile
D(l’lﬂ'rl'stwpnﬂe D'Ihral:it:mliugq:hs
L ecs Ll NT-proBnp
[ renal profile ] Tropanin|
E]BHII][IEE!I‘E 2] other tests:
Echocardiopram Fndings:
Gerveral/2-D finvdings : | B6
Doppler findings:
B6
MEiral inflow:
[ Surmmated =] prexsiononmal
M Nomal [ Restrictive
£ pelayed relaxation

Asseconent and recommendations:

Echocardiogram reveals structhural changes that could be consistent with ARV, but no asrhythmia was
doommented today. 24 hour Holber monitor could be considered to rule out intermittent amhythmia Owner
has a Kardia at home and will obtain monthly readings. No cardiac medications are dearly ndicated
bhased on today's exam, but recommend supplementing with tarne until blood levels retum from the [ah
Patient was enrolled in the DCM study. Redhedk echo n 3 and 6 months for the study.

Fnal Dispnosis:

Possible early ARVC; rfo nuirition related cardiomyopathy or a combination

Heort Foihee Ooccifiention Seore:

ISACHC Classification:
Oia
™ b

E nia
b
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Hn

ACVIM Classification:
A C
O m Cp
M 2

M-Mode
Ivsd

LviDd
LvPwd
IV5s

LViDs
LVPW <
EDV{Teich}
ESV{Teidh}
EF{Teich} B6
IS5
SV{Teich}
An Diam
LA Diam
LAfAD
Max LA
TAPSE
EPSS

3®v3IIFI9988

38

388

M-mode N omadlved S oo oo

IvsdN {0290 - 0520}
LVIDdN {1350 - 1.730}
LVPWdN {0330 - 0,530}
IVSsN BG {0.430 - 0710}
LVIDsN {D_790 - 1.140}
LVPWsN {0530 - 0780}
Ao Diam N {0.680 - 0890} !
LA Diam N {0640 - 0900}

20
SA LA
Ao Diam '
SALA f Ap Diam B6
LvIDd ’ cm

Cim
cm
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LvPwd
EDV{Teich}

IVSs

LVIDs

LVPWs
ESV{Teich}
EF{Teich}

b R

SV(Teich}

LV Major

LV Mnor
Sphericity Index
LVLd LAX

LvAd LAX
LVEDV A-L LAX
LVEDV MOD LAX
VL= LAX

LVAs LAX
LVESV AL LAX
LVESY MOD LAX
HR

EF A-L LAX
LVEF MOD LAX
SVA-LLAX

5V MOD LAX
COALLAX
COMOD LAX

Doppler
MV E Vel

MV Decl
MV Dec Slope
MV A Vel

MYV E/A Ratio
E

E/E

A

5

AV VYmax

AV maxPG
PV Vmax

PV maxPG
TR Vmax

TR maxPG

B6

38849

I/min
I/min

mjs

mJfs
mfs

mjs

mjs
mjs
mfs
mmHg
mfs
mmHg
mjs
mmHg
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Lummings e

Te lephone {508} 8395395

\eterinary Medical Center e o

AT TUFTS UNIVERSITY htip/feetmed tuftz eduf

1..B6 Female (Spayed)
B Canine English Bulldos
Brown/White

2{21f2019
Dear | B6
Thankyou forrefeming______ B6 with their pef B6 |
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From:

To:

Sent:

Subject:

Attachments:

Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

Carey, Lauren; Cleary, Michael *;

B6

6/11/2019 7:00:42 PM

HQ Pet Food Report Notification;

Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free
turkey: Lisa Freeman - EON-390205

2068096-report.pdf

A PFR Report has been received and Related PFR Event [EON-390205] has been created in the EON System.

A "PDF" report by name "2068096-report.pdf” is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-390205

ICSR #: 2068096

EON Title: Related PFR Event created for 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; 2068096

AE Date 02/01/2019 Number Fed/Exposed | 6

Best By Date Number Reacted 4

Animal Species Dog Outcome to Date Died Other
Breed Bulldog

Age 8 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068096
Product Group: Pet Food
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
Description: Housemate (half sister;: B6
screened by RDVM for BNP which was elevated. Evaluated at Tufts 2/1/19. ARVC/diet-induced DCM with
ventricular arrhythmia. Diet changed to Royal Canin Early Cardiac and will re-evaluate in 3 months I have diet

i- (ICSR) of 2063133) diagnosed with DCM and CHF so

FDA-CVM-FOIA-2019-1704-005668



sample. 3 other dogs in household (1 had normal BNP, other 2 not yet evaluated) Patient DOA when owners

submitted to FDA for further evaluation.

Submission Type: Followup

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

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 4

Lot
Product Name Number or
ID

Best By
Date

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

This report is linked to:
Initial EON Event Key: EON-380743
Initial ICSR: 2063134

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390205

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa? decorator=none&e=0&issueType=10100&
1ssueld=407477&parentlssueTypeld=12

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

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information

FDA-CVM-FOIA-2019-1704-005669



that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390205

ICSR: 2068096

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: 2019-06-11 14:55:22 EDT

Initial Report Date: 02/25/2019

Parent ICSR: 2063134

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Housemate (half sister;. { (ICSR) of 2063133) diagnosed with

DCM and CHF so screehiad by RDVM for BNP which was elevated. Evaluated at
Tufts 2(1/19 ARVC/diet-induced DCM with ventricular arrthythmia. Diet changed
to Royal Canin Early Cardiac and will re-evaluate in 3 months | have diet sample

evaluation
Date Problem Started: 02/01/2019

. muscle samples were collected by rDVM and submitted to FDA for further

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Spinal trauma as puppy

Outcome to Date: Died Other

Date of Death: -

Product Information: Product Name: = Weliness 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

L ot Number:

Product Use Dpescription:
Information:

same diets)

Manufacturer
IDistributor Information:

Purchase Location
Information:

Animal Information: Name: . i Bg !

Type Of Species: Dog

Type Of Breed: Bulldog

Gender: Male

Reproductive Status: Neutered

Weight: 22.1 Kilogram

Age: 8 Years

Assessment of Prior Good
Health:

Number of Animals 6
Given the Product;

Number of Animals 4
Reacted:

Owner Information: Owner Yes
Information
provided:

Contact: Name: @ !

FOUO- For Official Use Only 1
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Sender Information:

Additional Documents:

Address: |

Be

Healthcare Professional
Information:

Practice Name;
Contact:

Address:

Tufts Cummings School of Veterinary Medicine

Name: | Isa Freeman
Phone: (508) 887-4523

Email; lisa.freeman@tufts.edu

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Name: Lisa Freeman

Address: 500 Westboro Rd

North Grafton
Massachusetts
01536

United States

Contact: phane:

Email:

5088874523
lisa.freeman@tufts.edu

Permission To Contact Yes

Sender;

Preferred Method Of
Contact;

Email

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

To: Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification;
! B6 ‘
Sent: 6/11/2019 6:52:47 PM
Subject: Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free

turkey: Lisa Freeman - EON-390203

Attachments: 2068095-report.pdf; 2068095-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390203] has been created in the EON System.

A "PDF" report by name "2068095-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 "2068095-attachments.zip"

and is attached to this email notification.
Below is the summary of the report:

EON Key: EON-390203
ICSR #: 2068095

EON Title: Related PFR Event created for 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; 2068095

AE Date 02/20/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age B ears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068095

Product Group: Pet Food

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

Description: Eating BEG diet - 2 other dogs in household diagnosed with DCM ¢

B6
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already reported) RDVM screened this dog with NT-proBNP which was elevated so we evaluated at Tufts
2/20/19 Probable ARVC/diet-associated DCM but no arrhythmia detected (enlarged right ventricle, reduced
contractility) Changing diet to Royal Canin Early Cardiac and will re- evaluate in 3 months. Low plasma and
whole blood taurine levels - started taurine supplement 3/1/2019 Troponin - B6 -
Submission Type: Followup

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

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

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 4

Lot Best B
Product Name Number or ¥
D Date

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

This report is linked to:
Initial EON Event Key: EON-380745
Initial ICSR: 2063135

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390203

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa? decorator=none&e=0&issueType=10100&
1ssueld=407475&parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.
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This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390203

ICSR: 2068095

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: 2019-06-11 14:43:13 EDT
Initial Report Date: 02/25/2019

Parent ICSR: 2063135

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:

whlch was e|evated So we evaluated af Tufts 2/20/19 Probable ARVC/diet-
associated DCM but no arrhythmia detected (enlarged right ventricle reduced
contractility) Changing diet to Royal Canin Early Cardiac and will re-evaluate in 3
months. Low plasma and whole blood taurine levels - started taurine supplement 2

/112019 Troponin : B6

Date Problem Started: 02/20/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions:!

i
i
L

B6

Outcome to Date: Stable

Product Information: Product Name: Wellness CORE Grain-Free Ocean Whitefish dry Weliness 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 Number:

Product Use ' pescription: Please see diet history for more info (and also see! Be_ |
Information: i 'B6__diet history for exact diets)
Manufacturer

[Distributor Information:

Purchase Location
Information:

Animal Information:; Name: ' B6 !

T P

Type Of Species: Dog

Type Of Breed: Bulldog

Gender: Female

Reproductive Status: Neutered

Weight‘ 242 Kilogram

Assessment of Prlor Good
Health:

Number of Animals 6
Given the Product:

Number of Animals 4

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name;

Phone,

B6

FOUO- For Official Use Only 1
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Healthcare Professional

Sender Information: Name:

Contact:

Information:

Address:

Practice Name:
Contact:

B6 i

Email:i

B6

Tufts Cummings School of Veterinary Medicine

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

Name:

Address:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Lisa Freeman

200 Westboro Rd
North Grafton

Massachusetts
01536
United States
Phone: 5088874523
Email: lisa.freeman@tufts.edu
Yes
Email

Follow-up med records pt 2.pdf
Med records
Medical Records

Follow-up med records pt 1.pdf
Med records
Medical Records

FOUO- For Official Use Only
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Client:

B6

Patient:
Diet hx 5/8/2019
CARDIOLOGY DIET HISTORY FORM
Please answer the following questions about your pet
Pet's name: B6 Owner's name: B6 Today's date:
1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)
Example: Poor ] } Excellent
Poor .I Excellent

2. :E:we you noticed a change in your pet's appetite over the |ast 1-2 weeks? (check all that apply)
Eats about the same amount as usual OEats less than usual OEats more than usual
OSeems to prefer different foods than usual OOther

3. Over the last few weeks, has your pet (check one)
OlLost weight OGained weight DOStayed about the same weight EDon't know

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

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

_Food (include specific product and flavor) | Form Amount | How often? Dates fed
Nutre Grain Free Chicken, Lentil, & Sweef Potato Adult dy | 1¥%cup 2x/day Jan 2016-present
85% lean hamburger microwaved 3oz 1xfwveek June -Aug 2016
Pupperoni original beef flavor ] treat A 1x/day Sept 2016-present
Rawhide B freat E §=r'r;cn fwist 1x/week Dec 2018-present
\ - 1 g
E%MMA\N (O s 6 i ‘ﬁ’? rﬂF} ?deﬂ «ng

S

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

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

supplements)? es ONo  If yes, please list which ones and give brands and amounts:
rand/Concentration Amount per da
Taurine BYes ONo__ Moud ?C{O@ pid g
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo
Coenzyme Q10 OYes ONo
Other (please list):
Example: Vitamin C Nature's Bounty 500 mg tablets — 1 per day

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

Page 4/19
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Client:
Patient: B 6

Idexx NT-proBNP 5/8/2019

IDEXK Reference Laborstories

ol
Client:],

Client: i i
PaliEnl:!_._._.B_g_._..!
Speciess CANINE

Breed: ENGLIS H_BULLDOG
Gender: FEMALE 5 PAYED
Age: BY

CARDIOPET proBNP- CANINE

CARDIOPET proBNP {32
- CANINE :B6!

0 - 900 pmol'l !

Date: 05'08/2013
Requisition #; 14,
Accesion

Ordered by}

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTBORO RD
NORTH GRAFTON, Massachusetts 01336

508-39-5385

Account

B6

Page 5/19
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Client:

Patient: B 6

Troponin 5/31/2019

Gastrointestinal Laboratory
Dr. J.M Steiner
Department of Small Animal Clinical Sciences
Texas A&M University

4474 TAMU
College Station, TX 77843-4474
iftufts.edu

Gl Lab Assigned Clinic ID: 23523

O Phone: 508 887 4696

Tufts Cummings School of Vet Med - Cardiology/Mutrition Fax:

200 Westboro Road Animal Name:

North Grafton. MA 01536 : B6

UsSA Owner Name:

Species: Canine
Date Received May 30, 2019

Tufts Cummings School of Vet Med - Gl Lab Accessinn:i B6
Cardiology/Nutrition Tracking Number 7™
4389593

Test Result Reference Intenval Assay Dafe
Ultra-Sensitive Troponin | Fasting P B6 | <0.06 05/31/19
Comments:

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

Page 6/19
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Lummings
Veterinary Medical Center

AT TUFTS UNIVERSITY
Cardiology Liason: SOB-BE7-4696

Cardiology Appointment Report
Date: 5/8/2019

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

B6 .

B6

B6

Stascienst: | B6

Presenting Complaint 3 month recheck DCM siudy

_____________

Conamrent Disenses:
Chronic enteritis

General Medical History:

B6

Diet and Supplements :
RC Cardiac diet
Now Tarine 5(0 mg BID

Cordiovaseular Hishory-

Prior CHF diagnosis? N

Prior heart murmar? N

Prior ATE? N

Prior aarhythmia? N

Monitoring respiraory rate and effort at home? ¥, 30-40 breathsfmin when resting
Cough? N

Shoriness of breath or difficulty breathing? N

FDA-CVM-FOIA-2019-1704-005681



Syncope or collapse? N

Sudden onset l[ameneoss? N

Exercise intolerance? N

Cunrent Medicabions Pertinent 1o OV System:

None

Cordine Physical Examinalbion

Muscle condition:
] Nermal
M Mildmsclelos

Cordiovaseulnr Physienl Exom:

Mumur Grade:
E None
i
i
v

Jupular vein:

M Bottam 1/2 of the neck
[ middle 1/2 oftheneck

Arterial pulses:
] weak
M Fair
[ ood
] Strong

e e

DSiu;a’rhﬁlmia
[ premature beats

llop:
R
M no

thamithmt

Pulmonary assesaments:

Eupmnesc
Dnlﬂddfs;nan
Dlulmha:ld,qnaﬂ
M Normal BY sunds

Abdominal exam:

Dl-lqntu'rmaly

[ 1/2 way up thenak
[ Top2/2 ofthenak

L] pounding
L mulse deficts

Dhlﬂspmﬂnus
L other-
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|1 Ahdominal distension

Problems:
History of possible early ARVC
E Echocardiosram | Dialysis profile
D(ha‘ristwpnﬂe Dﬂnal:i:mtiugqts
I ecs L] NT-proBNP
[ Renval profile Ll Tropanin|
[ Blood pressure 5| Other tests: bioodwork for DOM sturdy

B6

Assessment and recommmendations:

Echocardiogram reveals stable to possibly mildly improved systolic function. There is still RH dilation
consistent with ARVC, but no amrhythmia was documented today. No carndiac medications are clearly
indicated based on today’s exam, but recommend continuing to supplement with taurine. Redheck echo in
3 and b months for the DCM shady.

Fnal Dispnoss :

Mild cardiac changes that may be consistent with early amhythmogenic right ventricular cardiomegaly
{ARVC} or associated with nuiritional cardiomyopathy - stahle to slightly improved from appoiniment in
February 2019

Heaort Faihee Oasshcation Score:

I15ACHC Classification:
Hia Hia
M | b
E

ACVIM Classification:
da Hc
H g1 Op
M p
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M-Mode
vsd

LvIDd
LvPrwd

| P

LVIDs
LVPWs
EDV{Teich}
ESV{Teidch}
EHTeich}
%S
SV{Teich}
An Diam
LA Diam
LA/ AD
Max LA
TAPSE
EPSS

M-Mode Normalized

IVSdN
LVIDdN
LVPWdN
IWSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

SA LA

An Diam

SA LA f Ao Diam
Ivsd

LviDd

LvPwd
EDV{Teich}

IWV5s

LViDs

LVPWs
ESV{Teidch}
EHTeich}

%S

SV{Teich}

LVid AdC

LVEIV MOD A4C
LVis A4C

LVESY MOD AdC

B6

33932®N*3353899838§3

{0290 - 0,520}
{1.350 - 1.730}
{D_330 - 0,530}
{0430 - 0.710}
{0_790 - 1.140}
{0530 - 0.780) T
{0680 - D890} !
{D_640 - 0900}

33®*RIFH33989
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LVEF MOD A4C
5V MOD AAC

Doppler

MV E Vel

MV DecT

MV Dec Slope
MV A Vel

MYV EfA Ratio
E

E/E

A

5

AV Vmax

AV maxPG
PV Vimax

MY maxMG

B6

mfs

mfs
mfs

mfs

mfs
mfs
mfs
mmHg
myfs

mmHg
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Cummings -

- = North Grafion, MA 01536
Veterinary Medical Center el
AT TUFTS UNIVERSITY http://vetmed tufts edu/

Discharpe Instructions
Patient Owamer
Mamnes_ B6 | Mame: | B6 5 Patienk BX B
Spedes Canine _ Address’ B6 :
Browny'White Femnale(Spayed)] English
Bulldog
Buthdate:, B6
Attending Cardiningist:

[ Jobn E. Rush DVM, MS, DACVIM {Cardiology), DACVECC

B6

B6

| Cardiclogy Techrician-

B6

Shmdent: B6

Dake= 5/8,/2019

Diapgmoses:

Mild candiac dhanges that may be conststent with earty armhythmosenic nght venirioular cardiomegaly (ARVC) or
associated with nutritional cardiomyopathy - stable to slight by mproved iom appoisimerst in Felnery 2009
("ﬂm

doing “Ellil:lll‘l’l!il’ﬂﬂ'ﬂtftl.llmhl!ﬂ'l gfving her Taurine supplement twice a day. I-la’reptahryr:telnsl:m*n
normmal and she has had a good eneroy level athome.

During the appoirmtment today, prHiIrrH:Ia rﬂiﬂiﬂimd[gan{dtrmlﬂ ofthe heart). m1hE

eptsodes of collapse. If'yu.l ﬂﬂdﬂﬁem please oot a veterinarian

Dict Suppesiinns:
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(308} 8374696 or amail us atl:ali:nm_lﬂlll’ls.ﬂhirﬂ:hﬂhllg au:lma'rﬂgﬂtqlﬂmcrm

Mease visit our HeartSma— t wehe ite for more rsdommation
hittpcffvet tults. edhyheartamarty

For the safely ond wel-being of car palients, your pel mast ove od on exominglion by one of our velerinorions within Lhe post
yeor in order In obivin presoriplion medicoiions.

Orderiog Food:

Pleose oive gk with youwr primory velerinonian o porchose the recommended diet{s). I youwish o merechose your food from s,
Pleose el F-10 doys in odvence [FO8-887-06249) o erare Lhe food & in ook Altermolve i, velersmory diels con be ordered from
onlane reloders with o presonplion/ve ierimory opprennl.

Clioian Trils:
Chinrex trioks ore studies i which ourvelerinory doclors work with you ond your pet Io investigole o specife dseose prooess or o
promsimg new lesd or trealment. Pleose see owr welsile: vel tufls. edufovmc/cinicol shudbes

Camel _B6_! e B6 i Discharpe Insnetons
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>
To: Carey, Lauren; Palmer, Lee Anne; Jones, Jennifer L
Sent: -11/8/2018 12:07:21 PM
Subject: : B6 LFW: Merrick LID Grain Free dry (salmon: Lisa Freeman - EON-369322
Attachments: "2'5'5"79"21"1'"r'é'port pdf; 2057941-attachments.zip

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

CVM OSC/DC/CERT

7519 Standish Place

B6 | (BB)

U.S. FOOD & DRUG

ALMEINISTR AT WM

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

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

Sent: Thursday, October 25, 2018 7:29 AM

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

Subject: Merrick LID Grain Free dry (salmon: Lisa Freeman - EON- 369322

A PFR Report has been received and PFR Event [EON-369322] has been created in the EON System.

A "PDF" report by name "2057941-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 "2057941-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-369322

ICSR #: 2057941
EON Title: PFR Event created for Merrick LID Grain Free dry (salmon duck or chicken); 2057941

AE Date 02/09/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Died Euthanized
Breed Retriever - Labrador

FDA-CVM-FOIA-2019-1704-005688



Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2057941

Product Group: Pet Food

Product Name: Merrick LID Grain Free dry (salmon, duck, or chicken)

Description: DCM and CHF Euthanized for worsening heart failure and arrhythmia in September
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: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Merrick LID Grain Free dry (salmon, duck, or chicken)

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https.//eon.fda.gov/eon//browse/EON-369322

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=08&issueType=12&
issueld=386244

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

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

The information 1s provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade

FDA-CVM-FOIA-2019-1704-005689



secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-369322
2057941

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom,
Reporting Type: Voluntary

Report Submission Date: 2018-10-25 07:21:15 EDT

Reported Problem: Problem Description:

Date Problem Started

Concurrent Medical
Problem:

0_uthme vto Date
Date of Death:

ProdUct infofmafionﬁ Product Name:

Product Type
Lot Number:

Package Type:

Product Use
Information:
Manufacturer
[Distributor Information:

Purchase Location
Information:

DCM and CHE Euthanized for worsening heart failure and arthythmiain
September

02/09/2018
No

Died Euthanized

i B6 i

e -

Merrick LID Grain Free dry (salmon, duck, or chicken)
Pet Food

BAG

_ Merrick for ~1 year Please see diet history for other foods
. _and previous diets (Canidae LID grain free)

Description:

Animal Information: Name:

Type Of Species:
Type Of Breed
Gender:

Reproductive Status:
Weight

Age

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

FOUO- For Official Use Only

Retriever - Labrador
Male
Neutered

47 Kilogram

9 Years

Excellent

Owner Yes
Information
provided:

Contact: Name:
‘ _Phqne:é B6

Address: |

"United States

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact: Name: Lisa Freeman

Phone: (508) 887-4523

Email: lisa. freeman@tufts.edu
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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: 5088874523

Email: lisa.freeman@tufts.edu

Phone:

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Additional Documents:

. B6 irsompiled record. pdf

Description: Compiled medical record

Attachment:

Type: Medical Records

FOUO- For Official Use Only
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: . s n-Py 7 Foster Hospital for Small Animals
LUmmIngs W
Uterinary Medical Centes I

&1 TRFFE FHAFERENE Y

All Medical Records
Client: Patient: B6
Address: B 6 Breed: lLabradorRetrlever Species: Canine
DOB: E B6 E Sex: Male
e (Nextered)

B6

Referring Information

Initial Complaint:
Emergency

SOAP Text Feb 92018 1:21PM - Clinician, Unassigned FHSA

Subjective

NEW VISIT (ER) .
Doctor! B6
Student:; B6

Presenting complaint: Increased lethary and difficulty breathing since last night and this morning

Past pertinent medical history: On Dec 2, brought to rDVM for 2 weeks of diarrhea, coughing/gagging, wheezing lethary
and decreased appetite. rDVM preformed bloodwork which came back esentially normal. At this time referred for an
AUS which found dilated hepatic vessels along with a murmur, tachycardia, and heart enlargement. He was diaghosed
with suspected "early CHF" and started on B6 i but due to concern
for elevated kidney values, furosemide was discontinued after about 2 weeks of treatment. He had been doing well at

Page 1/73
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Client: B 6 1

Patient:

at a lower dose (20 mg Q12h).

Medications currently administered at home:

Dietary history:

Type of food: For the past month has been feeding mostly beef and rice (homemade), but prior to that would feed
commercial kibble (Blue Buffalo, Canidae) with added home cooked meat {duck and bison)

Travel: Borniri_ B6 __iand lived there for 2 years. Moved to; B6 7 years ago.

Visit is a referral: Yes
Bloodwork/Procedures completed prior to arrival: CBC/Chem in December (see below)
Referred for specific test: Cardiology consult

Subjective (S):
BAR,
BCS: B 6

mm slightly muddy, CRT <2 sec

Objective {O)

DIAGNOSTICS:

12/13/17 (rDVM):

Chem:; B6 remaining values WNL

Page 2173
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Client:
Palt?:nt: B 6

2/9/18 (Tufts): _
NOVA: B6
PCV/TS 1 Be g/dl

TFAST/AFAST. no pleural, perlcardlal, or peritoneal effusion; moderate to marked left atrial enlargement with left
ventricular dilation and decreased contractility; moderate coalescing B-lines {worse on the right)
Lateral thoracic radiograph: cardiomegaly, no significant pulmonary edema (taken after furosemide administration)

Assessment (A)

Al: Dilated cardiomyopathy with left ventricular wall thinning and chamber dilation, left atrial enlargement, ventricular
arrhythmias (frequent VPCs), and increased respiratory effort and muddy gums consistent with congestive heart failure

- rule-out idiopathic vs. taurine deficiency vs. other

Plan (P)

B6

TGH following cardiology consult:
ADD taurine, B6

B6

recheck with cardiology on 2/21 @ 3:30 pm - will recheck labwork at that time

Client Communication:

Discussed extensively with owner concern for heart failure - very bad MVD vs. more likely DCM given left ventricular

dilation that | see and large breed status. Given some respiratory difficulty‘

B6

B6 iPrognosis with DCM is 6 months to1l year dependlng on |f/when arrhythmlas develop -

up in hospital. Could not place IVC despite sedation - no real effect on him. Pulmonary edema did no seem significant
on rad|ograph e} recommended owner take him home whlch she was happy to do. Will supplement with taurine as it

owner ok with recheck time.

CPRstatus: B6

SOAP completed by: ???
SOAP reviewed by:! B6 i DVM, ECC Resident

Initial Complaint

SOAP Text Feb 212018 5:15PM - B6

Page 3/73
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Client: B 6 1

Patient:

Initial Complaint:
Nutrition Phone/In person

SOAP Text Feb 22 2018 2:31PM - Freeman, Lisa

Subjective
(See Diet History Form for additional details on diet)

History: DCM and CHF diagnosed Dec 2017, history of chronic intermittent diarrhea for years; evaluated by Tufts

Cardiology 2/9/18 and recheck today

Meds: B6

Current Diet: (See Diet History Form in Documents and comm log for additional information)

Canidae grain free (variable flavors) or Merrick LID grain free (variable flavors)

Approximately 40% of diet comes from other foods - rice, veggies, meat, eggs, cheese, treats

Supplements: Taurine (from Tufts),i B6

Owner Goals: Optimal diet to help manage heart disease and diarrhea

Assessment: B6

B6

Plan: Modify diet to lower sodium, more nutritional balanced; adjust supplements, treats, table food, medication

administration, etc

Initial Complaint:
Emergency

SOAP Text Apr 92018 1:47PM - Clinician, Unassigned FHSA

Subjective
NEW VISIT (ER)

L

Presenting complaint: possible arrhythmia
Referral visit? No

Diagnostics completed prior to visit

- Renal profile 4/6/18

HISTORY:

Page 4173
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Client:
Patient: B 6

Signalment: 8 yo MN Lab
Current history:i Bé

B6 i He has been increasingly less tolerant of walks at home, no coughing, not a lot

of gagging, but HR and RR have been very high at home. Since 3/27 added ™~ "Bs to meds which seemed to have
been helping. Yesterday 4/8 after 15 min walk his HR seemed irregular, O was concerned he was having VPCs last night
and this morning. His RR this morning was up in the 40s-50s. The O is interested in whether he needs a holter
monitor/medication change/echo sooner than when scheduled in May. Had bloodwork at rDVM last week 4/6.

Prior medical history: No other medical issues

Current medications:

Diet: Purina DCM cardiac diet, sometimes poor appetite so mixed with canidae chicken and rice; sometimes cooked
veggies

EXAM:
S: BAR) B6 5
O: Wit B6 i

BCS(1-9): B6!

eemmmd

MCS(normal,mild,moderate,severe): Normal

Hydration: Euhydrated

ASSESSMENT:
Al: DCM
A2: Elevated BUN: r/o secondary to Lasix

PLAN:
P1: ECG
P2: TFAST - evidence of DCM, few small B-lines bilaterally, no PCE

Page 5/73
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Client:
Palt?:nt: B 6

Diagnostics completed:
4/6/18 rDVM _ .
- Renal chem: | B6
- ECG: nsf '

Diagnostics pending:

Client communication:i B6 Eappears stable today, sinus arrhythmia but no concerning rhythms that we noticed.

Recommended cardiology consultation today and chest x-rays. Offered day ECG monitoring as well. O declined and
elected to take home for monitoring and contact Dr. B@

Deposit & estimate status:

Resuscitation code (if admitting to ICU):

SOAP approved (DVM to sign): B6 i DVM

sy RN

Initial Complaint:

SOAP Text Aug 17 2018 12:44PM B6

Initial Complaint:
Nutrition Phone/In person

SOAP Text Aug 272018 1:27PM - Freeman, Lisa

Subjective
Nutrition Phone Consult Notes
**PHONE CONSULTATION - NO EXAM PERFORMED**

(See Diet History Form and information from referring veterinarian in Documents for additional details)

History: Dilated cardiomyopathy, congestive heart failure, chronic intermittent diarrhea.

from meat, veggies, cheese, carrots, deli meat, peas, pasta, rice, etc

Meds:i B6

Current Diet: (See Diet History Form in Documents and comm log for additional information)

Supplements:i B6 5

Assessment: DCM and CHF - need to change to non-BEG diet asap to see if any improvement in cardiac function is

Page 6/73
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Client:
Palt?::lt:i BG

possible. Also, need to manage Gl signs, small kibble size.
Plan: Diet recommendations

**PHONE CONSULTATION - NO EXAM PERFORMED**

Disposition/Recommendations
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Client: B 6
Patient:
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Client:
Patient:

B6

bumminas

Veterinary Medical Centes

Foster Hospital for Small Animals

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

AT TUFRE ERivLREETT

Client: . ___________ BG Patient: | B6 !

Veterinarian: Species:  |Canine

Patient ID: BG Breed: Labrador Retriever

Visit ID: Sex: Male (Neutered)

Lab Results Report fee:  [BejvesOld

Nova Full Panel-ICU 2/9/2018 7:02:25 PM Accession ID:; B6 |

|'1'est IResults IReference Range IUnits

SO2% 94 - 100 %

HCT (POC) 38-48 %

HRB (POC) 126- 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) 0.1-04 mmol/L,

GLUCOSE (POC) 80 -120 mg/dL

LACTATE 0-2 mmol/L

BUN (POC) B 6 12-28 mg/dL

CREAT (POC) 02-21 mg/dL

TCO2 (POC) 0-0 mmol/l,

nCA 0-0 mmol/L

MG 0-0 mmol/L

GAP 0-0 mmol/L

CA/MG 0-0 mol/mol

BEecf 0-0 mmol/L

BEDb 0-0 mmol/L,

A 0-0 mmHg
0-0

NOVA SAMPLE

73 B6

Printed Thursday, October 25, 2018
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Client:

B6

Patient:
FiO2 0-0 %
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
PH B 6 7337 - 7.467
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
HCO3 18 - 24 mmol/L,
Nova Full Panel-ICU 2/9/2018 7:08:32 PM Accession ID:! B6 |
|Test |Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV #* B 6 0-0 %
TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU 2/21/2018 5:16:21 PM Accession ID:| B6
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL,
UREA 8-30 meg/dL,
CREATININE 06-2 meg/dL,
PHOSPHORUS s meg/dL,
CALCIUM2 94-113 me/dl,
T. PROTEIN 55-78 o/dL.
ALBUMIN 28-4 g/dL,
GLOBULINS 23-42 g/dL,
AJG RATIO 0% 18
SODIUM 140 - 150 mEq/L
CHILORIDE 106 - 116 mEq/L
POTASSIUM 3.7-54 mEq/L
NA/K 29-40
T BILIRUBIN 0.1-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dl,
[ BILIRUBIN 0-02 mg/dl,
ALK PHOS 12-127 UL
ALT 14 - 86 UL
AST 9-54 UL
CHOLESTEROL 82 - 355 meg/dL,
OSMOLALITY (CALCULATED) 291-315 mmol/L,
COMMENTS (CHEMISTRY) 0-0
Nova Full Panel-ICU 8/17/2018 12:45:20 PM Accession ID B |
Test IResults IReference Range ..... IUnits
GLUCOSE 67 - 135 mg/dL,
UREA B6 8-30 mg/dL
- 10/73 B6
Printed Thursday, October 25, 2018
Page 10/73
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Client:
Palt?:nt: B 6

CREATININE 06-2 mg/dL,
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-7.8 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM B 6 37-54 mFEq/L
NA/K 29 - 40
T BILIRUBIN 01-03 mg/dL
D BILIRUBIN 0-0.1 mg/dL
I BILIRUBIN 0-02 mg/dL
ALK PHOS 12 - 127 UL
ALT 14 - 86 UL
AST 9-54 UL
CHOLESTEROL 82 - 355 mg/dL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L
. 11/73 B6 !

Printed Thursday, October 25, 2018
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Client:
Patient

B6

RDVM

B6

Elab results 11/30/17-12/13/17

B4, B6

i._.!é.'em-- o L LT ] (TT] Ed g [hasig
R A i B6 : - o dbwmr ¢ L Ki
B — e T —.-:_ =
e - S Rl Mgwps el | el g - e Moige g
i S fara ¥ | vl FENT! i
= L ke il RUE e
il [ - " : =
] =t ol B = 8
o "‘. =y F o i} il-lk -
o - R oy B,
[ ‘ ‘f_ 1 b [ L ¥ ] T
- LR 25 Jil [ ey 'i'
'
o Fr i | ot g
o = 2 - B6
i o el e Lt
] T S T
L &Fi Bekher e
: 'Vl : . - 8wl alelY -
LR | - it g el T ]
il B0k L [ - -
p— o — y L i
" IR ] i . by
L - ki
= - b A sk -
Ldrk [ B g
ol i ol o
iy B I >
=R 544 e
for . L R
e, i T i
e e L "
Ly Sy e e F ey =il Py - w
_-'l""'! e i e sl B F T ke B i i ) g
= il - -
T
e e L B
I l. T — = = = )
P By PR g o i = S
TR il L T %
]
S T . i
himlirie Gryi
man Friges
11
e ]
Ny L e Y
.!-
ia-dd
b -
| L. iR
i — T = R i s N T [———
s i i a
-
Bl ”aa::.u
o S . i
| So W -
! o ."rﬁ-; [
i -l wr
.._ﬂ =F] -r
N . o :I
B N S——
B o ' g . e .'.;'
e +B -
A s G e R o
e B4, B6

Page

12/73

FDA-CVM-FOIA-2019-1704-005704



Client: B 6

Patient:

RDVN; B4, B6 iab results 11/30/17-12/13/17

B4, B6

O i
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Client:
Patient:

Diet History Form

Clienit Diet History Form
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Client:
Paltei::rtlt: B 6

Diet History Form
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Client:
Paltei::rtlt: B 6

Diet History Form
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Client: i B 6

Patient: ._

Diet History Form
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Client: B 6
Patient:

Diet History Form
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Client: B 6

Patient:

Diet History Form
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Client:
Palt?:nt: B 6

Diet History Form
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Client: B 6

Patient: .

A ———

Diet History Form
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Cliont ...............................
Paltfi::rtlt:é BG

Nutrition appointment report 2-22-18
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Client: Howe, Susan
Patient: Riley

Nutrition appointment report 2-22-18
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Client: B 6
Patient:

Nutrition appointment report 2-22-18
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Client: |
Paltei::nt:é B6

Nutrition appointment report 2-22-18

B6
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Client: B 6

Patient:

3/6/18 e-mail from client with spreadsheet
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lient:
(PEaltei::IEt: B 6

3/6/18 e-mail from client with spreadsheet
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Client:
Patient:

B6

3/6/18 e-mail from client with spreadsheet
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Client: B 6

Patient: l

B6 5 3/8/18-CBC/Chem

B6
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Client: B 6
Patient:

B6 iabs 3/8/18-CBC/Chem

B6

Page 30/73

FDA-CVM-FOIA-2019-1704-005722



i BB

Patiei:

RDVM; B6 results 4/6/18
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Client:
Patient:

B6

rDVM;

B6

labs 5/8/18

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

Nutrition consultation 8-27-18
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Client:
Palt?:nt: B 6

Nutrition consultation 8-27-18
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Client: B 6
Patient:

Nutrition consultation 8-27-18
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Client: B 6
Patient

Nutrition consultation 8-27-18
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Client: ﬁ
Paltei::rtlt: B 6

Lab Results 12/2/17 - 8/18/18
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Client:
Paltei::rtlt: B 6

Lab Results 12/2/17 - 8/18/18
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Client: B 6

Patient:

RDVM/' B6 i Practice Renal Profile 6/9/18

B6
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Client: B 6

Patient:

Email from owner 9/11/18
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Client:
Palt?:nt: B 6

Email from owner 9/11/18

B6
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Client: B 6

Patient:

Vitals Results

2/9/2018 3:12:22 PM
2/9/2018 3:12:23 PM
2/9/2018 3:12:24 PM
2/9/2018 3:12:25 PM
2/9/2018 3:41:50 PM
2/9/2018 3:52:17 PM
2/9/2018 4:29:58 PM
2/9/2018 6:21:42 PM
2/9/2018 6:31:58 PM
2/92018 6:57:57 PM
2/9/2018 7:55:28 PM
2/9/2018 7:57:28 PM
2/22/2018 5:37:36 PM
2/22/2018 5:37:37 PM
2/22/2018 5:37:38 PM
4/9/2018 1:30:52 PM
4/9/2018 1:30:53 PM
4/9/2018 1:30:54 PM
4/9/2018 1:30:55 PM

8/17/2018 12:16:11 PM

8/27/2018 1:27:16 PM
8/27/2018 1:27:17 PM
8/27/2018 1:27:18 PM
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Client: B 6
Patient

ECG from Cardio

B6
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Client; B 6
Patient:

ECG from Cardio

B6 —_—
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Client: B6
Patient:

ECG from Cardio

B6 E " T .,.-

Page 46/73

FDA-CVM-FOIA-2019-1704-005738



Client: B 6

Patient

ECG from Cardio

B6
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Client: B 6

Patient:

ECG from Cardio

B6

Page 48/73

FDA-CVM-FOIA-2019-1704-005740



Client:
Patient

B6

ECG 2/9/18
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Client:
Patient

B6

ECG 2/9/18
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Client:
Patient:

B6

ECG 4/9/18
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Client: B 6

Patient

ECG from cardio

B6
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Client: B 6

Patient:

ECG from cardio

B6
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Client:
Paltei::rtlt: B 6

ECG from cardio

B6
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Client: B 6
Patient:

ECG from cardio
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Client: B 6

Patient: ._

ECG from cardio

B6
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Palt?:nt B 6

ECG from cardio

B6
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Client:
Patient: B6

ECG from cardio

B6
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Client; B 6
Patient

ECG from cardio

B6
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Client: 6
Patient: B

ECG from cardio

B6 E = i (P! ] ?"
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Client: B 6
Patient:

ECG from cardio

B6
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Client: B 6
Patient:

ECG from cardio

B6
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Client: B 6

Patient

Patient History

02/09/2018 01:17 PM
02/09/2018 02:50 PM
02/09/2018 02:50 PM
02/09/2018 02:57 PM

02/09/2018 03:05 PM
02/09/2018 03:12 PM
02/09/2018 03:12 PM
02/09/2018 03:12 PM
02/09/2018 03:12 PM
02/09/2018 03:16 PM
02/09/2018 03:41 PM
02/09/2018 03:41 PM
02/09/2018 03:41 PM
02/09/2018 03:52 PM
02/09/2018 03:52 PM
02/09/2018 04:25 PM
02/09/2018 04:29 PM

02/09/2018 04:29 PM
02/09/2018 05:23 PM

02/09/2018 05:24 PM
02/09/2018 05:32 PM
02/09/2018 05:33 PM
02/09/2018 05:33 PM
02/09/2018 05:34 PM

02/09/2018 06:02 PM
02/09/2018 06:02 PM
02/09/2018 06:04 PM

02/09/2018 06:04 PM

02/09/2018 06:21 PM
02/09/2018 06:21 PM
02/09/2018 06:31 PM
02/09/2018 06:31 PM
02/09/2018 06:57 PM
02/09/2018 06:57 PM
02/09/2018 07:02 PM
02/09/2018 07:02 PM
02/09/2018 07:06 PM
02/09/2018 07:08 PM
02/09/2018 07:10 PM
02/09/2018 07:15 PM
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Client: B 6

Patient:

Patient History

02/09/2018 07:46 PM
02/09/2018 07:55 PM
02/09/2018 07:55 PM
02/09/2018 07:57 PM
02/09/2018 07:57 PM
02/18/2018 04:25 PM

02/21/2018 03:34 PM
02/21/2018 04.07 PM
02/21/2018 04:59 PM

02/21/2018 05:15 PM
02/21/2018 06:05 PM
02/22/2018 10:49 AM

02/22/2018 02:32 PM
02/22/2018 02:33 PM
02/22/2018 05:37 PM
02/22/2018 05:37 PM
02/22/2018 05:37 PM

02/23/2018 11:03 AM
02/23/2018 11:04 AM
03/02/2018 09:53 AM
04/09/2018 01:30 PM
04/09/2018 01:30 PM
04/09/2018 01:30 PM
04/09/2018 01:30 PM
04/09/2018 03:22 PM
04/09/2018 03:38 PM
04/09/2018 03:38 PM
04/09/2018 03:39 PM
04/10/2018 03:25 AM
05/04/2018 12:42 PM

05/04/2018 12:42 PM

08/08/2018 07:27 PM

08/17/2018 11:29 AM
08/17/2018 11:39 AM

08/17/2018 12:09 PM
08/17/2018 12:09 PM
08/17/2018 12:10 PM
08/17/2018 12:16 PM
08/17/2018 12:29 PM

08/17/2018 12:45 PM
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Client: B 6
Patient:

Patient History

08/17/2018 01:00 PM
08/17/201801:14 PM

08/17/201801:17 PM
08/17/201801:21 PM
08/21/2018 02:42 PM

08/27/2018 09:16 AM
08/27/2018 11:17 AM

08/27/201801:27 PM
08/27/201801:27 PM

08/27/2018 01:27 PM
10/23/2018 03:01 PM
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Lummings

Veterinary Medical Center

AT TUFTE UNINERSITY

B6
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>
To: Carey, Lauren; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David
Sent: 10/25/2018 11:54:09 AM
Subject: i____B__!_i______rase FW: Taste of the Wild High Prairie: Lisa Freeman - EON-369325
Attachments: 205794 5-report.pdf; 2057945-attachments.zip

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

CVM OSC/DC/CERT

7519 Standish, Place

U.S. FOOD & DRUG

I #ovinisTRATION

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

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

Sent: Thursday, October 25, 2018 7:53 AM

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

Subject: Taste of the Wild High Prairie: Lisa Freeman - EON-369325

A PFR Report has been received and PFR Event [EON-369325] has been created in the EON System.

A "PDF" report by name "2057945-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 "2057945-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-369325
ICSR #: 2057945
EON Title: PFR Event created for Taste of the Wild High Prairie; 2057945

AE Date 02/20/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Died Naturally

FDA-CVM-FOIA-2019-1704-005766



Breed Great Dane

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2057945
Product Group: Pet Food

Product Name: Taste of the Wild High Prairie
Description: DCM, CHF, atrial fibrillation WB taurine =: B6 Dog's diet previously submitted to FDA Note: this
may be a duplicate submission
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 Naturally

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild High Prairie

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-369325

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=12&
issueld=386247

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

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

FDA-CVM-FOIA-2019-1704-005767



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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Rotstein, David; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L

Sent: 10/25/2018 7:10:28 PM

Subject: RE:E B6 | case-FW-: Taste of the Wild High Prairie: Lisa Freeman - EON-369325

Dr. Freeman stated this might be a duplicate submission. | dug through the database and | don’t find anything so
| think this is an original report for this case.

From: Rotstein, David

Sent: Thursday, October 25, 2018 7:54 AM

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

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

. 7519 Standish Place

B6 {(BB)

1 U.S. FOOD & DRUG

HHHH‘HH ADMIMIGETRATICM

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

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

Sent: Thursday, October 25, 2018 7:53 AM

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

Subject: Taste of the Wild High Prairie: Lisa Freeman - EON-369325

A PFR Report has been received and PFR Event [EON-369325] has been created in the EON System.

A "PDF" report by name "2057945-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 "2057945-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-369325

FDA-CVM-FOIA-2019-1704-005769



ICSR #: 2057945
EON Title: PFR Event created for Taste of the Wild High Prairie; 2057945

AE Date 02/20/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Died Naturally
Breed Great Dane

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2057945

Product Group: Pet Food

Product Name: Taste of the Wild High Prairie ~  _____.

Description: DCM, CHF, atrial fibrillation WB taurine = B6 Dog s diet previously submitted to FDA Note: this
may be a duplicate submission 77

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 Naturally

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild High Prairie

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-369325

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=08&issueType=12&
issueld=386247
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This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

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

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

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

To: Jones, Jennifer L

CcC: Reimschuessel, Renate

Sent: 7/20/2018 11:.01:57 PMO

Subject: RE: 800.267-FDA Case Investigation for;, B6 (EON 358523)
PS — | have food samples for: B6 and] B6 |

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www.petfoodology.org

From: Freeman, Lisa
Sent: Friday, July 20, 2018 6:32 PM
To: Jones Jennifer L <Jennifer. Jones@fda hhs.gov>

B6 | owners based on updates below.

Tieg

Updates: =~ e e

For Bé i WB taurine wa4 BG On36 We talked to owner:i B6 iwas having trouble breathing, they

Foré B6 | taurine came back normal (plasma =i B6 : iWB=B6:. Owner left a message thati B6 !

diedon; B6 so no repeat echo. We're calling the vet to sée |f we can find out any additional info.

Fori B6 i owner told us ori B6 He collapsed twice on B6 bnce at home and again at

B6 {where we had hifiputto sleep T L

No autopsy done. Not sure if | sent before but his taurine was plasma BG iand WB BG

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www. petfoodology.org

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

Sent: Friday, July 20, 2018 8:47 AM

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

Cc: Reimschuessel, Renate <Renate. R@iimgchuessel\@ifda hhs.gov>

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

FDA-CVM-FOIA-2019-1704-005772



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

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

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

Jen

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

LS. PO e TYRLIG

i L) o (AT, T

From: Freeman, Lisa [mailto:Lisa Freemanéiufts. edu]

Sent: Friday, July 20, 2018 8:06 AM

To: Reimschuessel, Renate <[Renate. Reimschuessel@ida hhs.gov>
Cc: Jones, Jennifer L <Jennifer.Jones@ida. hhs. gov>

Subject: RE: 800.267-FDA Case Investigation for B6 | (EON-358523)

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

B6 5. I’'m sure you’re all getting slammed with reports

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

From: Reimschuessel, Renate [mailto: Renate. Reimschuessel@fda hhs. gov]
Sent: Friday, July 20, 2018 7:55 AM

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

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

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

Dear Lisa
Thanks for gathering the information.

not clear-cut

| think Jen is more familiar with the; B6 ';:ase so I'll let her respond regarding that one.

Thank you again for all your work on this mvestlgatlon
rr

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

http:/ferww fda . goviAnimalVeterinary/ScienceResearchiucm247 334 him

From: Freeman, Lisa [mailto:lisa.Freeman@iufis. edu]

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <[Renate. Reimschuessel@ida hhs.gov>
Subject: RE: 800.267-FDA Case Investigation fori B6 :(EON-358523)

FDA-CVM-FOIA-2019-1704-005773



Dear Renate

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

Do you still want me to collect the info below?

Also, | have an update on§ B6 i who died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www petfoodology.org

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

As part of our investigation, we’d like to request:
o Full Medical Records

o Please confirm permission to contact the owner.

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

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

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

Director: Vet-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

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

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

Phish-Pharm

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

FDA-CVM-FOIA-2019-1704-005774



Aguaculture

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

FDA-CVM-FOIA-2019-1704-005775



Lab Image: NT proBNP - 2/22/2018

IDEXX VetConnect 1-855-433-9987

Date: 02212018 TUFTSUNIVERSITY
i Requisition 2 366354 200 WES TBORO RD

Species: NE Accession #. B6 MNORTH GRAFTON, Massachuszens 01336-1828
Breed:GREAT _DANE Ordered by: 508-835-7936
Gender:MALE

ApecBY Account #80735

CARDIOPET proENP - CANINE

CARDIOPET proENF ;- : : B6 :
 CANINE L 0 - 900 pmal'L HIGH | H
Comments:

P CCI

Paldl
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Cardickoey Linson: SO8-887-4696

Cardiology Inpatient

Date: 2/20/2018
Weight Weight{lbs} 82kg

Attending Cardiclogict
@ john E. Bush DVM, M5, DACVIM {Cardiology}, DACVECC

______________ e

Cardiclopy Resident :

B6

Thoaradic radiopraphs svailahle for review?
Bl Yes-inss
El  Yes-inPACS
¥  No

Presenting complaint and imporiant conourent diseases:
collapse, lethanry, hyporexia, suspected A-fib at VM

Cunrent medications and doses:
one dose of lasix IV yesterday, no other meds

Key ilication for consultation:
suspect DCM, Afib, RCHF

Questions ta be answered fram the Consult:
confirm above, long term prognosis

B6 | Canime

ks your consult tame-sensitive? {e_g, anesthesia today, owner waiting, trying to get biopsy today}

¥  Yes {explain} - owners waiting
Bl No

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

R T

B6

FDA-CVM-FOIA-2019-1704-005777



Muscle condition:
O  Normal
¥ Mild musde loss

Cardiovaceular Physical Exam
Murmmasr Grade:

& None

O i

™ T, Y

O mpw

[ Moderate cachexia
[ Marked cachexia

v
IETEY]
L vigwvi

Murmur location/desription: systolic left apical

Jugular vein:

[l  Bottom 1/3 of neck
¥  Middle 173 of nedc

Arterial pulses:
M wWeak
El  Fair
O Good
Cl  Strong

Arrhythmia
4 None

O sinusamhythmia
O Premature beats

Gallop:
Yes
4 No
[ intermittent

Pulmonary assesaments:
O Eupneic
¥  Mild dyspnea
O Maked dy=spnea
¥  Normal BV sounds

Abdommnal exam:
O Noma

O Hepatomegaly

Echocardiopram Fndings:

General/2-D findings:

I Top 2/3 of nedck

[ Bounding

& Pulse deficits

[ pulsus paradoxus
2 Other {describe):

2 Bradycardia
M Tachycardia, imegular

' Pronounced
2 Other:

H Pulmonary Cradkles
I Wheezes
Ld Upper airway siridor

[ other auscultatory findings:

[ Abdominal distension
¥ Mild ascites

B6

FDA-CVM-FOIA-2019-1704-005778



B6

Radiiopraphic findingrx :
Ideally recommend obtaining

Ascesomnent and recosmmendations:

Echocardiopram reveals severe DCM with moderate secondary LAE, and EKG reveals atrial fibrillation
with rapid veniricular reqponse rate. Changes ame consistent with CHF being the cause for effusions and
trouble breathing. The collapse episnde could be related to CHF or mtermittent more severe arhythmia
i B6 m

B6 i Recommend | B6 ’

i B6 | Idesally the patient wmll:l be hospitalized Tor monitorng with telemeiry and tiration of
medicalion doses. Recommend submitting baselne blood work, and ideally thoracic radiographs {could
be done standing in large animal if needed}. Recheck renal values, digoxin level 6-8 hours post pill, flud
check, and EGG in 7-10 days. Recheck echo/ffluid check in ™3 months, or snoner if clinical sign oocur sudh
as mreased RR/RE, cough, collapse, or exercise mitolerance.

Addendum: Patient appears more comfortable, but HR is still elevated. Recommend & mBasng B6
ERto 150megPOBD.

Diet - Taste of the Wild High Prairie {buffaloflamb/chicken}. Owners plan to change diet.

Treatment plon:

Fnal Diapnosis:
DCM, CHF
Atrial fibrillation with rapid veniricular response rate

Heort Foilhee Clocdficotion Soore:

ISACHC Classification:
B = = ia
O b M b

FDA-CVM-FOIA-2019-1704-005779



[0

ACVIM CHF Classification:
O a
O m
O m2

M-Mode
vSsd
LVIDd
Lvrwd
VSs
LVIDs
LVPWs
%S

Ao Diam
LA Diam
LA/An
Max LA
EPSS

M-Mode Normalized
IVSdN

LVIDdN

LVPWdN

IWSsN

LVIDsN

LVPW<sN

Ao Diam N

LA Diam N

2D

S5A LA

An Diam

SA LA f Ap Diam
vsd

LVIDd

Lvrwd

EDW{ Teich}

IV5s

LViDs

LVPWs
EsV{Teich}
EHTeich}

%5

S¥{Teich}

LVId LAX

LVAd LAX
IVEIV Al LAX
LVEDW MOD LAX

M c
Hdp

B6

B6

3§®33583§

{029 - 052}

{1.35- 1.73}!
{033 -053)

{043 -071)}!
{079 - 1.14}!
{053 - 078} !
{068 -0.89) !
{064 - 090} !

393®*R3I3598383389
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LVIs LAX
LVAs LAX
LVESV A-L LAX

LVESY MOD LAX

HR
EF A-L LAX

LVEF MOD LAX

SV ALILAX
5V MOD LAX
D ALLAX
€O MOD LAX

Doppler
MR Vimax
MR maxPG
MV E Vel
AV Vmax
AV maxPG
TR ¥max
TRmaxG
Tme

HR

3 ®R

ml
Ifmin
Ifmin

mfs
mmHg
mfs
mfs
mmHg
mfs

mmHg

BPM
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Cummings B6

\eterinary Medical Center vt 6

AT TUFTS UNIVERSITY Be. e

ek e OB 8879696 Years O Male GreatDanc

Cardiology Appointment Report
Date: 4/12/2018
Attending w

B6

Cardiclogy Resicdent:
B6
Cardialogy Technicion:
B6
Stuscleryt: | B6 V19

Presenting Comglaint Recheck visit for fluid check and kidney values. Owners had no new concemns.

Conasvent Diseases: DCM, CHF, A Tib

General Medicol History:

Diagnosed with DCM and CHF and A Tib 02/2 0/18 following episode of collapse and moreased respiratory
rae

Doing really well - overall gpod energy, pust normal old big dog slowing down.  Jumps up nito back of truck
no problem.

Owner noticed slight bulging out of left flank. Shight tremor in the head and neck occasionally seen when
he lays down but isstill holding his head up.

HR 130-140 when resting at home, RR 12-14 when resting at home.

Diet and Supplements:
Old food - taste of the wild high prairie - ahourt 5 cups daily {down from B}
Alsp getting boiled chicken with his pills
When he eats more food, he gets soft stool {0 asked fni BG aript}
Nutro Blueherry Crundhies - dogtreats

Cordiovaceulor History:
Prior CHF diagnosis? Yes

FDA-CVM-FOIA-2019-1704-005782



Prior ATE? No
Prior asvhythmia? Yes- Afib

Cough? Occasional single cough first thing in the momng, but no other cough

Shortness of breath or difficutty breathing? No_ Snuffly sounding breathing more pronounced when he has

to pes

Syncope or collapse? Yes - hx of collapse n February. None since then

Sudden onset [ameness? No. Just normal old great dane stifiness
Exercise intolerance? No. Owners [mit length of walks, good enerpy
Prior heart murmur? Yes- 11/ left apical systolic

Cunvent Medicalions Pertinent 1o OV Systemn:

B6

Cordine Physienl Exominalion

B6

Muscle condition:

L normal L moderate mcheda

& mitd muscie loss L marked cachexia
Cordiovsceulnr Physienl Exom:
Mumur Grade:

L Nane DNN

1 E v

1 L wisn

T

Murmar locationfdesoription: Left apical to mid-cardiac systolic

Jupular vein:
Eﬁlﬂmlﬁdnﬂi DTupIB'“ufm:k
1 middle 1/3 of neck

FDA-CVM-FOIA-2019-1704-005783



] wweak | Bounding
[ rar | putse deficts
M Good P Pulaur paradnoe s
DSI:ltl'g L other:
Arrh#l'nia:
I None L Bradycanda
D!‘.ills;lﬂqtlmia el repular - Afib
[ Premature beats
Gallop:
ETE ] pronounced
[ other:
I mtermittent
Pulmonary assessments:
gEqna‘t: Ll Pulmimnary aackies
DHﬂddﬁ;nEn L] wheeres
Dmlca:ltﬁmm DL“Haiw;qrstrih

M Namal BY sounds

Abhdominal exam:

M namal L mild ascites
[ Hepatamegaly | marked ascites
[ abdominal distension

Problemns: DCM, hx of CHF, A Tb

% = Dml}snspldile

H eos L] NT-proBNP
Eﬁmﬁipmﬁle DTmplImI
Dﬁhﬂm L Othvertests: Fuid chedk

Echocardiopram Fndings:

B6

ECG findings:

B6

Assesament and recommmendations:
Patient s doing very well at home after some tweaking of medications. B6
] B6 : and Gl signs and his ventricular response rate

‘has still been well controlled. Chem 21, POVTS mhﬂil‘tﬂ:ltmlﬂy REcommend continuing osrent
medications unless otherwise directed based on blood work. Redcheck fluid check/brief echo in 2-4
months, or sooner if clinical signs ocowr at home such as ncreased RR/RE, cough, collapse, abdominal
distension, or lethangy. Continue with monthly FCGs at home or more often if there are clinical concerns.

Fnal Dispnosis:

FDA-CVM-FOIA-2019-1704-005784



DM
History of biventricular CHF
Atrial fibrillation

Heart Foihee Clas sfication Score:

ISACHC Claification:
Hia  na
b b
™1l

ACVIM Classification:
O a M c
Odm Op
Y]

M-Mode
vsd
LviDd
LvPwd
V5=
LVIDs
LVPWs
%S 1

Max LA BG

M-Mode Normalized
IVSdN {029 -052}!
LVIDdN {135-173}!
IVPWdN {033 -053}
IV5sN {043 -0.71}
LVIDsN {0.79-114}!
LVPWsN {053 - 078}

3®33§838973

2D
SA LA

Ao Diam
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY i

Discharge Instructions

PaAET M ..........................................
Mames 5 ] Mame:| B6 | ratieem; B6 |
Fawn Male Great Dane
Bithdate|  B6 |
Attenading Candiclopist-

¥l ___JotnE RushDVM, MS, DACAM (Cardinlosy), DACVECT
B6
Studemt: | B6 vig
Cardioloey Technrson:
AdwitDafe=; B6
Discharpe Dater  B6 |
Diapnoses: Dilated candiomyopathy (DOM) with congestiveheart failure; Atrial fibrillabion
Case SUEnary
Thank you for brining | B¢ in Tufis for evahmtion ofhis milapse episode, noeased breathing effort, and imepularheart

___________

mrecammon in lanse and giand breed does and & characieriaed by thimning of the walls of theheart, redhaced candiac:
purmp hunclion, and enlarsemeent of theupper dhambers of the heart. Many dows with DOM will also have sionilicant

which we believe causad his mllapsing evenits, and to help treat this amhytimia, wetry o rabhece the heart rabe ather
than corwert that baidk to sims rhythme The heart entarsement has now prosressed tothe point of congestiee heart faihere,
meaning that fluid & baddng up i the ungs or belly. Unforbnately this & a progessivedssase and we canol reserse

B6

...........
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Manioring at hamne

Recosmnended Medicalions

Dict suppecions:

Dogs with heart Bikre acommuiatermdare fuid intheir body iFthey eat larpe amounts of sodam {salt). Sodum canbe fmnd
in all foods, but some foods are lower in sodium than others. Many pet treals, people foods, and supplements uvsed to oive
pills often have more sodum than is desiable- a sheet that has supmestions for low sodium treals can be found onthe

FDA-CVM-FOIA-2019-1704-005788



_ﬁst?!nl#dqamnemwnﬂrmhes!ﬂemhgm&iﬂumsuﬂ. It after that time we wiould recommend showty
inrodudng one of the lower sodium diets onthe HeartSmart Iist {(25% of the new diet and 75°% old diet for 2-3 days, then
5050, eie) Hopehily you can find a diet an the list that your dog likes to eal. Alternatively, Tyou areatiadhed to the
ourert diet you can reseanch the amowut of sodaam in the diet to ensure that: the sodaam oontent 5 similarto thoseonthe
list.

There have been some anecdotal reports of certain dog foods being associated with deceased artractile Rindtion indogs.
We winild ideally wanl tnavoid grain free diets or any diet that may have been assocated with heart problers indogs.

Bertse Recosmnondtions
Furﬂleflst?tull] days after starting rrﬂil:atijmftrlmt ﬁﬁmmrmmnﬂdmlhitﬂim Leash walking anly

aealhlsed nﬂleﬁmaﬁqmetmvewshumﬁhglﬂiﬂgyal:hﬂE{rqﬂtmhdl chasing, runining fast ofHeash, etc)
are generally not advised at this stase ofheart faire.

Rechedk st
WEmld likee Kienjl o gt bloodwark in 1-2 weslks 1o make sure he & inlerating his medications. 'Mamidliua‘l:u dheck his
B6 IBJEIsau:ImaﬂsEshlsml ﬁlu:tlm'llnlll:ulﬂphmuhlnbeiﬂﬂlﬁ-ﬂ howsalerhie  B6 sjml.

Pleaere wisit our HeartSmart wehs ite for more rdonmation
hittpc/fvet-tulfits. edh yheartsmarty

Presoriplioo Refill Dis closme -
For the sofety ond well-be img of our polients, your pel maesd enve od on exesninoiion by one of our velerimorions within the post
yeor in order o obiomn presopion mediotions.

Ondering Food:

Pleose oheck with your primovy velerimovion o pordrowe the recommended diet{s). I yvou wish o mrechose yeur food from s,
leose ooll 7-10 doys in odvenee (S08-887-3629) o ensure Hthe food s in siock. Alternol el velerimory dicls con be ondered from
online retoiders with o presoriplion/ve lerimony appresal.

Clioio Trinks:
Chinrcxd triols ore studies inwhich ourvelerinary doclors work with you ond your pet o invesigole o speciie discose prooess or g
promisimg new esi orfrealment. Pleose see our welisite: vel hufls cdufovmc/olinio! shedies

Case B6 | Owner:  B6 | Discheape Instnuctions
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Cummings S

. - North Grafion, MA 01536
\eterinary Medical Center i v
AT TUFTS UNIVERSITY hitipffwetmed tafts eduf

Discharpe Instructions
EBG E .............. S— poticnm] 56
TEL Mol e

Diagnoses: Dilated candiomyopathy (DOM), Alrial filwrillation, history of ongestive heart laire

CEnical

Todaywedida hﬁdﬂm:ﬂuﬂuslm’taﬂmm He looks gpod -we sawno fluid around hisheart ar
abdomen, and his hepatic vessels do not look dilated which & great. His heart lookes stable compared to previus acems.

We also collected some blood today to dhedk his kidney values, and we will call you tonigh orimomow when weget the

results back. We are so happy with how he is looking!

Maondioring ot Hosne

FDA-CVM-FOIA-2019-1704-005790



B6

Please continue rying to keep his sodaam levels low. We are happy with him getting a varied diet. We want himio keep
weight on, s0as long as he is eating his food and snadies, that s good

Berdse Recosmmnendations:

Repetitve or strenumus high enengy activities {repetitiveball chasing, nunning Fast off-leash, et ) are generally not advised
at this stape of heart fathre. Moderate walks are okcay now that his heart Faihreis betier oonimlled as long as he s not
lagring behind or needing o siop frecpeenit by,

Conlinue Medicatinns

Conlime

B6

Please contimue o send periodic BOGs any time you have a concem, or at. least oncea mondhe

Please visit our HeartSmart website for more rlomation
nttpcffwet ot edhyheartamartyf

Preszriplion Refill Dis dioioaer:
For the safely ond well-being of oar palients_ your pel mast rove od on exomination by ene of oorvelerinorions within the post
yeor it order in aldomn presoriplion medicebons.

Ondeniog Food:

Please ohve gk with youwr primory velerimonian o porohos the recommended dict{s). ¥ youwish o mychose your food from s,
pleose el 7-10 doys in odvonee [S08-887-36.29) o cnsare the food s in stock Altermol el veterimory dicls con be andered from
online refoders with o presoription/ve ierinory opprovel.

Choiool Tranks:
Chiniex trioks ore studies i which ourvelerinory dociors work with you ond your pet In invesligode o specife diseose process org
prombing new et or freatment. Pleose see our welsie: vel ufls edudovmc/clniel-siudies

¢ B6 Owne, BG Dizhape nEnEtions
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Foster Hospital for Small Animals

Cummings M

Veterinary Medical Center Norh o M 153

AT TUFTS UNIVERSITY

Client: B 6 Patient: .BG ,
Veterinarian: Species:  Canine
Patient ID: B6 Breed: Great Dane
Visit ID: 2477624 Sex: Male
Age: i B6 iYears Old

Lab Results Report
Chemistry 21 (Cobas) 6/5/2018 11:07:21 AM Accession ID:| B6 |
|Test IResults IReference Range IUnits
GLUCOSE A 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-11.3 mg/dL
T. PROTEIN 55-78 g/dL.
ALBUMIN 28-4 g/dL,
GLOBULINS 23-42 g/dL.
A/GRATIO 0.7-16
SODIUM 140 - 150 mEq/L
CHLORIDE B6 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29-40
T BILIRUBIN 0.1-03 mg/dL
DBILIRUBIN 0-0.1 mg/dL
[ BILIRUBIN 0-02 mg/dL
ALK PHOS 12-127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L,
COMMENTS (CHEMISTRY) 0-0
Slight hemolysis,Slight lipemia

Y 1/1 B6

stringsoft Printed Wednesday, August 22, 2018
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Foster Hospital for Small Animals

Lummings .

Telephone (S0R) 8395395

\eterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
PaiEt Owner oy
Mamne=| B6 | Moz, B6 | Patiemt i ' B6 ..
Spedes Canine Pubdiress: B 6 Date of request: 2/20/013
FawnMale Great Dane
Bithiste:  B6 |
Attending (hniciec.___ B6 M (SAM Rotating Intem) Sturlert-
Date of exam- 2/20/18
Patient Location: Ward/Cage: ICU Weight{lbs} 0.00
Sedation
M Inpatient [l paG
[ Outpatient Time: [l oaac
] waiting [ 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanesthetize
Examanntion Desired: CXR {do standing n large animal}

Presenting Comgplaint and Chnical Cheections you wisch 1o answer:
Emerpency

Pertinent History: collapse epissde, dx with DCM, CHF, and A-Tih

B6

- Generalized cardiomegaly with mild to moderate left atrial enlargement. No dear evidence of
cardiopenic pulmonay edema on this limited exam.

Fincling <

Radiolopicts

FDA-CVM-FOIA-2019-1704-005793



Reported: 220718
Finalzed: 2/21/18
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Foster Hospital for Small Animals

Cummings M

Veterinary Medical Center Norh o M 153

AT TUFTS UNIVERSITY

- ................................ — lBG
Veterinarian:é B 6 Species:  Canine
Patient ID: . _______________________________ Breed: Great Dane
Visit ID: 2477624 Sex: Male
Age: ,_BG,Years Old
Lab Results Report
Taurine: Whole Blood Level 6/5/2018 11:06:00 AM Accession IDE-_-_-_B-_-_G-_-_-_:
|Test IResults IReference Range IUnits
TAURINE WB i.B6 i 200 - 350 nmol/mL
- 11 i B6 i
stringsoft

Printed Wednesday, August 22, 2018
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: 8/22__/29.1_§_§_.1_Z_.24 PM
Subject: REi _B6 |

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Freeman, Lisa
Sent: Wednesday, August 22, 2018 1:43 PM
To: Jones, Jennifer L <Jenn|fer Jones@fda.hhs.gov>

Subject:: B6

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs. gov>
Sent: Wednesday, August 22, 2018 12:54 PM

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

Subject: RE: updates

Hi Lisa,
| don't have the report in our records fromi B6 i If she submitted one and has an ICSR number, we can

rack it down. e

Also, | had our team check for reports for B6 Eandi_ B6 ' but there weren't any. Are you also able
to send those along with records?

Thank you again for all of your efforts gathing the records, getting permission for interviews with owners, and
submitting these complaints. You've been a great help to the investigation!!
Jen

FDA-CVM-FOIA-2019-1704-005796



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

W5, FOLY & RLG

Ao By LT A0

From: Freeman, Lisa [mailto:lLisa.Freeman@tufts. edu]
Sent: Tuesday, August 21, 2018 10:56 AM

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

Hi Jen

Actually,i B6 ifrom! B6 !submittedi ___B6 i If you don't have that one, let me know and |
can submit

Owner would be very happy to talk to you

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda hhs. gov>
Sent: Tuesday, August 21, 2018 10:46 AM

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

Subject: RE: updates

Thank you, Lisa.

We're going to send you the box this week with 7 whirl-pak bags. Each bag will be labelled for the dog and our
internal identifier number (EON-XXXXXX). Please fill the bags with the respective food. I've calculated the return
weight based on filling 7 bags full.

Also, | have the medical records fori | B6 !, but did you submit a pet food report for him? I’'m wondering if
| didn’t see it on our end.

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

US. FOOD & DRUG - wim .

e 9067 % 0 1A

From: Freeman, Lisa [mailto:lLisa.Freeman@tufts. edu]
Sent: Monday, August 20, 2018 6:18 PM

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

Hi Jen
| forgot to note on the report | submitted today that | have a food sample and UPC code for the Acana food that
the 2 Dobies were eating.

FDA-CVM-FOIA-2019-1704-005797



Also for“i B6 ' whose heart has improved significantly, | just got a sample from the owner who found

some food remaining at her summer house — it is not fresh but I'm saving for you in case you want

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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Foster Hospital for Small Animals

Cummings M

Veterinary Medical Center Norh o M 153

AT TUFTS UNIVERSITY

Patient: BG
Species:  Canine
Patient ID: Breed: Great Dane
Visit ID: 2477624 Sex: Male
Age: IBG Years Old
Lab Results Report
Taurine: Whole Blood Level 6/5/2018 11:06:00 AM Accession ID:{ B6 |
|Test IResults IReference Rarllge.: -------------- IUnits
TAURINE WB _____ B6 - 200 - 350 nmol/mL
- 11 B6
stringsoft

Printed Wednesday, August 22, 2018
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 11/11/2018 1:15:58 PM

Subject: DCM case-Tufts-- repeat submission EON-370776 and 370708

Attachments: Earthborn grain free weight management dry: Lisa Freeman - EON-370708; Earthborn Holistic
Weight Control (Grain Free)l | B6 - EON-370776

sl O |

Please note that these are for the same dog

FDA-CVM-FOIA-2019-1704-005800



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notificationi

11/9/2018 10:08:47 PM

B6

Earthborn grain free weight management dry: Lisa Freeman - EON-370708

2058678-report.pdf; 2058678-attachments.zip

A PFR Report has been received and PFR Event [EON-370708] has been created in the EON System.

A "PDF" report by name "2058678-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 "2058678-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-370708

ICSR #: 2058678

EON Title: PFR Event created for Earthborn grain free weight management dry; 2058678

AE Date 11/05/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed

Doberman Pinscher

Age

B6 Years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2058678
Product Group: Pet Food
Product Name: Earthborn grain free weight management dry
Description: Diagnosed with DCM, CHF, and atrial fibrillation 11/5/18. Currently hospitalized. Taurine
submitted to UC Davis. Unclear if related to diet, given breed but eating boutique, grain-free diet. Only prior
history is traumatic injury in 2015.
Submission Type: Initial

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

FDA-CVM-FOIA-2019-1704-005801



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

Product Name Lot Number or ID | Best By Date

Earthborn grain free weight management dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-370708

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport. jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=387677

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-370708

ICSR:

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

2058678

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2018-11-09 16:57:32 EST

Reported Problem:

Product Information:

Animal Information:

. Diaghosed with DCM, CHFE, and atrial fibrillation 11/5/18 Currently hospitalized.
Taurine submitted to UC Davis. Unclear if related to diet, given breed but eating
_ boutique, grain-free diet. Only prior history is traumatic injury in 2015

Date Problem Started: 11/05/2018

Problem Description:

Concurrent Medical No
Problem:

Outcome to Date; Stable

Product Name: . Earthborn grain free weight management dry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Name: ' B6
Type Of Species: Dog

Type Of Breed: Doberman Pinscher

Gender: Male

Reproductive Status: Neutered

Weight: 45.2 Kilogram

Age: : BB vears

....... -

Asseésmént df P‘riorv Excellent

Health:
Number of Animals 1
Given the Product:
Number of Animals 1
Reacted:
Owner Information; Owner Yes
Information
provided:
Contact: Name: P BG-_":
e BG
Email: B6 i

Address: |

o

United States

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine

Information: . .
Contact: Name: = LlisaFreeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
FOUO- For Official Use Only 1
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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: compiled medical record LBGpdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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. Foster Hospital for Small Animals
u m m | n g S 55 Willard Street
' North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

Client:
Address: B 6

DOB: | B6 |

Referring Information

Species: Canine
Sex: Male
(Neutered)

B6

Client:
Patient: B 6

Initial Complaint:
Emergency

SOAP Text Nov 52018 6:41PM - Clinician, Unassigned FHSA

Subjective
NEW VISIT (ER)

Student:! B6 V19

Presentirl1g complaint: CH
Referral visit? yes
Diaghostics completed prior to visit: at rDVM 11/5
BIoodwork:E B6

Chest x—rays': Marked cardiomegaly, pulr'nonary edema
EKG: atrial fibrillation reported

HISTORY:
Signalment: 8 yo NM Doberman

Current history:

Patient presented as referral from rDVM for CHF and suspected DCM. Yesterday, owner noted that when playing fetch,
patient yelped while running back and immediately went inside to lay down. Patient was lethargic remainder of
evening, but went on 30 minute walk and was willing to eat dinner. Owners noticed he was intermittently breathing

Page 1/49
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Client:
Patient:

B6

heavier last night with a dry cough which owners mistook initially as him attempting to vomit. This morning, patient
not willing to eat breakfast or go for walk. Maintains thirst.

Was evaluated by rDVM today,i B6 ;, for clinical signs. Radiographs showed cardiomegaly and an arrythmia was
ausculted. ECG indicated atrial fibrillation. Patient was given 2 doses of furosemide (4mg/kg total) and referred here for

cardiology workup.

Patient has no known history of heart disease, collapse, weakness, or respiratory changes. Patient diagnosed with

idiopatic head shake 1 year ago.

Prior medical history: No known heart disease until today.

Current medications: Desaquin

Diet: earth borne grain free mixed with wellness diet wet food.

Vaccination status/flea & tick preventative use: HW and F&T preventatives.
Travel history: unknown

EXAM:

B6

C/V: no murmur, Tachycardic, atrial fibrillation, poor femoral pulses

B6

ASSESSMENT:

Al: CHF secondary to DCM

PLAN:

Page 2/49
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Client:
Patient: B 6
B6

Enroll in DCM diet study

Diagnostics completed:
ECG on intake-- Atrial fibrilation
AFAST/TFAST—— no FF, enlargement of chambers, consistent with DCM

Diagnostics pending:
BNP

Taurine

Troponin

Client communication:

B6

Introduced o to Dr. Freemen, o intersted in being enrolled in DCM study.

Deposit & estimate status BG

SOAP Text Nov 6 2018 7:16AM - Clinician, Unassigned FHSA

Subjective

cardiomegaly and ECG indicated atrial fibrillation. Patlent was given 2 doses o' B6 (4mg/kg total) and referred
here. Patient has no known history of heart disease, collapse, weakness, or re's'ﬁ'l'f'é\"t"d'r'\'/"iiﬁénges Patient diagnosed with
idiopatic head shake 1 year ago. Current diet: Earth borne grain-free mixed with wellness diet wet food. Medications

include Dasequin, HW and F&T preventatives.

Overnight respiratory rate hatsoan 2020 st oranl clicht offort.. i RA NALAT mg/kg dose) at
intake at 7 PM (2AM dose o B6 Started on
B6 . EKG monitoring
Page 3/49
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Client: B 6 1

Patient:

quickly drinking water. Ate EN Proplan overnight. Interested in Dr. Freeman's study.

Heart: No murmurs/gallops ausculted, irregularly irregular rhythm ausculted, femoral pulses weak

Assessments [refined to the highest level; list Rule Outs if appropriate]

Al: Enlarged heart- R/O- DCM (Dobie occult DCM vs. taurine-deficiency vs. BEG diet induced)

A2: Atrial fibrillation- R/O- secondary to DCM

A3. Wide complex QRS- R/O- atrial fibrillation w ashman's vs. VPC's vs. Ron T

A4. Mass on ventral neck- R/O- thyroid tumor (thymoma vs. carcinoma) vs. lipoma vs. soft tissue sarcoma

A5. Neutrophila- R/O- stress leukogram

A6. Elevated ALT/ALP- R/O: hepatic congestion vs. less likely primary liver disease (Doberman chronic hepatitis)

Plan

Page 4/49
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Client: B 6

Patient:

SOAP completed by:! B6 HV'19
SOAP reviewed by: B6

SOAP Text Nov 72018 7:19AM - Clinician, Unassigned FHSA

Subjective

Page 5/49
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Client: B 6

Patient:

Heart: Grade IlI/VI left apical systolic murmur, jugular pulses bottom 1/3 of neck, irregularly irregular heart beat,
femoral pulses variable,

Assessments [refined to the highest level; list Rule Outs if appropriate]

Al: Enlarged heart- R/O- DCM (Dobie occult DCM vs. taurine-deficiency vs. BEG diet induced)

A2: Atrial fibrillation- R/O- secondary to DCM

A3. Grade lll/VI- R/O- DMVD

A4. Wide complex QRS- R/O- atrial fibrillation w ashman's vs. VPC's vs. Ron T

A5. Mass on ventral neck- R/O- thyroid tumor (thymoma vs. carcinoma) vs. lipoma vs. soft tissue sarcoma

A6. Neutrophila- R/O- stress leukogram

A7. Elevated ALT/ALP- R/O: hepatic congestion vs. less likely primary liver disease (Doberman chronic hepatitis)

Plan

SOAP completed by:! B6 V19
SOAP reviewed by:

Disposition/Recommendations
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Client:
Patient:

B6
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S
Patient: i

bumminas

\eterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals

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

CBC, Comprehensive, Sm Animal

11/5/2018 8:12:13 PM

Client: Patient: | B6 |

Veterinarian: - Species: Lamne

Patient ID: L- Breed: Doberman Pinscher

Visit ID: Sex: Male (Neutered)
Age: ! B6 ! Years Old

Lab Results Report '

Accession IDI

|Test Results IReference Range IUnits
MPV (ADVIA) 829-132 fl
RETICS (ABS) ADVIA 14.7-113.7 KL
HCT(ADVIA) 39-55 %
WBC (ADVIA) 44-15.1 KAl
PLTCRT 0.129 - 0.403 %
PLT(ADVIA) 173 - 486 KAl
MCV(ADVIA) B 6 64.5-77.5 fL
MCHC(ADVIA) 31.9-343 g/dL
RDW (ADVIA) 11.9-152
MCH(ADVIA) 21.3-259 pg
RETIC(ADVIA) 02-1.6 %
COMMENTS (HEMATOLOGY) 0-0
HGB(ADVIA) 13.3-205 g/dL
RBC(ADVIA) 58-85 ML
Chemistry Profile - Small Animal (Pa 11/5/2018 8:12:13 PM Accession IDi:— ........ i
|Test Results IReference Range - IUnits
TRIGLYCERIDES 30-338 mg/dl
CHOLESTEROL B6 82-355 mg/dL.
- 8/49 . B6 | i _B6_
SHingsert Printed Friday, November 09, 2018
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Client:
Patient: B 6

SODIUM 140 - 150 mEq/L
CALCIUM2 94-113 mg/dL
GLOBULINS 23-42 g/dL
POTASSIUM 37-54 mEq/L
[ BILIRUBIN 0-0.2 mg/dL
ALK PHOS 12 - 127 U/L
PHOSPHORUS 26-72 mg/dL
T BILIRUBIN 0.1-03 mg/dL
MAGNESIUM 2+ 1.8-3 mbEq/L
ALBUMIN 2.8-4 g/dL
GLUCOSE 67 - 135 mg/dL
CK 22 -422 U/L
CHLORIDE B 6 106 - 116 mEq/L
T. PROTEIN 55-78 g/dL
GGT 0-10 U/L
ALT 14 - 86 U/L
tCO2 (BICARB) 14 - 28 mEqg/L
AMYLASE 409 - 1250 U/L
D.BILIRUBIN 0-0.1 mg/dL
NA/K 29 -40
AGAP 8-19
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
AST 9-54 U/L
CREATININE 0.6-2 mg/dL
A/G RATIO 0.7-1.6
UREA 8-30 mg/dL
Microscopic Exam of Blood Smear (A 11/5/2018 8:12:13 PM Accession ID::_-_-_-B_-G_-_-_-;
|Test IResults IReference Range IUnits
MONOS (ABS)ADVIA 0.1-15 KL
LYMPHS% 7-47 %
MONOS% BG 1-15 %
SEGS% 43 - 86 %
LYMPHS (ABS)ADVIA 1-438 KL
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities
SEGS (AB)ADVIA 28-11.5 K/ul
, 9/49 ..B6 | ..B6
stringsc

Printed Friday, November 09, 2018
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Client: B 6

Patient:

POIKILOCYTOSIS B6 0-0
Nova Full Panel-ICU 11/52018 8:12:13PM  Accession ID:; B6 |
|Test Results IReference lliange IUnits
nMG 0-0 mmol/L
CA (ionized) 1.17 - 1.38 mmol/L
BEecf 0-0 mmol/L,
BEb 0-0 mmol/L,
TCO2 (POC) 0-0 mmol/L,
GLUCOSE (POC) 80 -120 mg/dL
MG (POC) 0.1-04 mmol/L,
HCT (POC) 38-48 %
CREAT (POC) 02-21 mg/dL
SO2% 94 - 100 %
K (POC) 3.6-4.8 mmol/L,
F102 0-0 %
NOVA SAMPLE 0-0
CA/MG B 6 0-0 mol/mol
BUN (POC) 12-28 mg/dL
NA (POC) 140 - 154 mmol/L,
LACTATE 0-2 mmol/L,
GAP 0-0 mmol/L
nCA 0-0 mmol/L
CLPOC) 109 - 120 mmol/L,
HB (POC) 12.6-16 g/dL.
A 0-0 mmHg
pPCO2 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 11/52018 8:12:13PM  Accession ID:} B6 !
|Test |Results IReference }I{ange IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %

, 10/49 . B6 . B6 |

stringsc

Printed Friday, November 09, 2018
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Client:

B6

Patient:
TS (FHSA) B6 0-0 g/dl
11/52018 8:12:13PM  Accession ID:{ B6 |
|Test IResults IReference Range IUnits
Troponin [ (i-STAT) Cardiology - FHSA B6 0-0 ng/ml
Chemistry 21 (Cobas) 11/5/2018 8:12:13 PM Accession ID:. B6 |
Test Results IReference Ea-n-g-e; ...... IUnits
AST 9-54 U1,
UREA 8-30 mg/dL
A/GRATIO 0.7-16
CHOLESTEROL 82 -355 mg/dL
NA/K 29 - 40
T BILIRUBIN 0.1-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
GLUCOSE 67 - 135 mg/dL
ALBUMIN 28-4 g/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN B6 55-7.8 o/dL
PHOSPHORUS 26-72 mg/dL
POTASSIUM 3.7-54 mEq/L
I BILIRUBIN 0-02 mg/dL
SODIUM 140 - 150 mEq/L
ALT 14 - 86 UL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L
ALK PHOS 12-127 UL
CHLORIDE 106 - 116 mEq/L
GLOBULINS 23-42 g/dL
CREATININE 0.6-2 mg/dL
None 11/52018 8:12.13PM  Accession ID:, B6
|Test Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
- 11/49 {_B6_| . B6 |
stringsc Printed Friday, November 09, 2018
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Client:
Patient:

IDEXXBNP- B6 !

IDEXK Reference Laborstories

1 "
i o
i Petient!
- ("

Speciest T ANTHE

Breed: DOBERMAN_PINSCH
Gender: MALE

Age: BY

CARDIOPET proBNP- CANINE

CARDIOPET proBNP
- CANINE L

Comments:

Date: 11/06/2018
Requisition #;_14_._
Accesion #§

Ohrd ered b_\-‘%

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTBORO RD
NORTH GRAFTON, Massachusetts (1536
508-339-5385

Account #58033

0- 900 pmaoll HIGH

B6

1
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Client:

Patient: B 6

Vitals Results

11/5/2018 7:10:41 PM
11/5/2018 7:15:25 PM
11/5/2018 7:15:26 PM
11/5/2018 7:15:27 PM
11/5/2018 7:15:28 PM
11/5/2018 8:50:18 PM
11/5/2018 8:59:52 PM
11/5/2018 9:00:02 PM
11/5/2018 9:00:03 PM
11/5/2018 9:00:07 PM
11/5/2018 9:04:11 PM
11/5/2018 9:41:42 PM
11/5/2018 9:42:35 PM
11/5/2018 9:42:36 PM
11/5/2018 11:05:47 PM
11/5/2018 11:05:48 PM
11/5/2018 11:05:58 PM
11/5/2018 11:27:54 PM
11/5/2018 11:28:35 PM
11/5/2018 11:28:49 PM
11/6/2018 12:16:11 AM
11/6/2018 12:16:12 AM
11/6/2018 12:16:24 AM
11/6/2018 12:25:01 AM
11/6/2018 1:03:51 AM
11/6/2018 1:03:52 AM
11/6/2018 1:04:30 AM
11/6/2018 1:57:40 AM
11/6/2018 1:58:50 AM
11/6/2018 1:58:51 AM
11/6/2018 1:59:44 AM
11/6/2018 3:04:.07 AM
11/6/2018 3:04:08 AM
11/6/2018 3:06:27 AM
11/6/2018 3:32:24 AM
11/6/2018 3:34:43 AM
11/6/2018 4:06:30 AM
11/6/2018 4:06:31 AM
11/6/2018 4:06:49 AM
11/6/2018 5:00:14 AM

Lasix treatment note
Heart Rate (/min)
Respiratory Rate
Temperature ()
Weight (kg)
Amount eaten
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Nursing note
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations
Eliminations
Catheter Assessment
Heart Rate (/min)
Cardiac rhythm
Respiratory Rate
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Catheter Assessment
Amount eaten
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate

Eliminations
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Client: B 6

Patient:

Vitals Results

11/6/2018 5:24:57 AM
11/6/2018 5:24:58 AM
11/6/2018 5:25:15 AM
11/6/2018 5:46:22 AM
11/6/2018 5:46:49 AM
11/6/2018 5:46:50 AM
11/6/2018 6:31:20 AM
11/6/2018 6:31:21 AM
11/6/2018 6:31:40 AM
11/6/2018 7:12:38 AM
11/6/2018 7:12:54 AM
11/6/2018 7:13:08 AM
11/6/2018 7:13:09 AM
11/6/2018 7:13:51 AM
11/6/2018 7:13:59 AM
11/6/2018 7:16:21 AM
11/6/2018 7:16:22 AM
11/6/2018 7:16:23 AM
11/6/2018 9:19:06 AM
11/6/2018 9:36:24 AM
11/6/2018 9:36:25 AM
11/6/2018 9:58:09 AM
11/6/2018 9:58:10 AM
11/6/2018 10:06:41 AM
11/6/2018 10:07:04 AM
11/6/2018 10:15:59 AM
11/6/2018 10:16:39 AM
11/6/2018 11:31:33 AM
11/6/2018 11:31:34 AM
11/6/2018 11:33:55 AM
11/6/2018 11:37:52 AM
11/6/2018 12:02:52 PM
11/6/2018 12:02:53 PM
11/6/2018 12:03:56 PM
11/6/2018 1:11:16 PM
11/6/2018 1:13:44 PM
11/6/2018 1:13:45 PM
11/6/2018 1:16:08 PM
11/6/2018 1:38:13 PM
11/6/2018 1:51:30 PM
11/6/2018 1:51:31 PM

Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Temperature ()
Cardiac rhythm
Heart Rate (/min)
Weight (kg)

Catheter Assessment

Body Condition Score (BCS)
Muscle Condition Score (MCS)

Pain assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Lasix treatment note
Catheter Assessment
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
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Client:
Patient: B 6

Vitals Results

11/6/2018 3:03:10 PM
11/6/2018 3:10:58 PM
11/6/2018 3:10:59 PM
11/6/2018 3:36:48 PM
11/6/2018 3:37:03 PM
11/6/2018 4:33:09 PM
11/6/2018 4:33:31 PM
11/6/2018 4:33:32 PM
11/6/2018 5:08:41 PM
11/6/2018 5:08:42 PM
11/6/2018 5:18:43 PM
11/6/2018 6:31:11 PM
11/6/2018 6:31:46 PM
11/6/2018 6:31:47 PM
11/6/2018 6:31:55 PM
11/6/2018 6:32:03 PM
11/6/2018 9:01:47 PM
11/6/2018 9:02:04 PM
11/6/2018 9:02:15 PM
11/6/2018 9:32:43 PM
11/6/2018 9:32:57 PM
11/6/2018 9:33:11 PM
11/6/2018 9:33:12 PM
11/6/2018 9:45:07 PM
11/6/2018 11:17:03 PM
11/6/2018 11:18:05 PM
11/6/2018 11:18:06 PM
11/6/2018 11:58:17 PM
11/6/2018 11:58:18 PM
11/6/2018 11:59:06 PM
11/7/2018 12:45:06 AM
11/7/2018 12:45:29 AM
11/7/2018 12:45:30 AM
11/7/2018 1:53:36 AM
11/7/2018 1:53:49 AM
11/7/2018 1:54:14 AM
11/7/2018 1:54:15 AM
11/7/2018 2:49:27 AM
11/7/2018 2:49:28 AM
11/7/2018 2:50:03 AM
11/7/2018 3:26:42 AM

Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Lasix treatment note
Catheter Assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Amount eaten
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations
Respiratory Rate
Heart Rate (/min)
Cardiac rhythm
Catheter Assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate

Catheter Assessment
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Client: B 6

Patient:
Vitals Results
11/7/2018 4:00:38 AM Cardiac rhythm
11/7/2018 4:00:39 AM Heart Rate (/min)
11/7/2018 4:01:06 AM Respiratory Rate
11/7/2018 5:12:19 AM Cardiac rhythm
11/7/2018 5:12:20 AM Heart Rate (/min)
11/7/2018 5:12:33 AM Respiratory Rate

11/7/2018 5:19:34 AM
11/7/2018 5:21:05 AM
11/7/2018 5:34:53 AM
11/7/2018 5:35:01 AM
11/7/2018 5:54:55 AM
11/7/2018 5:55:09 AM
11/7/2018 5:55:10 AM
11/7/2018 6:27:18 AM
11/7/2018 6:27:19 AM
11/7/2018 6:27:52 AM
11/7/2018 7:18:19 AM
11/7/2018 7:18:32 AM
11/7/2018 7:18:33 AM
11/7/2018 7:19:29 AM
11/7/2018 7:19:30 AM
11/7/2018 7:19:31 AM
11/7/2018 7:19:32 AM
11/7/2018 7:42:35 AM
11/7/2018 8:47:36 AM
11/7/2018 8:47:37 AM
11/7/2018 8:47:47 AM
11/7/2018 8:50:11 AM
11/7/2018 9:09:21 AM
11/7/2018 11:08:26 AM
11/7/2018 11:08:27 AM
11/7/2018 11:20:51 AM
11/7/2018 11:21:02 AM
11/7/2018 12:06:15 PM
11/7/2018 12:06:16 PM
11/7/2018 12:06:28 PM
11/7/2018 12:39:17 PM
11/7/2018 1:03:57 PM
11/7/2018 1:03:58 PM
11/7/2018 1:04:22 PM
11/7/2018 1:20:21 PM

Nursing note
Amount eaten
Weight (kg)
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Heart Rate (/min)
Cardiac rhythm
Temperature (F)
Body Condition Score (BCRS)
Muscle Condition Score (MCS)
Pain assessment
Lasix treatment note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Catheter Assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
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Client: B 6

Patient:

Vitals Results

11/7/2018 1:20:22 PM
11/7/2018 1:20:59 PM
11/7/2018 1:21:06 PM
11/7/2018 3:15:43 PM
11/7/2018 3:15:44 PM
11/7/2018 3:16:26 PM
11/7/2018 3:48:16 PM
11/7/2018 3:48:26 PM
11/7/2018 3:48:27 PM
11/7/2018 3:48:41 PM
11/7/2018 5:47:11 PM

Heart Rate (/min)
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Catheter Assessment

Nursing note
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Client: {
Patient: B 6

ECG from Cardio

i B6 i 11/6/2018 11:06:07 AM

Tufts University

Tufts Cummings School of Vet Med
Cardiology
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Client:
Palt?:nt: B 6

ECG from Cardio

11/6/2018 11:06:48 AM Page 1 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology
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Client:
Paltei::rtlt: . B6

11/6/2018 11:06:48 AM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology
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Client:
Patient:

B6

ECG from Cardio

11/6/2018 11:07:04 aM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 Lead; Standard Placement
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Client:

B6

11/6/2018 11:07:15 aM

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Patient:
ECG from Cardio
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Client:
Patient: B 6

Patient History

11/05/2018 07:05 PM
11/05/2018 07:07 PM
11/05/2018 07:10 PM
11/05/2018 07:15 PM
11/05/2018 07:15 PM
11/05/2018 07:15 PM
11/05/2018 07:15 PM
11/05/2018 07:23 PM
11/05/2018 07:23 PM
11/05/2018 07:23 PM
11/05/2018 08:12 PM
11/05/2018 08:12 PM
11/05/2018 08:13 PM
11/05/2018 08:36 PM
11/05/2018 08:38 PM
11/05/2018 08:50 PM

11/05/2018 08:50 PM

11/05/2018 08:50 PM

11/05/2018 08:50 PM
11/05/2018 08:59 PM
11/05/2018 08:59 PM
11/05/2018 09:00 PM

11/05/2018 09:00 PM
11/05/2018 09:00 PM
11/05/2018 09:00 PM
11/05/2018 09:04 PM
11/05/2018 09:04 PM
11/05/2018 09:19 PM
11/05/2018 09:41 PM
11/05/2018 09:41 PM
11/05/2018 09:42 PM

11/05/2018 09:42 PM
11/05/2018 09:42 PM
11/05/2018 09:42 PM
11/05/2018 11:05 PM

11/05/2018 11:05 PM
11/05/2018 11:05 PM
11/05/2018 11:05 PM
11/05/2018 11:05 PM
11/05/2018 11:27 PM
11/05/2018 11:28 PM
11/05/2018 11:28 PM

Prescription
Prescription
Vitals
Vitals
Vitals
Vitals
Vitals
Purchase
Purchase
Purchase
Purchase
Purchase
Purchase
Labwork
Treatment
Treatment

Treatment
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Vitals
Treatment
Vitals
Purchase
Treatment
Vitals
Treatment

Vitals
Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Vitals
Treatment
Treatment
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Client:
Patient: B 6

Patient History

11/05/2018 11:28 PM
11/05/2018 11:28 PM
11/05/2018 11:28 PM
11/06/2018 12:16 AM

11/06/2018 12:16 AM
11/06/2018 12:16 AM
11/06/2018 12:16 AM
11/06/2018 12:16 AM
11/06/2018 12:25 AM
11/06/2018 01:03 AM

11/06/2018 01:03 AM
11/06/2018 01:03 AM
11/06/2018 01:04 AM
11/06/2018 01:04 AM
11/06/2018 01:57 AM
11/06/2018 01:57 AM
11/06/2018 01:58 AM

11/06/2018 01:58 AM
11/06/2018 01:58 AM
11/06/2018 01:59 AM
11/06/2018 03:04 AM

11/06/2018 03:04 AM
11/06/2018 03:04 AM
11/06/2018 03:06 AM
11/06/2018 03:06 AM
11/06/2018 03:31 AM
11/06/2018 03:32 AM
11/06/2018 03:32 AM
11/06/2018 03:34 AM

11/06/2018 03:34 AM
11/06/2018 03:34 AM
11/06/2018 04:06 AM

11/06/2018 04:06 AM
11/06/2018 04:06 AM
11/06/2018 04:06 AM
11/06/2018 04:06 AM
11/06/2018 05:00 AM
11/06/2018 05:00 AM
11/06/2018 05:24 AM

11/06/2018 05:24 AM
11/06/2018 05:24 AM
11/06/2018 05:25 AM
11/06/2018 05:25 AM

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals

Page
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Client:
Palt?:nt: B 6

Patient History

11/06/2018 05:46 AM Treatment
11/06/2018 05:46 AM Vitals
11/06/2018 05:46 AM Treatment
11/06/2018 05:46 AM Vitals
11/06/2018 05:46 AM Vitals
11/06/2018 06:31 AM Treatment
11/06/2018 06:31 AM Vitals
11/06/2018 06:31 AM Vitals
11/06/2018 06:31 AM Treatment
11/06/2018 06:31 AM Vitals
11/06/2018 07:12 AM Treatment
11/06/2018 07:12 AM Vitals
11/06/2018 07:12 AM Treatment
11/06/2018 07:12 AM Vitals
11/06/2018 07:13 AM Treatment
11/06/2018 07:13 AM Treatment
11/06/2018 07:13 AM Vitals
11/06/2018 07:13 AM Vitals
11/06/2018 07:13 AM Treatment
11/06/2018 07:13 AM Treatment
11/06/2018 07:13 AM Vitals
11/06/2018 07:13 AM Treatment
11/06/2018 07:13 AM Vitals
11/06/2018 07:14 AM Treatment
11/06/2018 07:16 AM Vitals
11/06/2018 07:16 AM Vitals
11/06/2018 07:16 AM Vitals
11/06/2018 08:10 AM Purchase
11/06/2018 08:38 AM Purchase
11/06/2018 08:44 AM Purchase
11/06/2018 08:44 AM Purchase
11/06/2018 09:19 AM Treatment
11/06/2018 09:19 AM Vitals
11/06/2018 09:33 AM Deleted Reason
11/06/2018 09:36 AM Treatment
11/06/2018 09:36 AM Vitals
11/06/2018 09:36 AM Vitals
11/06/2018 09:44 AM Purchase
11/06/2018 09:44 AM Purchase
11/06/2018 09:44 AM Purchase
11/06/2018 09:57 AM Treatment

Page
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Client: i
Patient: L B6

Patient History

11/06/2018 09:58 AM Treatment
11/06/2018 09:58 AM Vitals
11/06/2018 09:58 AM Vitals
11/06/2018 10:06 AM Vitals
11/06/2018 10:07 AM Treatment
11/06/2018 10:07 AM Treatment
11/06/2018 10:07 AM Vitals
11/06/2018 10:15 AM Treatment
11/06/2018 10:15 AM Vitals
11/06/2018 10:16 AM Treatment
11/06/2018 10:16 AM Vitals
11/06/2018 10:19 AM Purchase
11/06/2018 10:19 AM Purchase
11/06/2018 10:19 AM Purchase
11/06/2018 10:19 AM Purchase
11/06/2018 10:43 AM Prescription
11/06/2018 11:03 AM Purchase
11/06/2018 11:25 AM Purchase
11/06/2018 11:31 AM Treatment
11/06/2018 11:31 AM Vitals
11/06/2018 11:31 AM Vitals
11/06/2018 11:33 AM Treatment
11/06/2018 11:33 AM Vitals
11/06/2018 11:37 AM Treatment
11/06/2018 11:37 AM Vitals
11/06/2018 12:02 PM Treatment
11/06/2018 12:02 PM Vitals
11/06/2018 12:02 PM Vitals
11/06/2018 12:03 PM Treatment
11/06/2018 12:03 PM Vitals
11/06/2018 12:55 PM UserForm
11/06/2018 12:57 PM UserForm
11/06/2018 12:58 PM Treatment
11/06/2018 01:10 PM Treatment
11/06/2018 01:11 PM Treatment
11/06/2018 01:11 PM Vitals
11/06/2018 01:13 PM Treatment
11/06/2018 01:13 PM Vitals
11/06/2018 01:13 PM Vitals
11/06/2018 01:16 PM Treatment
11/06/2018 01:16 PM Vitals
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Client:
Paltei::;t: B 6

Patient History

11/06/2018 01:30 PM
11/06/2018 01:30 PM
11/06/2018 01:38 PM
11/06/2018 01:38 PM
11/06/2018 01:43 PM

11/06/2018 01:51 PM

11/06/2018 01:51 PM
11/06/2018 01:51 PM
11/06/2018 03:03 PM
11/06/2018 03:03 PM
11/06/2018 03:10 PM

11/06/2018 03:10 PM
11/06/2018 03:10 PM
11/06/2018 03:36 PM
11/06/2018 03:37 PM
11/06/2018 03:37 PM
11/06/2018 03:37 PM

11/06/2018 04:33 PM
11/06/2018 04:33 PM
11/06/2018 04:33 PM

11/06/2018 04:33 PM
11/06/2018 04:33 PM
11/06/2018 05:08 PM

11/06/2018 05:08 PM
11/06/2018 05:08 PM
11/06/2018 05:18 PM
11/06/2018 05:18 PM
11/06/2018 06:29 PM
11/06/2018 06:31 PM

11/06/2018 06:31 PM

11/06/2018 06:31 PM

11/06/2018 06:31 PM
11/06/2018 06:31 PM
11/06/2018 06:31 PM

11/06/2018 06:31 PM
11/06/2018 06:31 PM
11/06/2018 06:31 PM
11/06/2018 06:31 PM
11/06/2018 06:32 PM
11/06/2018 06:32 PM
11/06/2018 09:01 PM

Treatment
Treatment
Treatment
Vitals

UserForm

Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Vitals
Treatment
Treatment
Vitals

Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Prescription
Treatment

Treatment
Treatment

Vitals
Treatment
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
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Client: B 6

Patient:

Patient History

11/06/2018 09:01 PM
11/06/2018 09:01 PM
11/06/2018 09:02 PM
11/06/2018 09:02 PM
11/06/2018 09:32 PM

11/06/2018 09:32 PM

11/06/2018 09:32 PM
11/06/2018 09:32 PM
11/06/2018 09:32 PM
11/06/2018 09:32 PM
11/06/2018 09:33 PM

11/06/2018 09:33 PM
11/06/2018 09:33 PM
11/06/2018 09:44 PM
11/06/2018 09:45 PM
11/06/2018 09:45 PM
11/06/2018 11:17 PM
11/06/2018 11:17 PM
11/06/2018 11:18 PM

11/06/2018 11:18 PM
11/06/2018 11:18 PM
11/06/2018 11:58 PM

11/06/2018 11:58 PM
11/06/2018 11:58 PM
11/06/2018 11:59 PM
11/06/2018 11:59 PM
11/07/2018 12:45 AM
11/07/2018 12:45 AM
11/07/2018 12:45 AM

11/07/2018 12:45 AM
11/07/2018 12:45 AM
11/07/201801:11 AM
11/07/2018 01:53 AM
11/07/2018 01:53 AM
11/07/2018 01:53 AM
11/07/2018 01:53 AM
11/07/2018 01:54 AM

11/07/2018 01:54 AM
11/07/2018 01:54 AM
11/07/2018 02:49 AM

11/07/2018 02:49 AM

Treatment
Vitals
Vitals
Vitals
Treatment

Treatment

Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
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Client: B 6

Patient:
Patient History
11/07/2018 02:49 AM Vitals
11/07/2018 02:50 AM Treatment
11/07/2018 02:50 AM Vitals
11/07/2018 03:26 AM Treatment
11/07/2018 03:26 AM Vitals
11/07/2018 04:00 AM Treatment
11/07/2018 04:00 AM Vitals
11/07/2018 04:00 AM Vitals
11/07/2018 04:.01 AM Treatment
11/07/2018 04:.01 AM Vitals
11/07/2018 05:12 AM Treatment
11/07/2018 05:12 AM Vitals
11/07/2018 05:12 AM Vitals
11/07/2018 05:12 AM Treatment
11/07/2018 05:12 AM Vitals
11/07/2018 05:19 AM Treatment
11/07/2018 05:19 AM Treatment
11/07/2018 05:19 AM Vitals
11/07/2018 05:20 AM Treatment
11/07/2018 05:21 AM Treatment
11/07/2018 05:21 AM Vitals
11/07/2018 05:34 AM Treatment
11/07/2018 05:34 AM Vitals
11/07/2018 05:35 AM Treatment
11/07/2018 05:35 AM Vitals
11/07/2018 05:54 AM Treatment
11/07/2018 05:54 AM Vitals
11/07/2018 05:55 AM Treatment
11/07/2018 05:55 AM Vitals
11/07/2018 05:55 AM Vitals
11/07/2018 06:27 AM Treatment
11/07/2018 06:27 AM Vitals
11/07/2018 06:27 AM Vitals
11/07/2018 06:27 AM Treatment
11/07/2018 06:27 AM Vitals
11/07/2018 06:59 AM Purchase
11/07/2018 07:18 AM Treatment
11/07/2018 07:18 AM Vitals
11/07/2018 07:18 AM Treatment
11/07/2018 07:18 AM Vitals
11/07/2018 07:18 AM Vitals
11/07/2018 07:19 AM Vitals
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Client:
Palt?:nt: B 6

Patient History

11/07/2018 07:19 AM
11/07/2018 07:19 AM
11/07/2018 07:19 AM
11/07/2018 07:42 AM
11/07/2018 07:42 AM
11/07/2018 08:47 AM

11/07/2018 08:47 AM
11/07/2018 08:47 AM
11/07/2018 08:47 AM
11/07/2018 08:47 AM
11/07/2018 08:48 AM
11/07/2018 08:50 AM
11/07/2018 08:50 AM
11/07/2018 08:56 AM

11/07/2018 09:09 AM
11/07/2018 09:09 AM
11/07/2018 11:08 AM

11/07/2018 11:08 AM
11/07/2018 11:08 AM
11/07/2018 11:20 AM
11/07/2018 11:20 AM
11/07/2018 11:21 AM
11/07/2018 11:21 AM
11/07/2018 12:06 PM

11/07/2018 12:06 PM
11/07/2018 12:06 PM
11/07/2018 12:06 PM
11/07/2018 12:06 PM
11/07/2018 12:39 PM
11/07/2018 01:03 PM

11/07/2018 01:03 PM
11/07/2018 01:03 PM
11/07/2018 01:04 PM
11/07/2018 01:04 PM
11/07/2018 01:04 PM
11/07/2018 01:20 PM

11/07/2018 01:20 PM
11/07/2018 01:20 PM
11/07/2018 01:20 PM
11/07/2018 01:20 PM
11/07/201801:21 PM
11/07/201801:21 PM
11/07/2018 02:53 PM
11/07/2018 03:15 PM

Vitals
Vitals
Vitals
Vitals
Treatment
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment

Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Purchase
Treatment
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Client:
Paltei::;t: BG

Patient History

11/07/2018 03:15 PM
11/07/2018 03:15 PM
11/07/2018 03:16 PM
11/07/2018 03:16 PM
11/07/2018 03:40 PM
11/07/2018 03:48 PM
11/07/2018 03:48 PM
11/07/2018 03:48 PM

11/07/2018 03:48 PM
11/07/2018 03:48 PM
11/07/2018 03:48 PM
11/07/2018 03:48 PM
11/07/2018 04:45 PM
11/07/2018 04:45 PM
11/07/2018 04:47 PM
11/07/2018 04:47 PM
11/07/2018 04:48 PM
11/07/2018 05:47 PM

11/07/2018 05:47 PM

11/07/2018 05:47 PM
11/07/2018 05:47 PM

Vitals
Vitals
Treatment
Vitals
Labwork
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Vitals
Prescription
Prescription
Prescription
Prescription
Prescription
Treatment

Treatment

Treatment
Vitals
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Foster Hospital for Small Animals

Lummings .

Telephone (S0R) 8395395

\eterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Paliendt Owmey
Mame: B6 | Mame  B6 PRAETtE): B6
Spedes: Canine Address B6 Dateofrequest-i B6
Black/Tan Male {Neuleved)
Doberman Pinscher
Bithdode: | B6 |
ARrnding Clnicier B6 DAM {Rasident - Candiology) Stuslent-
Date of exam- 11/7/18
Patient Locationr Ward/Cape: Weight {kg} 4520
Sedation
[ inpatient [l paG
[ Outpatient Time: [l oaac
] waiting [ 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanesthetize
Examanation Desired: 1 view thoracic radiograph  {lateral} - to be done standing in larpe animal, please.

Presenting Comgplaint and Chnical Cheections you wisch 1o answer:
Emerpency

ECG indicated airial fibrillation. Patient was given 2 d[ﬁlﬂﬂi B6 } and referred

THORAX, SINGLE LATERAL VIEW, TWO IMAGES {compared to ROVM study dated 11/5/18 in 55):
Evaliation of the cardiac sihouette is slight ly limited due to superimposed thoracic imb and collimation
of the veniral portion of the thorax. The cardiac silhouette remans enlarged in height with siraightening
of the caudal cardiac border_ The pulmonary vessels are within normal imits. The previously seen
marked perihilar nterstitial pattern appearsmarkedly improved, however the ung fields are not
completely evaluated. A small amount of gas is seen within the thoracic esophapus The imaged cranial
abdomen iswithin normal limits. No osseous abnormmalities are detected.
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Condusions
- Resolving pulmonary edema and unchanged cardiomegaly consistent with diagnosed DCM. A complete
thoracic series may be considered for full evaluation.

Primary; ______B6 | VM
Reviewng:, B6 | DVM, DACVR
Dole=s

Reporied: 11/6/18

Finalzed: 115718
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY Tt/
Discharge Instructions
e Owmer
Mamez 56 Mame= B6 Paiemm: B6
Black/ Tan Male (Neutered) Dobarmman
Pnscher
Brthdow-; B6 |
Attenading Candiologist-

[ JohnE. Rush DVM, MS, DACVIM {Cardiology), DACVECC
B6

B6

mTﬂ:II-:HI:

B6

Adenit Dater 11/5/2018 61957 PM
Disdharpe Date- 11/6/2013

Diagmoses:

1. Dilated cardiormyopathy (DCM) with congestive heart fathre
2. Adrial fitwrillaton with versiroular beats

3 Mild degenerative mitral vahe dismse

(‘asemy: ___________

On FEJ!I‘IHtI:I’I,L__E_G__ wasq.let it alert Hlsl'mtmha\nms devated and irepular, and anEKG cordimmed atrial
fibrillation as welL He was on islemetry {oortinuous EKG) and received supportive cre inthe I0U and was startad on
cadiac medications inonderto help decrease his heart rateand pump better.

An echocadiooram {ulirasound of the heart) revealed dilation and thirming of thewalls of his heart consistent with a
disease clled dilated cardionmwopathy (DOM). On his BXG in addit ion 1o his airial fibrillation, he had veririoular beats
{;lﬁurha:lasul;ietsaﬂtrﬂets} whichcan heu]mrmgasﬂqmlmdtu Iilia—tlr&tm.gaﬂlﬂlnm Weako

_____________

kidney vahe bt slgli:lyelﬂﬁtﬂi Irver eneymes. Wesuspect this is seonndany to his heart diseasainat = something we
will monitor theouph bloodwiork incthe fubre: His vendrioular armhwythimia impooved overnight: and he codinoad to
breathewel We feel he is ready to go home with you Tor cortinued care and monitoeing.
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morecammon in lanse and ciant breed dogs and & characieriaed by thimning off the walls of theheart, reduced candiac:
purmp function, and enlarsement of theupper dhambers of the heart. Doberman pinschers arepredisposad 1o
developing this disease. Many diwrs with DCM will also have simificant arhythmias which an be lie- threatening and
also require medical management. The heart enlargement has now progressed to the poirst of congestive heart laihre,
meaning that fluid & baddng up i the ungs or belly. Unforbnately this 5 a progessivedesase and we canol reserse
the dhanges 10 the heart musde, however we can use cardiac medications and some changes o the diet to make your
dop comioriable and have him breathing easier.

2 o

Recosmnended Medicotions

FDA-CVM-FOIA-2019-1704-005842



B6

Daogs with heart failre acosmulatemore fuid intheir body iFthey eat lange amounds of sodem {salt). Soduom anbe
found inall foods, but some foods are ower insodium than others. Many pet treats, people foods, and supplements used
1o give pills often have more sodium than &5 desirable - a sheet that has sugpestions for low sodam treats can be found
onthe HeartSmart web site (hitip s/ fvet tufis edhyheas tamart fdiet /)

Your dog’s vl diet may also havemare sodium than recommended - we want himyher o continusetn st hisher
normal diet for thefist 71014 days 50 we can make sure he & inlerating medications well, ind after that time wewould
mnﬂdﬂmlfimuhﬂg[nanfﬂlehmaﬂimdiﬁs mthel-lenﬂ'rm Iist {25% of the new diet and 75% old

nmgﬂmtlietﬂﬂtls low in sodium Fyou would liketo put a small amount of wet food o enticehimito eat, there
arecamnad food remmmendations below as well

O The DA & asrently iwestigating an apparent association bebtwesn diet and atype of heart diseasecalled
dilated candiormyopathy. The exadt case & still unclear, bt it appears o be assocated with boutioue diets and
not eat these types of diets.

o Werecommend switching Bode to oormmercial diet made by a well-established company that &5 not erain-iee
and does not oontain any esatic ngredient s, sudh a5 kanganoo, durk, lamb, veniamn, lentils, peas, beans, nffaio,

O The DA ssupd a statement reganding this e
{hitps={fwwar ih gouf Animalvetarnary NewsEvenl 5/ CuvUpdal esfuomé1 3305.him) and a recent article
published by Dr. Lisa Freesman anthe Cummings Schools Petioodniory biog can urthar esplain these findings
(i ety it ionctufis.edhy/201 806 3 braen-heart-risk of heart disease - indhoulique or-grain-dree diels-and
-mantic-ingrediernisf).

O Ournuiritionists have compiled a list of dog foods that are gnod opbions fordogs with heart: disease.

Dry Food Opbions:
Purima Pro Plan Adult Weipht Manopgesnent

Carmed Food Oplions:

Hill"s Science Diet Adult Beef and Barley Entree

Hill's Scenve Diet Adult 1-6 Healthy Cuisine Roasted Chideen, Camot, and Spinach Stew
Roval Canin Mahae 3+

Berse Recommnendsiions
Ftrﬂuaiist?tull] days after starting medications for heart ﬁ‘hmmmﬂmlhim:lm Leash walking

intﬂmh'aealhsﬂ:l inthe future. quetrl:neurstlﬂms high enerpy activities {repetitive ball dhasing, numing
Tast offHeash, elc) are generally not advised at this stage of heart faire

Rechedh Wsits

Arecheck visit & recommended inl -7 weeks after any madication adjustmenits are made. At -this visit wewil| dheck your
ding’s breathing offort and heart fnction, do a blood test o recherk kidney and [ver vahes, A recheck echocardiopram
is recommended in3-4 months
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candiovel@tults edu for scheduling and non-emengent questions or concems.

Please wisit our HeartSmart wehsite for more rdonmation
Intipc/fwet tulfts echyheartarmarty!

Presriplinn Befill Dis closoe -
For the safely ond well-be ing of our palients, your pel mest hove hed on exominalion by one of our velerinorions within the
post yeor in order o obiomn preserpiion medicolions.

Onderiog Food:

Pleose ohveck with your primovy velerimoran o purdor the recommended diels). i you wish In prrechose your food from s,
plecse ol 7-10doys e odvence [S08-887-9620) In ensure the food s in siock. Alernolively, velerimory dicls con be ondered
from online retoilers with o presorption/ve ferinory apprenvel.

Clivicod Trils:
Chinice] rioks ore studies inwhich our we terimovy dodors work with your ond your pel to imve stigole o specific dBseose prooess or
o promsing new e or treaiment. Pleose see ourwelsite: vel hofls edufovmnc/cliniosl-shudies

Cax= B6 | Owner, B6 Dixhapge Insxticns
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' Fosier Hospital for Small Aniamals
= Willard Street
HNorth Grafion, MA 01536
Telephone {SO8) 8395395

\eterinary Medical Center i el Sy

AT TUFTS UNIVERSITY /) duf

Alvecoe/Kordin Hondourt

If you have an iPhone or Androd, you may want to explore the option of puchasing an AlveCorfKandia
ECG monitor which will allow youto record and email your pet’s heart rate and rhythm at home.

The device {Kardia} can be purchased al www_alivecor.com or www_amazonuoome The app for your
phone is free.

I you harwe s iPhomne-
O Seardh for Veterinary AlveF 05" app in the Apple Store
O You will need to sipn-up for an account
O Make qreto have your pet's name inthe information so we know whom it is from
0 |f the app asks for permission to access headphone portfspeaker portal, say "OK/allow”

i you hawe an Andinokd-

Search for Kardia® app n the Google Playstore

You will need to sipn-up for an account.

Make qure to have your pet's name in the information so we know whom it s from

If the: app asks for permission to access headphone port/speaker portal, say "OK/allow”

Once downloaded, it will require you to send a “test BCG™ for activation of the app. Just place
your fingrers on the siiver sencsors and let it record

if the test BCG s unable to recond, iry agan, with lessmovement. [ it still fails, then youwr
phone is not compatible with the device

(== = I = I -

o

Recording an BOG-

O Apply rubbing alcohol {soaked cotton ball will work} to the chest region behind your pet’s
elbow {where you can feel the heartheat}
Enough to wet the regions where both silver boxes will touch the animal
If yourr peet is fhufly, you may have to clip a small patch of fur to allow for better contact
Hold the device against your pet's dhest with the siver areas being up and down {vertical} n
contact with the animal
With the app open, hold your phone near {within a few nches} the device
There is a signal bar inthe upper left comer of the app to show whether it detects the device.
if there are no bars then move your phone aroundfeet doser to the device until they appear.
Once you see a recording, hold everything i place for at least 30 seconds if possible.
The humon Kordio opp will ottempt ta interpret the ECG: just ignore this oz it & not chewoys
e,
O The heort mote thot the opps repart is olsa not chwoays ooccuarote.

(== N = I = =

(==
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Saving an ECG:
O The app will automatically save the HOG as long as the recording is long enough {>2seconds}
@ You can click on the ID {box with pencil icon} n the Veterinary AlveE(G app to add your pet’s
name

Emniling an ECG:
@ If you are in the recording screen on the Veterinary AliveBECG app, clidk on "BOGs” to see the list

of saved E(Gs
4 [t you are inthe home screen on the Kand'ia app, clidk "History'.
O Select the EGG you wish to send. Go to "Share”_ Select "Email PFDF. SKP the Password protect
feature and select the email app you widh to send it by {Gmail, outlook, yahoo, etc). You mest
hove o working emoil on your phone for this to wark.
Select an FOG that you wish to send
Click the mail icon {either a box with amow or a letter symbol}, and select “Email™
Email to: cardiovet @tults edu {only monifored Monday-Friday SAM-5PM)

(== =
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Cummings B6

Veterinary Medical Center st w5

AT TUFTS UNIVERSITY B6 Years 0dd Male {Newtered)

Cardiology Liaon: SOB-8B7-4696 Dobenman Pinscher
Black/Tan BW: Weight {ke} 4520

Cardiology Inpatient

Date: 11/6/2018
Weight Weight {kg} 4520

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

B6

B6

Tharacic radiopraphs available for review?
M Yes-in S5
= Yes - in PACS
[ No

Presenting complaint and imporiant concousrent diseases:
DCM, CHF, a-Tib

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

P T——

B6

Mustle condition:

M Normal [ Moderate cachexia

= mild musde loss 2 Marked cachexia
Cardiovascular Physical Exam
Murmar Grade:

1 None = v

M v vV

1 v E wipvi

E man

Murmur location/desription: left apical systolic
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Jugular vein:

[ Bottom 1/3 of the neck [ Top 2/3 of the neck
[ Middle 173 of the nedk E!lﬂmfmﬂlerﬂdc
Arterial pulses:
[ weak 2 Bounding
I3 Fair M Pulse deficits
[ Good [ pulsus paradoxus
[ Strong [ Other {describe):
Arrhythmia
[ None [ Bradycardia
[ Sinus amrhythmia & Tachycardia - atrial fibrillation
[ Premature beats
Gallop:
[ Yes [ Pronounced
& No [ Other:
[ Intermittent
Pulmonary assesaments:
[ Eupneic = Pulmonary Cradkles
e Mild dyspnea [ wheezes
[ Marked dy=pnea [ upper girway stridor
[ Normal BV sounds [ other auscultatory findings:
Abdomnal exam:
[ Normal [ Abdominal distension
[ Hepatomegaly I mild ascites
Doppler fandingx:
MEtral inflow:
[ Surmmeted I peevdnnonmal
[ normal [ restrictive
[ Dedayed relacrtion
Blood Presasre {mmie):
Cuff size:
Lmb:

B6
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Assesamnent and recosmmendations: Findings consistent with active congestive heart failure due to
dilated cardiomyopathy {DCM} and atrial fibrilaltion. Considering breed predisposition, unclear whether
DCM s a primary cause or this is diet induced {patient hasbeen on grain free digt for years}. Patients on
DCM with CHF demands lifelong treatment in order to improve systolic function and avoid fluid
mmlﬂthn. Huweuer remrrrnend Taurine mplElnmErI:d:'nn as some paﬁentst:a'l henel"rt from 'rt.

monitored durng hospitalization. Recommend switch diet to anormal lanpe breed diet, such as Pro Plan
Weight Management_ Echocardiogram should be repeated m 3 months or sooner in case patient
develops clinical signs consistent with worsening of the disease_

Treohment plan:

Acklenchan

1172018 - Patient improved respratory rate overnight but had frequent ventrioular arhythmias
{multimorphic VPCs, coupletsand triplets) that can potentially be life treatening: B6 HD
for 7 days and then SID isrecommended. Blood work revealed normal kidney function and mild elevation
on liver enzymes and hypokalemia; B6 fL). Ih[:ummend B6 [l and supp lement

[l]'l:a!Elll'l’l ZmEq [I"ﬂ“f RID.

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

v

Fanal Diapnosis:

Dilated cardiomyopathy - rfo primary vs. diet nduced.
Congetsive heart failure

Atrial fibrillation

Veniricular arhythmias.

Heort Failhure Classification Score:

ISACHC Classification:
Hia Ha
b b
~ 1

ACVIM CHF Classification:
A M
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Cummings i

. . Telephone [SOB) 839-5395
Vteinar Medice Genter SR
Notice of Patient Admit
R OO CaseBo: B6 |
e

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

Your patient presented o our BEmergency service. Flease malke note of the following information to facitale
commaEscation with our tesm

The aftesdimg dodior s | B6 i
The reason for adm ission D the FHSA is: DOM, Afib

H you have any questions reqaniing this paticdlar case, please call 508-887-4988 tn reach the Candboloqy Service
Information is updated dady, by noon

Thank you for your refermal tn oor BEmermency Semvire.
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Lummings T

Telephone {508} 8395395

\eterinary Medical Center e

’ htipffvetmed tufts e diyf/Bode
AT TUFTS UNIVERSITY

BG Male (Neutered)
Canine Doberman Pinscher

Today'sdate: 11/8/2018
Dear | B6

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

__________________________________

Today, B6

M icin stable condition

[ is still in the oxypen cage

[ s critically ill

discharged from the hospital 11/7/2018

Today's treatment s modude:
M bloodwork planned /pending
M edchocardiography
[ cardiac catheter procedure planned
treatment for CHF secondary to DCM
[ ongping trestment for thrombosis
M ongping treatment for amrhythmia {airial fibrillation}

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

Please call {508} B87-4696 before 5pm or email us at eardiowetiirufts edu if you have any questions.
Thank you!

Attending Clinician: | B6 ' DVM {Resident - Cardiology}
Faculty Clinician: ¢ B6 DVM,DACVIM
Senior student:
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From: PFR Event <pfreventcreation@fda.hhs.gov>

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

Sent: 11/11/2018 2:32:25 AM

Subject: Earthborn Holistic Weight Control (Grain Free)]  B6 - EON-370776
Attachments: 2058702-report.pdf

A PFR Report has been received and PFR Event [EON-370776] has been created in the EON System.
A "PDF" report by name "2058702-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-370776

ICSR #: 2058702
EON Title: PFR Event created for Earthborn Holistic Weight Control (Grain Free); 2058702

AE Date BG Number Fed/Exposed | 1
Best By Date 11/09/2019 Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2058702

Product Group: Pet Food

Product Name: Earthborn Holistic Weight Control (Grain Free)

Description: Diagnosed and treated for DCM at Cummings Medical Center at Tufts. Have fed Earthborn
Holistic Weight Mamagement Grain Free diet for about 5 years. Read FDA Study Report and decided to report
experience. | wrote a comprehensive description of what happened twice and got timed out both times. Call if
can be of further help.

Submission Type: Initial

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

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

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

Product Name Lot Number or ID | Best By Date

Earthborn Holistic Weight Control (Grain Free) 11/09/2019

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-370776

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=387745

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-370776
ICSR: 2058702

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: 2018-11-1021:21:30 EST

Reporter is the Animal  Yes
Owner:

Reported Problem: Problem Description: . Diaghosed and treated for DCM at Cummings Medical Center at Tufts. Have fed
Earthborn Holistic Weight Mamagement Grain Free diet for about 5 years. Read
FDA Stugy Report and decided to report experience. | wrote a comprehensive
_ description of what happened twice and got timed out both times. Call if | can be
of further help.

Date Problem Started: 11/04/2018

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Information: Product Name: Earthbom Holistic Weight Control (Grain Free)
Product Type: Pet Food
Lot Number: Expiration Date: 11/09/2019

UPC: 3484671932
Package Type: BAG

Package Size: 28 Pound
Purchase Date: 09/14/2018
Number Purchased: 1

Possess Unopened No
Product:

Possess Opened Yes
Product:

Storage Conditions: In sealable bag that it came in in dry room

Product Use Dpescription: Kibbles fed along with Wellness wet food

Information: First Exposure 10/01/2018
Date:

Last Exposure 11/05/2018
Date:

Time Interval 6 Hours
between Product
Use and Adverse
Event:

Product Use Yes
Stopped After the
Onset of the
Adverse Event:

Adverse Event No
Abate After
Product Stop:

Product Use Unknown
Started Again:

Perceived Possibly related
Relatedness to
Adverse Event:

Other Foods or Yes
Products Given

FOUO- For Official Use Only 1
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to the Animal
During This Time
Period;

Manufacturer Name:
[Distributor Information:

Eartborn Holistiv
Type(s): Manufacturer

Address: United States

Contact:

Possess One or Yes
More Labels from
This Product:

Purchase Location Name: _ Amazon

Information:
Address: United States

Name: ' B6
Type Of Species: Dog

Animal Information:

Type Of Breed: Doberman Pinscher

Gender: Male

Reproductive Status: Neutered

Weight: 100 Pound

Age: 9 Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional practice Name: |

Information: Contact: Name:

Address: |

B6

e

United Stafes ™

Type of
Veterinarian:

Primary/regular veterinarian

Date First Seen: 11/05/2018

Permissionto Yes
Release Records

to FDA:
Practice Name:

Name:

Phone:

Other Phone:§

55 Willard St
North Grafton
Massachusetts
01536

United States

Contact:

Address:

. Cummings Veterinary Medical Center at Tufts University

B6 |

Type of Referred veterinarian

Veterinarian:

Date First Seen: 11/05/2018

FOUO- For Official Use Only
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Permissionto Yes
Release Records
to FDA:

Name: i bbb ;

Sender Information:

Address;

United States

Contact: phone: ‘
Other Phone: !

Email: | B6
Permission To Contact Yes
Sender;
Preferred Method Of Phone
Contact;
Additional Documents:
3

FOUO- For Official Use Only
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Client: B 6

Patient: .
Chem 3/14/19
Tufts Cummings School Of Veterinary Medicine
m ’ 200 Westboro Road
e North Grafton, MA (1536
DUPLICATE
Name/DOB: B6 Provider| __ B6 |
Patient ID: Sex: CM Order Location: V320559: Investigation info
Phons number: Age: O Sample ID: 1903140161

Collection Date: 3/14/20194:02 PM
Approval date:  3/14/2019 6:30 PM

Species: Canine
Breed: Doberman Pinscher

Research Chemistry Profile - Small Animal (Cobas)

DNOYES Ref. RangeMales
Glucose 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-71.2 mg/dL
Calaum 2 9.4-11.3mg/dL
Magnesium 2+ 18-30mEqL
Total Protein 5.5-7.8 g/dL
Albumin 28-40 gidL
Globulins 23-42 gidL
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
Chloride 106-116 mEq/L
Potassium 37-54mEgL
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NAK 20-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 U/L
ALT 14-86 U/L
AST 9-54 U/L
Creatine Kinase 22422 UL
Cholesterol §2-355 mg/dL
Triglycerides 30-338 me/dl
Amviase 400-1250 U/L
Osmplality (calculated) 291-315 mmol/L
Comments (Chemistry)

Sample [D: 19031401611

Reviewed by

REPRINT: Otig printing on 3/14/201% (Final)

Page 4/71
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Client: B 6

Patient:

Diet Hx 3/14/19

CARDICLOGY DIET HISTORY FORM
e Please answer the fol !uw ing guestions aboul yvour pel

Pet’s ﬂame? BG Ohwner's name 2 1 B 6 Today's date: gl w)f i 1 ‘Qi

1. Howwould vouassess vour pefs appetite? (mark the fxamt 7 TRE (e TElRA that best represents your pet's appatite)

Example: Foor } Excellent

Poor E Excellent

2. Have yvou noficed & change in vour pet's appetite over tha last 1-2 weeks? (check all that apply)
CEats about the same amount as usual  HlEats less than usual DiEats more than Usual
%‘Seems o prefer different foods than usual B0ther

3, ‘Owverthe last few weeks, has your pet [check ong}
Diostweight [Gained weight Stayed about thesame weight DDontknow

4. Please listhelow ALL pet foods, peonle food, treats, shack, dental chews, rawhides; angany otherfood tem that yourpet
surrently eats. Please include the brand, specific product, and favorso we know exactly what youpetis eating.

Exagmples are shown in-the table ~ plegss provide snough detail that we tould go to the slore and Duy the exact same food

Food {include specific product and flaver) Amount How often? Fad since
Nutro Grain Free Chicken, Lentl & Swaet Polalo Adult 1 Moup Zxday Jan 2018
B5% lean hamburger Joz Tx/weak Jdan 2015
Pupperoni original beef flavor 14 Txdday Aug 2015
Rawhide 8 inch twist 1x/wveak Dec 2018

WW%@% B

‘f?ycz i i S 5

Lo iff;rm [N u? e, SOFK
T g P L I‘ }?. & ey ;&g;j?

P ol -*'—ﬁ-y‘e [ e e . L e S Sty Frif ki

e [ gafalG- Sl polet v C DO N Y el aniar Bh N et
e 7 SR ;i et E#[s; . FER e (f;r.;,
ot gt LGSR R B BT 2
ST f, w2 "m‘% £, @{L'é, i “'r il ) “’“?‘T“') L P : .
*Any addtional dist information can ba listed on the back of this sheeim L ban MM & e L Ex oLt Tt
O \w;‘; J?@f, B6 | L ﬂ{,::,gwg .
§: .06 yvou give sny digtery supplements tovour pet (for example; vitamins, glumsa ine, €atty aclds or boyunnet Lol
supplements)? E?es%o i yes, please list which ones and give brands and amounts:
Brand/Concentration Amuount per day
Taurine Lives LiNo
Carnitite DYes ONo
Anticuidants OYes DONo
Muitivitamin DYes KMo
Fish ol DiYes Tiio
Coanzyme 10 d¥es UNo
Other{please listy
Example; Vitamin C Nature's Bounity 500 my tablels — 1 per day

& How do you administer pills o your pet?
1 1 do not give any medications
| put them ditectly In my pet's mouth without food
O putthern inmy pal's doglest food
ek putihem e Pill Pocket or similar product 7

. O hickuos or i Fn

{'pt themn in foods {ligf Toods): e .
_ff f B h} i Lo ih = / f)z:f f‘«i T f;j » o
sthas W — I fte‘ saits A 2 ?Exf]” Pﬂg ﬁaf [a”:’ W:‘; £
3 ¥ #L i ; —};jzf f f%}_ ﬂé@ff‘*‘
Page 5/71
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Diet Hx 3/14/19

/

B6 (frﬂ@-xi bfh(+ﬁﬂ[flj ﬁf J’féwge(( %rﬁ?if

‘—Ealf }\f U _
D we i
v/ ol Hhe A”“f fad, o ﬁ{“( Gﬂm?i% jﬂ?iﬁ:fd gﬁﬂ fe fffVSa"/
W 10 ¢ b b ; ‘ jﬁﬂ_ﬁ-gﬂ 7LEJ 7’”}/ i e | I. - f\‘[ﬁl
e e poTHine e G Bl el P77,
A ot fffﬂf‘ Jmfii " 4o
o uéf L g T Y
/)/f yetu , %ﬁ%/n# ) r(~~gf;(
/’J ceber ¥ alrin K Mly Yy redrccn? Y Z ’}M//y |
e COAIIE g e
B6 F Loy e %ﬁhf 4 el Yy 7%6

Y escC i bt c/;g-y‘ g cflaj'* food é;ga L
or r-’j‘*f’;éfﬁ/ /ﬁﬁ{’/ or

. " me husband
oo ¥ gﬁmé/ffﬂﬂ s s -{/ Eﬁ; | |
ggf /Hee/ | . , %ﬁﬁ,ﬂf{) he ate Tt

fhon he éafi"?g% f"ﬁi}}.{a—pfﬁj s ad 1> f«@ﬁu(@ﬁﬁ fatinl

People (eow— (bitben— carnols . potafoes — Begf
Ca Py gr — e Yo janGer _i,}_ﬂaﬁ.ﬁg
g — 2L - ¥ dgug

v He [ost 3 days  In/r9- Ais appe it
afva/p/}f@p off —  he s mi’f,’ 5mém_j Ix = a"fzt/
amest  ave-30 People Frab - ",

. 7 A e d Lﬁ@"e "J'a'(f
T #eip & despefecC hamd (ondt€h e e fram walbS/ . .
@ sactly what ke kaa gaten [ hao many fimes fe P22 or pol? 5 / 4 if—_{»_.;?,, Jpifel f(;,;;;"/‘{ﬂ_f/ﬁ:’

'l /_';ﬁ?.«:?

B6 | (o faw

Page 6/71
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Clifznt: B 6

Patient:

Notes from owner 3/14/19

MEMORANDUM

EXPERIEMCE WITH PROTOCOL FOR DILATED CARDIOMYOPATHY [DOMY)

RESEARCH REVIEW VOLUNTEER

a yelp for no apparent reasan , He dmpped the ba and walked around somewhat d senented an
apparent hypoxic event. We brought him Into the house and kept a close watch on him with no slens of
dis‘cress The next mcmirng when he seemed somewhat lethargic, | put 8 stethoscope on him and was

> wias verv.rapid. also detected a gurgle in his abdomern. We took himto
our focal vet| B6 i, disgnosed him as having DCM and recommended that
he be teken to Tufts. Aswe had had him at Tufts before, we Immediately agreed and sur vet made
cortact with Tufts and told us that they would be expecting us.

Lmight also note, retmspeﬂi\felv that approximately six months earlier, he was running In the backyard
and let out an "idiopathic velp®, but without-any disorlentation or unususl behavior.

in the Intervening six months and perhaps some months before he had humerous incidents of head
tremors which were described by our vet as benlgn and idiopathic - but perhaps are hotidiopathic and
may be symplomatic of cardiovascular output Tssues.

T | A madicinsl rodime, Was put in place fw;th minior modifications over the first fow weeks
inconsultation with B6 'The current dosages are as follows:

We lefU NS WA W BrOEGEE OV -8 TRORTR SOTERIE SRR WITH TeEsanablE Tuality of ife, but with
sudden death 3 possibility at any time. We were also told that while DCM canbe managed foran
indeterminate perlod it Is not a reversible candition,

His'heart rate remalned very high 5 B6 fcr most of the first twio months a5 did his resting

respiration rate [mid 20's to mid 30‘5) Over the past bwo months his respiration rate has'been guite

Page 771
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Client:
Patient: B 6

Notes from owneré B6

normal and his heart rate has not been visibly rap|d (although | was surprised at the heart rate shown on

BEHAVIORAL CHANGES.
There have been numerous behavioral changes.

1. He sleeps a lot more than pre-incident.

' has had to be very creative to assure adequate
nutrition. We started him out on the diet recommended by the Nutrition Dept consisting of Purina Pro
Plan Adult Weight Management and Hill's Science Diet Adult Beef & Barley Entree. He basically refused
this diet after our trying various ways to entice him to eat this. He also refused his prior diet of
Earthborn Holistic Adult Weight Management Kibbles and ellness gram free Beef, Chicken, Lamb, or
Turkey. He kept losing weight and after consulting with,____B6 i, he suggested we feed him
whatever it takes to maintain body mass. We started out with roasted chicken and rice. Whatever we
fed him he seemed to lose interest in rather quickly. At one point we resorted to Hills Science Urgent
Care a/d to stimulate his appetite. We now tend to feed him baked salmon, hamburger, steak, turkey,
pork, halibut, etc. It is generally difficult to get him to eat other that at our dinner hour when he
indicates he'll have the same thing we are having. We have also had some intermittent success with Dr.
Marty's freeze dried raw meat, fish, poultry and eggs.

Thisis a dog that lived for food and exercise. He ate anything that we put in front of him with gusto and
always had his head on my arm at meal time. He always wanted a dog biscuit when he came in from
outside. Now he often has no interest in such a treat or will refuse 3 choices hoping to get what might
be his current favorite.

3. We have had and continue to have considerable trouble with diarrhea. He'll be good for a few days
then bad for a few days - but quite difficult to permanently stabilize.

4. He is not as assertive as he was pre-treatment as instead of bounding out the door and running
around the property being a watchdog, he now walks out the door and waits to be sure | am with him.

QUALITY OF LIFE

I would say that once his respiration stabilized and his apparent heart rate appeared non burdensome,
he has had a good guality of life. He thoroughly enjoys his walks and we take him out for 15 minute to
45 minute walks when the weather is reasonably comfortable. On colder days, if he stops walking due to
me chatting with somebody, he will start shivering after a few minutes; but as long as he is moving he is
fine. When a vehicle pulls into the driveway he goes into watch dog mode and barks loudly - although
he misses some of the delivery trucks that do not ring the bell (which he never missed before). He
maintains his very gentle charming self when not sleeping and enjoys a little ball playing in the house.

He bounds up to the second floor bedroom as if everything is just fine.

Page /71
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Client: :
Patient: L

-and his respiratory rate comfortable.

MANAGEMENT

generaw bemeen 2:00 and 4: aﬁ a.m, where as:mmpaw him cutmde for five to ten minutes with
pérhiaps 3 wind chill of 10 degrees below zerp. Thivls 7 feature of thd B6 ;Nh:ch has kept his lungs dear

GUESTIONS
We are most interested Inyour evalustion and any suggestions that you might have for us,

Would any of the supplements that are presoribed for humans such as CoQ10, magnesium r argining
be of any valoe?

Would g raw food diet be of any benefit?

Weare very gratefui far the B6 Hays we have had with our pal. We were not sure he would last until

fwhen Wwa Teft Cummirgs. - B6 iwas very responsive to sny questions ard

suggested madffecatmns to the protocol based m conditions presented once we were home, Al the
staff that we interacted with at Tults were top aotch,

Page 9/71

FDA-CVM-FOIA-2019-1704-005864



Client:
Patient: B 6

IDEXX BNP - 3/14/2019
iy : e :
[DENY Refersnee Laborstoriss Cliersi B6 [ pziend B6 |
R IDEXX VetConnert 1-888-433-9987
Client{ _B6 _; TUFTS UNIVERSITY
Patiendt B6 200 WESTEORO RD
Spe:igl:'flﬁm NORTH GRAFTON, Massachusets 01336

Breed: DOBERMAN_PINSCH 508-839-5383

Gender: MALE NEUTERED
Agec TV Account #33533

CARDIOPET proBNP- CANINE

CARDIOPET proBNF
- CANINE

0- 900 pmolL HIGH BG

Comments:
: 1

Pageloi 1

Page 10/71
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Client:
Palt?:nt: B 6

]
irecords

p3/19/2019 14:16 : B6 i B6 ; PAGE ©1/86

Attention: In repards to our 3/19/2019 visit with:
B6 % PATIENT: B6 | Canine

Phone:i” " BE ] ACCT NC

Fax: {TBE owner:| B6
Patient Medical History:

i _B8_!is a 9y CM dobie who is evaluated today for inappetance that is likely induced by his current cardiac medications,
as it has begun to improve since adjusting medications 4-5 days ago. He is currently happily cating a variety of human
products and his people plan to start introducing some of the dog foods previously recommended by the nutrition
department at Tufts. His DCM is being managed by cardiology at Tufts as well and a thyroid panel, leptospirosis panel
are currently pending. Based on those results the plan is to check an amiodarone level provided the abdominal ultrasound
he was sent here for does not reveal any underlying cause for his appetite. He was diagnosed with DCM and hospitalized

for this about 4 months ago.

Trcatment Plg_l_\:

B6

Page 11/71
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Client: B 6

Patient: i

!"""""E'G' """"" i ! B6 i PAGE ©2/86

Client Instructions:

We love your sweet boy and arc happy not to have seen anything concerning in his abdomen today! We agree with the
suspicion that his cardiac medications have led to the reduced appetite which has already started to improve. We
discusscd the concern for deficiencics in his current dict of a varicty of healthy human food and you have reached out to
the nutritionist at Tufts to discuss a supplement. You are also cautiously optimistic that he will eat some dog food with
his improvement and will start to try and introduce the dicts recommended by Tufts.

Please continuc with his cardiac medications as previously directed.

Please let}l B6  iknow how things are going with him and if there is anything else we can help with for his carel

Sincerely,
| _...B6____IDVMDACVIM
Attachments: u/s rcport, discharge instruction Tmnscﬁplion:i:BEi EditsiE_{;j
If :-_-_-_-_-@-_6-_-_-_-_-: is schedulcd to return tog B6! for further services, please forward any new
medical history and lab work toi B6 iorfaxtoi  B6 i
Page 12/71
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Client:
Patient: B 6

B6 5 records

©3/19/2019 14:10 B6 B6 PAGE B3/86
i
Sonographic Evaluation - Abdomen
o _______________
Patient: BG L._._B._§_._.;
Owner;
Account Number: B !
Procedure Performed by: : B6 EDVM DACVIM

Page 13/71
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Client:

Patient:

B6

93/19/2019 14:18

Medical Discha

B6

B6

ree Instructions

PAGE ©04/06

866;

Patient Update:

a 9y CM dobie who is evaluated today for inappetance that is likely induced by his current cardiac medications as it has begun to

improve since adjusting medications 4-5 days ago. He is currently happily eating a varicty of human products and his peoplc plan to start

introducing some of the previously recommendcd dog foods by the nutrition department at Tufts. His DCM is being managed by

cardiology at Tufts as well and a thyroid panel, leptospirosis panel are currently pending. Based on those results the plan is to check an

amiodarone level provided the abdominal ultrasound he was sent here for does not reveal any underlying causc for his appetite. Hc was

diagnosed with DCM and hospitalized for this about 4 months ago.

Discharge Instructions:

We love your sweet boy and are happy not to bave seen anything concerning in his abdomen today! We agree with the suspicion that his

cardiac medications bave led to the reduced appetite which has alrcady started 1o improve. We discussed the concern for deficiencies in

his current diet of a variety of healthy human food and you have reached out to the nutritionist at Tufts to discuss a supplement. You are

also cautiously optimistic that he will cat somc dog food with his imprevement and will start to try and introduce the dicts recommended

by Tufts.

B6

B6

Page

14/71

FDA-CVM-FOIA-2019-1704-005869



Client:

Patient: |_

©3/19/2819 14:18 |  B6 | : B6 i PAGE  ©5/86

Plcase continue with his cardiac medications as previously directed.

Plcase leti B6 Eknow how things are going with him and if there is anything clse we can help with for his care!

Plcase call our officc at': ________ B6 }l if you have any questions or concerns before your next scheduled progress exam. If you have a

medical cmergency outside of our normal officc hours, please contact your regular veterinarian, or consult the list of emergency clinics

below.

i B6 _ iDVM DACVIM

B6

B6 B6

Page 15/71
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Client: B 6

Patient:

P3/19/2019 14:18 | B6 ! i B6 i PAGE B6/06

B6

Urinalysis

Gross Examination:  Color: 554w Appearance: Cheas

B6

1 BE_i(Dog)
y - o
C}’Slo :::’"1 BDOmerack& i nacher
o Neutered Male  wt: 88 7 I
Catheter U Birthdsy: [” BE_ i Age:gy

Freecatch O ,

Strip Reading:

Pellet: Specific Gravity: /. o/¥

Urobili (mg/dL): ¥ norrtial B Ug L

Glucose (mg/dL): )5 negative 050 0100 0250 asoo 1000
Ketone (mg/dL): \d negative Otrace O15(+) 040(++) BO80(+++)  C160(++++)
Bilirubin: Wnegative O+ D4+  DOtss

Protein (mg/dL): O negative %ace 030(+) D100(++) 0300(+++) D2000(+++)

Blood: Y;(ncgativc Non-Hemolyzed O tracc O moderate
Hemolyzed o trace [ small(+) gmoderate (++) glarge(+++)
pH: os )Ls 065 07 08 09

Sediment Analysis: WBC: #7720~ ¢ RBC: _7o-¢ Bacteria: 4 sme

Casts: Lot
Crystals: Lort tpro sl
Epithelium: L2l
Notes: S
B6¢ ....)
Page 16/71
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Client:
Patient: |

oy
»

B6 Records - 3/21/2019

03/21/2019 3:39:07 PM -0400 | B6 | PAGE 1  OF 1

B6

B6

v
o

REPORT OF LABORATORY EXAMINATION

Client: . Owner: [
BG E i..B6
Revd Date: 301802013 5:40:00 PM Animal MRN: 37181
Admitted By: | | B6 i Species: Breed: Doberman Pinschar
Ordered By:  NTA Age: Gender: Male, Castratad
Encounter. 02617248 Tag/Reg 1D
CRt: AP Other 1D: ) B
I Pending 0rdar Summary ]
Recewved Date  Order Name Status

03/18/201% Endocrinology Interpretation  Ordered

fndasr!ha!ayr

I Endocrine Results [

Collected Date/Time | 03/18/2019
(If Provided) 11:00:00

Procedure ] | Ref Range Unats
Total Thyroxine (TT4) (RIA) [ [11-60] nmel/L
Total Trilodothyronine (TT3) [0.8-2.1] nmol/L.
Free T4 by dialysis (RIA) | [5-42 pmolL

T4 Autoantibody (RIA) B6 020 | %

T3 Autcantibody (RLA) [0-10] | %
Thyread Stimulating Hermone (CLIA) [0.00-0.58] | ng/mL

Thyroglobulin Autoantibody (ELISA) * 03] [ =

B6

L = Low Resuit, H = High Result, @ = Critical Result; " = Correctad Result * = Interpretive Data, # = Result Foolnote
Print DatefTime: 32172019 330 PM
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Client: B 6

Patient:

B6 /Records - 3/21/2019

Final Report

Case#:  B6
B Accessioned: 03/20/19
Report Generaled: 03/20/19 @ 3:35 PM by AS1
Results Last Modified: 03/20/18 @ 3:35 PM
e | o —— = Owner _____ B (Dmeedinator
: B6 i ; B6 ! i B6_ i
Breed Species Sex / Fixed Ane
Doberman Pinscher Canine (dog) Male - Neutered / iB6iYears
Microbiology

Aninal bautsme_ bbrat LmBGJ..m ........... bhad kgt bRQm..............

Thiz mesaage iz NEnded Tor the uze ot the Indnadual or sntty i Which [T Sddressed. and may comtain nrarmation that is Povieged, Conhdential, end exempt fram Lizcicawe Under
APRICaDie Law. [F he reader of thiz mazaege 12 nol e IKended recpient or the employes of apent responaible Tor Selivenng e masssge 1 tha mtgndad recipient, vau ane nersby

notfed thet eny digseriingtion, distroubon, or ospying 12 eincily prohonad,

Page 1 of 1 86
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Client:
Patient:

B6

i~ 3/27/2019

Canine

Doberman Pinscher

Male

23743
T 3/27/19
3/27/19

ProCyte Dx Hematology Analyzer, Catalyst Dx Chemistry Analyzer, Vetlyte Electrolyte Analyzer

Hematocrit WBC Creatinine
=

Hematology | i |
3279 11:29 AM 11/30118 11/114/18

12:41 PW 11:14 AM
REC 565 -8.87 M/iuL
Hermatocrit W3I-B17%
Hemoglobin 13.1-20.5 g/dL
MCW 61.6-7351M
MCH B6 21.2-25.9 pg B6 B6
MCHC 320-379gdL
RDW 13.6-21.7%
% Reticulocyte %%
Reticulocytes 10 - 10 Kl
Generated by VetC |:|\nn|en:® PLUS March 27, 2019 11:46 AM Page1 of 3
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Client:

Patient:
B6 - 3/27/2019

e = e .

i B6 i — B6 __i ™ 3127119
Hematology (continued)
Reticulocyte 22.3-29.6 pg
Hemoglobin
WBC 5.05- 16.76 KipL

% Meutrophils

%

% Lymphocytes %
% Monocytes %
% Eosinophils %
% Basophils %
Meutrophils B6 295-11.64 KiuL B6 B6
Lymphocytes 1.05-5.1 KiyL
Monocytes 016 - 1.12 KiuL
Eosinophils 0.06-1.23 KiuL
Basophils 0-0.1 kKl
Platelets 143 - 484 KipL
W 91-1941
MPY 87-1321
Plateletcrit 0.14-046 %
RBC Run
WBCRun
Generated by VetConnect® PLUS March 27, 2019 11:46 AM Page 2 of 3

Page 25/71

FDA-CVM-FOIA-2019-1704-005875



Client:
Patient: . BG

B6 L 3/27/2019

T 3/27/19
Chemistry = 1
J2TM9 11:38 AN 11:28 AM 11130118 11/14/18
12:45 PM 11:21 AM
Glucose 70 - 143 mg/dL |
Creatinine 0.5-1.8mgidL
BUN 7-27TmgidL
BUMN: Creatinine
Ratio
Phosphorus 25-6.8 mg/dL
Calcium 7.9-12.0 mg/dL
Sodium 144 - 160 mmal/L
Potassium 3.5-58 mmolL B6
Chloride 109 - 122 mmolfL
Tatal Protein 52-82gdL
Albumin Be 22-39gdL BE
Globulin 25-45g/dL
Albumin:
Globulin Ratio
ALT 10-125 UL
ALP 23 - 12 UL
GGT oty
Bilirubin - Total 0.0-0.9 mag/dL
Cholesterol 110 - 320 mg/dL
Ay lase 800 -1,500 LIL
Lipase 200-1,800 LIL
Generated by VetConnect® PLUS March 27, 2019 11:46 AM Page 3 of 3
Page 26/71
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Client:
Patient:

B6

B6

|- 4/6/2019

Chen!“i

B6

Species: Canine
Breed:

Tast

Resulls

Gender: Male/Castrated
Waight

Age: B Years

Doctor

Reference Interval LOW

NORMAL

B6

HIGH

ProCyte Dx (April 6, 2019 10:18 AM)

RBC
HCT
HGB
MCV
MCH
MCHC
ROW
%RETIC
RETIC
RETIC-HGB
WBC
%NEU
%LYM
%SMONO
%EOS
%BASO

MONO
EOQS
BASO
PLT
MPY
POW
PCT

B6

565 -
3T.3-

131

212 -
320-
136-

100
223
505

0.16 -

0.06

148 -

8.7

21

0.14

8.av
61.7
20.5
735
258
3re
21.7

110.0
206
16.76

484
13.2
19.4

-DAG

27119

B6

Printed: April 6, 2019 10:26 AM

Page 1 of2

Page 27/71

Y e VW
B B AN
LABORATORIES

FDA-CVM-FOIA-2019-1704-005877



Client: B 6

Patient: i

B6 - 4/6/2019
Client:! B6 i Gender: Male/Castrated :
Patient Name:. B6 ! Waight E
Species: Canine Age: B Years :
Broed: Doctor:
Test Results Reference Interval LOW NORMAL HIGH
Catalyst Dx (April 6, 2019 10:25 AM) 327119

11:36 AM

GLU 70-143 ]
CREA 0.5-1.8
BUN 7-27 |
BUN/CREA B
PHOS 25-68 =
CA ) 7.9-120
™ 52-82 :
ALB 22-39
GLOB B 6 25-45 o
ALB/GLOB =
ALT ox
oyl 1B6
THIL 00-08 ]
CHOL 110 - 320 B
ANMYL 500 - 1500; -
LIPA 200 - 1800; L]
VetLyte (April 6, 2019 10:19 AM)
Na 144 - 160 ]
K B 6 35-58 i
C 109 - 122 il |
Printed: April 6, 2019 10:26 AM Page 2 of2 b B /AN

LABORATORIES
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Client:

Patient: B 6

Troponin 4/4/19

. %, Gastrointestinal Laboratory
& “ Dr. J.M. Steiner
= &1 Department of Small Animal Clinical Sciences
% m) 5 Texas A&M University
’-A.O; £ &£ 4474 TAMU
T College Station, TX 77843-4474

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

i__B6 | Phone:

Tufts LiniversiteClinical Pathology Lab Fax:

Attni _ B6 ___; : :

200 Westors Road Animal Name:

Morth Grafton, MA 01336 Owner Name:

USA Species:

Date Received: Apr0d4, 2019

Clinical Pathology Tracking Number: 329174 GlLab Accessior  Be |
Test Result . Control Range Assay Date
Ultra-Sensitive Troponin | Fasting B6 <006 04/05/19
Comments:

Page 29/71
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Client:
Patient: B 6

Troponin 4/4/19

Important Intemal Medicine Conference
Notices:
Join us for a unique continuing education event in Phuket, Thailand Oct 7th -

11th, 2019. For details see http://ftexasimconference tamu edu

Ongoing studies

Cobalamin Supplementation Study- Dogs and cats with cobalamin de ficiency with normal PLI, and either normal or
lowiconsistent with EP1) TLI to compare the efficacy of oral v= parenteral cobalamin supplementation. Contact Dr.
Chang at chchang@eowm tamu edu for further information.

Chronic Pancreatitis with Uncontrolled Diabetes Mellitus- Seeking dogs with chronic pancre atitis and uncentrolled
diabetes mellitus for enrollment into a drug triallmedication provided at no cost). Contact Dr. Sue Yee Lim at
slim@cvm.tamu.edu or Dr. Sina Marsilio at smarsilio@ ovm.tam u.edu

Dogs with Primary Hy peripidemia- Prescription diet naive dogs newly diagnosed with primary hyperlipidemia are
eligible to be enmlled in a dietary trial. Contact Dr. Lawrence at ylawren ce@ cvm.tamu.edu for more in form atien.

Dogs with Chronic Panc reatitis-Dogs with chronicpancreatitis (cPLi =400pg'L) and hypertrighyceridemia (=300 mg/dl)
are eligible to be enmolled in a dietarytrial. Contact Dr. Lawrence at yia wre nce@ ovm.tam u.edu

Chronic enteropathies in dogs-Please fill out this bief form Ditpoiftimvurl comfibd-enrell to see ifyour patient gu alifies.

Feline Chronic Pancreatitis- Cats with chrenic pancreatitis for more than 2 weeksand LI =10 pgiL are eligible for
enroliment into a treatm ent trial investigating the e ficacy of prednizolone or cyclosporine. Please contact Dr. Yamkate
for further information at pyam kate @ocvm tamu edu

We can not accept pac kages that are marked "Bill Receiver"

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

Gl Lab Contact Information
Phone (979) 862-2861 Email: glab@cvm tamu_edu
Fax: (979) 8622864 vetmed tamu_ edu/gilab

Page 30/71
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Client: | i
Patient: B 6
B6 |- 51412019

Canine

Doberman Pinscher

B6

24138
T 5/4/19

Male ULT: 574119

(B Years

:.B6_| T
DEXA Services: Catalyst Dx Chemistry Analyzer, VetLyte Electrolyte Analyzer
Chemistry = 1
514119 11:10 Al 11:02 Al 4619 32719

10:25 AM 11:36 AN

Glucase 70-M43mgal i ] o
Creatinin e 0.5-1.8 mgidL
BUN 7-2Tmg/dL
BUM: Creatinine
Ratio
Phosphorus 2 5- 6.8 mgidL
Calcium 7.9-12.0 mg/dL
Sodium 144 - 160 mmol/L
Potassium 35-58 mmollL
Chloride 109 - 1.2 mmol/L
Total Protein BG 2-82gdL B6 B6
Albumin 22-39gdL
Globulin 25-4.5gidL
Alburmin:
Globulin Ratio
ALT 10 - 125 UIL
ALP 3- 2120
CoT 0-11UL
Bilirubin - Total 0.0-0.9mg/dL
Cholesterol 110 - 320 mg/dL
Amylase 500 - 1,500 L
Lipase 200 - 1,800 LWL - .
Generated by VetConnect® PLUS May 4, 2019 11:31 AM Page 1 of 1
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Client:
Patient:

B6

NC State Genetics 6/5/2019

NC State College of Veterinary Medicine

Veterinary Cardiac Genetics Laboratory

1060 William Moore Dr., RB 326
Raleigh, NC 27607
vegl@lists.ncsu.edu

(919) 513-3314

To request swab collection kits, please visit
hitps#cwm.nosu. edw/genetics/cheek-swab-request/

Doberman Pinscher Dilated Cardiomyopathy (DCM) Genetic Testing

Dilated cardiomyopathy mutation (DCM) is a form of heart disease in the Doberman pinscher dog. It is an inherited
disease, and our laboratory has identfied two mutatons responsible for the development of DCM. Dogs that are
positive for both mutations are at the highest risk of developing DCM

Owner Name: NCSU Doberman DCM1 Negative
(PDK4) Result:
Dog's Name: ' NCSU Doberman DCM2 Negative

Result:

Below is an explanation for each possible test result so you can better understand all the possible results
and make informed breeding decisions:

N egative Result for
both DCM1 and
DCHM 2:

The absence of both mutabons in 3 Doberman indiates that the nisk of developing DCM is
low. Itis stll possible for a dog to develop heart disease. However, a negative result for both
DCM1 and DCM2 indicates that a dog does not have either mutation known to cause DCM.

Positive result for
NCSU DCHM1 only :

Breeding
recommendations:

About 40% of dogs with this mutation will develop DCM. Dogs that are positive for only
DCM1 will not necessarily develop signifiant heart disease.

Dogs are positive for DCM1 should NEVER be bred to a dog thatis positive for NCSU DCM 2
since this will lead to dogs that are highest risk of developing DCM. Dogs that are posiive
homozygous for DCM1 should ideally not be bred.

P ositive Result for
MNCSU DCM2 only :

Breeding
recommendations:

About 50% of dogs with this mutation will develop DCM. Dogs that are positive for only
DCM2 will not necessanly develop significant heart disease.

Dogs are positive for DCM2 should NEVER be bred to a dog that is positive for NCSU DCM1
(PDK4) since this will lead to dogs that are highest risk of developing DCM. Dogs that are
positive homozygous for DCM2 should ideally not be bred.

Positive result for
both NCSU DCM 1
and NCSU DCM2 :

Breeding
recommendations:

Dogs that positive for BOTH DCM1 & DCM?2 are at a very HIGH risk of developing
DCM and should be carefully monitored by your veterinarian for signs of disease. Annual
evaluation by a @rdiclogist with an echocardiogram and Holter monitor after 3 years of age is
recommended.

Dogs that are positive for both DCM1 & DCM2 are at the HIGHEST risk of developing DCM and
should ideally not be bred since they @n pass both traits on. They should never be bred to a
dog thatis positive for either test.

As always, breeding decisions should be made carefully. Remowval of a significant number
of dogs from the breeding population could be very bad for the Doberman Finscher breed.
Remember that dogs that carry this mutation may alsa camy other important good genes

that we do not want to lose from the breed.

Page 32/71
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Cummings B6

Veterinary Medical Center ——
8 ";ELTLEIN;;?;: Y ;':‘?EETM [Mewtered) Doberman
Black/Tan
Cardiology Appoinmtment Report
ENROLLED IN DCM DIET STLIDY
Date: B6
Atiending Cordiologist

B6

B6

Candiclopy Technscan:

B6

FDA-CVM-FOIA-2019-1704-005883



B6

Muscle condition:
[ Normal
7] vl murscle boss

Condicwncculnr Physical Bxam:
Murmur Grade:

EQI None

Ul

E

IR

Jupular wein:

¥ moderate cachexia
L] marked cachexda

O wpn

U wpw
L i
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M| Bottom 1/2 of the nedk

L 172 way up the neck

[ meddle 1/3 of the neck [ Top 2/3 of the neck
Arterial pulses: -
[ weak ] Rounding
[ Fair L1 pulse deficits
¥ Good Dll'llsuspinlhms
O strong U other:
Arrl’@’m:Shwaﬁh?
[ none [ pradycandia
[l smus arhythmia ] Tachycandia
[l premaiwre beats
Gallop:
 ves L pronounced
i Mo L other:
L intermittent
Pulmonary assesaments:
| Eupnesc L pulmonary crackles
L mild dyspnea Ll wheezes
Ellllﬂhadd'fsplm Dllppeni-a'rstllinr
M Normal BY sounds
Abdommnal exam:
M Mormal 1 wald ascites
[ [ mtarked asdtes
| abdominal distension
Problems:
-DCM
E || Echo cardiogram L] Dialysis profile
Eﬂlunistqrpnﬁe D'Ihnr.l:i:mlinglq:hs
O ece U NT-proawe
L Renal profile U Troponin |
[ Blood pressure Ll other tests:
bl anflow:

mEimlﬁ-pMmir—ﬁ

B6
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B6

Findings consistent with mild mprovement n coniractile function and decrease in LA size. It s unclear
whether 1t is secondary to bett er contml of ventricular rate, better manapement of DCM with
pmobendan, or diet-induced DCM with mprovement on systolic function

ﬂlmdm[kmmmaka:lamtma ....... B6 zmtﬂaimad liver values {T Bili

B6 and cholesterol ako elevaied. B6 ﬂl}.l_merﬂme;aml

i[hl]hﬁl:la"ul elevation coud be secondary to amiodanone hepat'ic +/- thyroid toxicity, with conoument
overzealous duresis; however the combination of elevated kidney and liver values could also be

consistent with leptospirosis. Ihmrrmeml B6

. B6

Dilated cardiomyopathy with atrial fibrillation - rjfo primary DCM vs_ diet induced DML
Azatemia - ule out secondary to fumsemide vs primary renal disease vs mfection
Elevated LFT - rule out amiodarone toxicity vs primary hepat opathy vs infection {leptospirosis v other}

Heort Foihee Clos sification Scome:

ISACHC Classification:
Hia Hia
O i O nib
=

ACVIM Classification:
& A ™ c
O p1 Up
O g2
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M-Muode
Ivsd

LVIDd
LvPWd
V55

LVIDs
LVPWs
EDV{Teich}
ESV{Teich)
EH{{ Teich}
]
5V{Teich}
Max LA
TAPSE
EPSS

M-Mode Normalized

B6

IVSdN
LVIDdN
LvPWdN
IWSsh
LVIDsN
LVPWsN

2D

SALA

Ao Diam
SA LA J An Diam
vsd

LVIDd
LvPwd
EDW{Teich}
VS

1VIDs
LVPWs
ESV{Teich}
EHTeich}
2
5V{Teich}
Ivsd

LVIDd
EDV{Teich}
LvPwWd
IVSs

LVIDs
ESV{Teich}
EH{Teich}
EFCube}

B6

B6

2#%3399989§3§
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%FS
SV{Teich}
Si{Teich}

SV{Cube}

SI{Cube}
LVPWs

LV Major
LV Minor
Sphericity Index
LVLd LAX

LVAd LAX
LVEDV A-L LAX
LVEDV MOD LAX
LVLs LAX

LVAs LAX

LVESV A-L LAX
LVESV MOD LAX
HR

EF A-L LAX

LVEF MOD LAX
SV AL LAX

SV MOD LAX
COALLAX

€O MOD LAX
R-R

HR

COA-LLAX

CO MOD LAX

Doppler
E

e

IVRT

AV Vmax
AV maxPG

B6

B6
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Report Details - EON-390034

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

ICSR: 2067994

Type Of Submission: Followup

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

Reporting Type: Voluntary

Report Submission Date: 2019-06-10 11:03:47 EDT
Initial Report Date: 11/09/2018

Parent ICSR: 2058683

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

has been eating the same diet. Doés not have clearcut DCM on echo but has
_reduced cardiac contractility. Taurine pending and owner has changed diet and
started taurine supplementation

+ 11/07/2018

No

Problem:

Outcome to Date

: Better/Improved/Recovering

Product Information: Product Name:

Product Type

 Zighature trout & salmon dry
: Pet Food

Lot Number:

Package Type:

Product Use

Information:

BAG

_ trout & salmon from 09/30/15-10/01/18 1.25 cups twice |
daily of Zignature. 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 ealen were misc. varieties brought by misc.
delivery people (propane, UPS, ete.) and not regularly. [t we
ever had to give medication, we always used the Greenies

_ Pill Pockets, .

Description:

Manufacturer

[Distributor Information
Purchase L ocation

Information:

Animal Information: Name:

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

Age:

Assessment of Prior

Retriever - Labrador

Male

Neutered

25.9 Kilogram

3 Years

Excellent

Health:

Number of Animals

Given the Product;

Number of Animals

Reacted:

Owner Information:

Owner Yes
Information

provided:

Contact: Name:

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-005889



Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Reported to Other
Parties:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Email:

Address:

B6

United States

Practice Name:
Contact: Name:

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

5088874523
Email: lisa.freeman@tufts.edu

Phone:

Yes
Email

None

Med Records pt 2.pdf
Medical Records
Medical Records

Med Records pt 1.pdf
Medical Records
Medical Records

Tufts Cummings School of Veterinary Medicine

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

FOUO- For Official Use Only
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Rotstein, David; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L

Sent: 11/13/2018 8:56:20 PM

Subject: RE: DCM cases- Lisa Freeman and/or Tufts-related- 11/10/18

To stay on the same page: EON-370713 and EON-370715 are 2 pets from the same household reported by Dr.
Freeman. EON-370762 is the owner report for this household.

From: Rotstein, David

Sent: Saturday, November 10, 2018 8:56 PM

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

Subject: DCM cases- Lisa Freeman and/or Tufts-related- 11/10/18

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

CVM OSC/DC/CERT

7519 Standish Place

B6  }(BB)

1 U.S. FOOD & DRUG

HHHH‘HH ADMIMIGETRATICM

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

FDA-CVM-FOIA-2019-1704-005891



From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE>

To: Rotstein, David; Ceric, Olgica; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee
Anne; Peloquin, Sarah; Queen, Jackie L

Sent: 11/19/2018 11:49:14 AM

Subject: RE: DCM cases 11/16/2018 1500

EON-371239 is the 2" report for this dog, the 4 report for this household. Dr. Freeman submitted a report for
each dog (EON-370713 and EON-370715) and the owner has now submitted a report for each dog
(EON-370762 and EON-371239).

From: Rotstein, David

Sent: Friday, November 16, 2018 2:59 PM

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

Subject: DCM cases 11/16/2018 1500

Please note for(EON370762) EON-371239-Zignature, that there was a report for another dog in the household.
David Rotstein, DVM, MPVM, Dipl. ACVP

CVM Vet-LIRN Liaison
CVM OSC/DC/CERT

7919 Standish Place
5 B6 8B)

U.S. FOOD & DRUG

‘ ADMINISTRATICN

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

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 11/9/2018 10:52:44 PM

Subject: Zignature trout & salmon dry: Lisa Freeman - EON-370715
Attachments: 2058683-report.pdf; 2058683-attachments.zip

A PFR Report has been received and PFR Event [EON-370715] has been created in the EON System.

A "PDF" report by name "2058683-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 "2058683-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-370715

ICSR #: 2058683
EON Title: PFR Event created for Zignature trout & salmon dry; 2058683

AE Date 11/07/2018 Number Fed/Exposed | 3
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Retriever - Labrador

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2058683
Product Group: Pet Food

Product Name: Zignature trout & salmon dry

same diet. Does not have clearcut DCM on echo but has reduced cardiac contractility. Taurine pending and owner
has changed diet and started taurine supplementation

Submission Type: Initial

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

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

FDA-CVM-FOIA-2019-1704-005893



Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Zignature trout & salmon dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

{USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EOQON-370715

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=387684

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-370715

ICSR:

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

Report Submission Date: 2018-11-09 17:46:50 EST

Reported Problem:

Product Information:

Animal Information:

2058683
Initial
FPSR.FDA.PETF.V.V1
Adverse Event (a symptom, reaction or disease associated with the product)
Voluntary
Problem Description: _ Older housemate diagnosed with DCM and CHE ScreenmgB(i1 becaise he
has been eating the same diet. Does not have clearcut DCM on echo but has
_ reduced cardiac contractility. Taurine pending and owner has changed diet and
... startedtaurine supplementation
Date Problem Started: 11/07/2018
Concurrent Medical No
Problem:
Outcome to Date: Stable
Product Name: Zignature trout & salmon dry
Product Type: Pet Food
Lot Number:
Package Type: BAG
Product Use Description: 3 He ate Zignature
Information.. =~ trout & salmon from 09/30/15 - 10/01/18 1 25 cups twice
daily of Zignature. The primaty 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. varieties brought by misc.
delivery people (propane, URPS efc) and not regularly, If we
__ever had to give medication, we always used the Greenles
Pill Pockets.
Manufacturer
/Distributor Information:
Purchase Location
Information:
Neme: [ B6 |
Type Of Species: Dog
Type Of Breed: Retriever - Labrador
Gender: Male
Reproductive Status: Neutered
Weight: 25.9 Kilogram
Age: 3 Years
Assessment of Prior Excellent
Health:
Number of Animals 3
Given the Product:
Number of Animals 2
Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name:
Phone: !
Email;
Address: | B 6
1

FOUO- For Official Use Only
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United States

Healthcare Professional pPractice Name:

Tufts Cummings School of Veterinary Medicine
Information:

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Contact: pPhone: 5088874523
Email: lisa.freeman@tufts.edu
Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: compiled medical record.pdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2
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bummings

Veterinary Medical Centen

AT THFEE GhirERETY

Client:
Address: B 6

Referring Information

Foster Hospital for Small Animals

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

All Medical Records
Patient:i B6 !
Breed: Golden Retriever Species: Canine
DOB: i""B_(_-; ______ 5 Sex: Male

(Neutered)

B6

Client: B 6

Patient:

Initial Complaint:
Scanned Record

Initial Complaint:

New -i B6 - DCM study

B6

Disposition/Recommendations

Page

1/22
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Client:
Patient:

B6

Page 2122
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Client:
Paltei::rtlt: B6

Foster Hospital for Small Animals

bumminas

1 * ' R North Grafton, MA 01536
i N oy '
UEIE?IRi]-]' i E’-‘flll.l!-l I.EE[EI' (508) 839-5395
AT FTUFEE DRIVl R i
Client: | B6 Patient: | B6
Veterinarian: Species:  [Canine
Patient ID: | __B6___! Breed: Golden Retriever
Visit ID: Sex: Male (Neutered)
Age: 'B6 Years Old
Lab Results Report =
11/7/2018 1:29:30 PM AccessionID:;  Bg
|'1'est [Results IReference Range IUnits
Troponin I Research - FHSA i B6 | 0-0.08 mg/dl
. 3122 ..B6 | N:N

Printed Friday, November 09, 2018

Page 3/22
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Client:

Patient:

B6

B6

irecords

Page 4122
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Client:

Patient:

B6

RDVM

B6

records
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Client:
Patient:

B6

RDVM |

B6

irecords
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Client:
Patient:

RDVM

records
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Client; |
Patient: |

RDVM|

records
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Client: i
Paltei::rtlt: . B6

RDVM } B6 Erecords
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Client: B 6

Patient:

RDVM B6 irecords
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Client: B 6

Patient:

RDVM B6 records

Fm:.mmim i ﬁmk
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Client:
Patient:

B6

RDVM,

B6

i records

Fm:.mmim i ﬁmk
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Client:
Patient:

B6

RDVM

B6

i
irecords

IO TSI B 3P

B6
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Client:
Patient:

B6

RDVM|

B6

!
irecords

Fm:.mmim i ﬁmk
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Client: !
Paltei::rtlt:é B6

IDEXX BNP - 11/8/2018

Page 15/22
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Client:
Patient:

B6

CBC/Chem - 11/7/2018
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Client: S
Patient: B 6

CBC/Chem - 11/7/2018

Tafts Cammings Schosd OF Vetorinary Modicine
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Client:

Patient: B 6

Vitals Results

11/7/2018 11:32:13 AM Weight (kg)

B6

Page 18/22
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Client:
Palt?:nt: B 6

ECG from cardio

B6 . b LB W—

Page 19/22

FDA-CVM-FOIA-2019-1704-005915



Client: B 6 5

Patient:

ECG from cardio
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Client:
Palt?:nt: B 6

ECG from cardio
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Client:
Palt?:nt: B 6

Patient History

11/05/2018 10:46 AM

11/05/2018 12:36 PM

11/07/2018 10:07 AM
11/07/2018 10:48 AM
11/07/2018 10:53 AM
11/07/2018 11:32 AM
11/07/2018 12:08 PM
11/07/2018 12:18 PM

11/07/2018 01:29 PM
11/07/2018 01:30 PM
11/07/2018 01:30 PM
11/07/2018 01:30 PM

Appointment

Appointment

UserForm
UserForm
Treatment
Vitals
Purchase
UserForm

Labwork
Purchase
Purchase
Purchase
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B6

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

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

Sent: 1/1/2019 9:48:33 PM

Subject: Orijen grain free original dry: Lisa Freeman - EON-375114
Attachments: 2060741-report.pdf; 2060741-attachments.zip

A PFR Report has been received and PFR Event [EON-375114] has been created in the EON System.

A "PDF" report by name "2060741-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 "2060741-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-375114
ICSR #: 2060741

EON Title: PFR Event created for Orijen grain free original dry; 2060741

AE Date 12/28/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed

Doberman Pinscher

Age

9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2060741
Product Group: Pet Food
Product Name: Orijen grain free original dry

genetically associated DCM or if diet associated.

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

1

B6

FDA-CVM-FOIA-2019-1704-005919



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

Product Name Lot Number or ID | Best By Date

Orijen grain free original dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-375114

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport. jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=392123

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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: . s n-Py 7 Foster Hospital for Small Animals
LUmmIngs W
Uterinary Medical Centes I

&1 TRFFE FHAFERENE Y

Client:
Address: B 6

Home Phone: B6

Work Phone: (7§ -
Cell Phone: () -

All Medical Records

Referring Information

Species: Canine
Sex: Male

B6

Client: 1
Palt?:nt: B 6

Initial Complaint:
Emergency

SOAP Text Apr 52017 12:55PM - Clinician, Unassigned FHSA

4/5/2017 12:56:09 PM NEW VISIT (ER)
Doctor B6 _
Student:; B6 i
Presenting complaint:{ _B6_ !
Referral visit? No

Diagnostics completed prior to visit: n/a

HISTORY:

Signalment: 7 yo male intact doberman pinscher

Current history: Owner heard patient yelp out Sunday morning. Owner noticed that patient was very timid, he didnt want to run or
jump. Owner took patient to RDVM on Sunday where they diagnosed neck pain and prescribed pain medication (tramadol and
gabapentin). Patient has been receiving pain meds since discharge and doing fine until Tuesday. On Tuesday patient yelped again at
one point and seems painful again. The owner is not able to associate the yelping with any certain movement or event. Patient was

not interested in his food starting yesterday.

Prior medical history: No major history; owner mentioned that patient has an enlarged prostate

i B6

"Dict: Dry kibble 2cups BID; some table scraps

Vaccination status/flea & tick preventative use: UTD vaccines; no flea, tick. On heartgard.

Travel history: No

EXAM:

. B6

Page 1/28
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Client:
Palt?:nt: B 6

ASSESSMENT:

» B6

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

Diagnostics completed:

B6

Diagnostics pending:

Client communication:i

B6

B6

z B6

Deposit & estimate status:

Resuscitation code (if admitting to ICU):

SOAP approved (DVM to sign):i B6 |

4/5/2017 3:48:11 PM:
4/5/2017 3:48:11 PM: BG

4/5/2017 3:51:02 PM
Prescribed -} B6 | - FHSA (10)

Instructions - give 1 tablet by mouth every 12 hours WITH FOOD for 5 days - Expires: 4/5/2018 No Refills

Page 2/28
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Client. ............................
Paltei::;t: B6

Initial Complaint:
Emergency

SOAP Text Dec 312018 12:26PM -| B6

History: referral for cardiology consult. increased respiratory effort and rate on Friday night (12/28), sawi_
who owner reports saw fluid in chest, started on cardio meds for DCM. Patient has been doing much better since
starting medications.

Current medications: B6 !
B6

'(received all meds this morning)

Diet: QOrijen grain free
No major previous medical history

Subjective:

B6

C/V: II/VI systolic murmur, tachycardic with irregular rhythm

Agsessment:

Al: DCM - r/o genetic vs. diet induced
A2: CHF - r/o secondary to Al

A3: Atrial fibrillation - secondary to Al

Plan:

Page 3/28
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Client:

Patient: BG
CARDIO CONSULT/CHEST RADIOGRAPH FINDINGS:
Echocardiogram reveals DCM with marked LA enlargement, active CHF, and atrial fibrillation with fast ventricular rate.
Since the patient is a Doberman we are more inclined to believe that the origin of the DCM is genetic although the
patient is on a grain free diet which could potentially contribute to the markedly decreased systolic function. The

patient was officially enrolled in Dr. Freeman's study today and blood was pulled for all of the required test. Chest
radiographs revealed persistence of the previously diagnosed CHF and the ventricular rate is still relatively fast.

B6

also be started and the patient should be switched diet. Recheck BW including a digoxin level (especially since the
current dose is still on the higher end) and ECG is recommended in 7-10 days. Recheck echocardiogram in 3 months or
sooner if the patient develops clinical signs consistent with worsening heart disease such as increased RR/RE, cough,
exercise intolerance, or syncope.

Medications:

Taurine supplementation - 1000mg PO BID
Diet change - sent home with multiple samples

Recheck exam/BW and EKG in 7-10 days with Cardio

Disposition/Recommendations

Page 4/28
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Client:
Patient:

B6
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Client:
Palt?:nt: B 6

Foster Hospital for Small Animals

M e ot
LI. I rﬂ ”] | ﬂ g:._'! 55 Willard Street

North Grafton, MA 01536

Veterinary Medical (entan (508) 839-5395

AT TUFRE ERivLREETT

Client: | BB | Patient: | B6 |
Veterinarianl:__________________i Species:  [Canine

Patient ID: I_BG Breed: Doberman Pinscher

Visit ID: Sex: Male

Lab Results Report Age:  |BEYears Old

Nova Full Panel-ICU 4/5/2017 3:37:25 PM Accession ID:; _B6 |

|'1'est IResults IReference Range IUnits
S0O2% 94 - 100 %

HCT (POC) 38 - 48 %

HB (POC) 126- 16 o/dL
NA (POC) 140 - 154 il
K (POC) 36-48 mmolL
CLPOC) 109 - 120 mmolL.
CA (ionized) 1.17-1.38 mmol/L
MG (POC) 0.1-04 mmollL.
GLUCOSE (POC) 80 -120 mg/dL
LACTATE 0-2 mmol/L
BUN (POC) B 6 12-28 mg/dL,
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmoll,
nCA 0-0 mmol/L
MG 0-0 mmol/L
GAP 0-0 mmol/L
CAMG 0-0 mol/mol
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L
A 0-0 mmHg
NOVA SAMPLE 0-0

- 6/28 E B6 :
Printed Tuesday, January 01, 2019

Page 6/28
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Client: B 6

Patient:
Fi02 0-0 %
PCO2 36 - 44 mmig
PO2 80 - 100 mmkg
PH B 6 7.337 - 7.467
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
HCO3 18 - 24 mmol/L
Nova Full Panel-ICU 4/5/2017 3:48:12 PM Accession ID:._ B6
|Test |Results IReference Range IUnits
TS (FHSA) 0-0 o/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl

Vitals Results

7/28

B6

Printed Tuesday, January 01, 2019

4/5/2017 3:51:11 PM
4/5/2017 3:51:12 PM
4/5/2017 3:51:13 PM
4/5/2017 3:51:14 PM

Patient History

Heart Rate (/min)
Respiratory Rate
Temperature (F)

Weight (kg)

04/05/2017 12:53 PM
04/05/2017 02:00 PM
04/05/2017 03:34 PM
04/05/2017 03:34 PM

04/05/2017 03:37 PM
04/05/2017 03:42 PM
04/05/2017 03:48 PM
04/05/2017 03:51 PM
04/05/2017 03:51 PM
04/05/2017 03:51 PM
04/05/2017 03:51 PM
04/05/2017 03:56 PM
04/05/2017 03:58 PM
04/05/2017 04:04 PM
12/31/2018 12:38 PM
12/31/2018 03:48 PM
12/31/2018 03:48 PM
12/31/2018 03:55 PM

UserForm
UserForm
Purchase

Treatment

Purchase
UserForm
I.abwork
Vitals
Vitals
Vitals
Vitals
Prescription
Purchase
Purchase
UserForm
Purchase
Purchase
UserForm
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Client:
Paltei::;t:i B6

Patient History

12/31/2018 04:07 PM Treatment
12/31/2018 04:07 PM Purchase
12/31/2018 04:13 PM Treatment
12/31/2018 05:01 PM Prescription
12/31/2018 05:04 PM Prescription
12/31/2018 05:05 PM Purchase
12/31/2018 05:14 PM Deleted Reason
12/31/2018 05:16 PM Purchase
01/01/2019 05:31 AM UserForm
01/01/2019 05:36 AM Email

Page /28
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Cumminas B6

Veterinary Medical Center

AT TUFTE UNIVERSITY
B6 e
Vatiord 1y B6 |
STANDARD CONSENT FORM
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