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

DROTSTEI>

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

Sent: 2/25/2019 2:19:28 PM

Subject: DCM - More from L Freeman 2/25/2019 0915

Attachments: Acana lamb and apple dry: Lisa Freeman - EON-380747; \Wellness Core grain-free ocean fish

dry-Wellness core grain free turkey: Lisa Freeman - EON-380742; Wellness CORE Grain-Free
Ocean Whitefish dry-Wellness Core grain free turkey: Lisa Freeman - EON-380743

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

240-506-6763 (BB)

§ U.S. FOOD & DRUG

I o5 eamion

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: 2/25/2019 1:45:06 PM

Subject: Acana lamb and apple dry: Lisa Freeman - EON-380747
Attachments: 2063136-report.pdf; 2063136-attachments.zip

A PFR Report has been received and PFR Event [EON-380747] has been created in the EON System.

A "PDF" report by name "2063136-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 "2063136-attachments zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-380747

ICSR #: 20631306
EON Title: PFR Event created for Acana lamb and apple dry; 2063136

AE Date 01/22/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Spaniel - Cocker English

Age 5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063136

Product Group: Pet Food

Product Name: Acana lamb and apple dry

Description: At ortho recheck 1/22/19, new murmur was noted to cardio consult performed. DCM identified.
Dog eating BEG diet. Recommended diet change but owner has major concerns about dietary components
triggering seizures. Enrolled in our DCM study and dog completed baseline measurements but then owner
elected to withdraw from study. Unclear what she will do in terms of diet change. I have not provided owner
contact information. If you wish to contact owner, please let me know and I can ask if ok to do so.
Submission Type: Initial
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana lamb and apple dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-380747

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa? decorator=none& e=0&i1ssueType=12&
1ssueld=397756

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

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

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

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

Report Version:
Type Of Report:
Reporting Type:

Reported Problem:

Report Details - EON-380747

2063136

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Report Submission Date: 2019-02-25 08:34:16 EST

Problem Description:

_ At ortho recheck 1/22/19, new murmur was noted to cardio consult performed ,
DCM identified Dog eating BEG diet Recommended diet change but owner has

_major concerns about dietary combonents triggering seizures. Enrolled in our
DCM study and dog completed baseline measurements but then owner elected fo
withdraw from study Unclear what she will do in terms of diet change | have not

_ provided owner contact information If you wish to contact owner, please let me
know and | can ask if ok to do so.

Date Problem Started: 01/22/2019

Concurrent Medical Yes

Problem:

Pre Existing Conditions: |

B6

Outcome to Date: Stable

Product Information: Product Name:

Product Type. Pet Food

Acanalamb and apple dry |

Lot Number:

Product Use
Information:

Description:

. Please see diet history

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Name: . B6 !
Type Of Species:

Animal Information:

Type Of Breed: Spaniel - Cocker English

Gender: Male

Reproductive Status: Neutered

Weight: 15.8 Kilogram

Age: 5 Years
Assessment of Prior Good
Health:
Number of Animals 1
Given the Product;
Number of Animals 1
Reacted:
Owner Information; Owner No
Information
provided:
Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine
Information: .. ...
Contact: Name: | isa Freeman
Phone: (508) 887-4523
Email; lisa.freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
FOUO- For Official Use Only 1
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Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Additional Documents:
Attachment:
Description:
Type:
Attachment:
Description:
Type:
Attachment:
Description:
Type:

Lisa Freeman

200 Westboro Rd
North Grafton

Massachusetts
01536
United States
Phone: 5088874523
Email: lisa.freeman@tufts.edu
Yes
Email

rpt_medical_record_preview.pdf
Records

Medical Records

discharge 1-22-19.pdf
Discharge

Other

cardio report 1-22-19. pdf
Cardio report 1/22/19
Echocardiogram

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-007614



Cummings B6

\eterinary Medical Center Pt E

______ bl

AT TUFTS UNIVERSITY | B6 ¥ears Old Male {Neutered) English
Cardiology Linson: S08-BR7-9696 Cocker Spanie |

Red/White  BW- Weight [k} 15.80

Cardiology Consultation
ENROLLED IN DCM STUDY

Attending Cardiclogict
1 John E. Rush DVM, M5, DACVIM {Cardiology}, DACVECC

B6

Cardiclopy Resident :

B6

Thoradic radiopraphs svailahle for review?
Hfes-inss ,
[ Yoo - in PACS {from! B6 }
QHB .................. -

Potient location: B ward

Presenting complaint and imporiant concurent diseases:

B6

B6

Cunrent medicotions and doses:

B6 ;

At-home diet {name, form, amount, frequency}
Key indication for consultation: Murmur, left apex, 2-3/6

OQueshions to be answered:
New heart murmur heard on physical exam today. Safe to sedate for radiographs?

FDA-CVM-FOIA-2019-1704-007615



I your consult time-semsitive? {ep., anesthesia today, owner waiting, trying to get biopsy today)
[ Ye< {explain): radiographs today

[ No

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

 Physical Examinats

B6

E'"Muscle condition:
[_] Normal
& Mild musde loss

Cardiowaccular Phyxicnl Exom

Murmr Grade:
[ None
1w
112
1 man

[ Moderate cachexia
! Marked cachexia

 ivavi
IETEY]
 wipwvi

Murmur location/desription: Left apical/mid cardiac systolic

Jugular wein:

M Bottom 173 of the neck
[ Middle 173 of the nedk

Arterial pulses:
I weak
I Fair
¥ Good
[ Strong

Arrhythmia:
¥ None
[ Sinus arrhythmia
[ Premature beats

Gallop:
[ Yes
M No

[ Imtermittent

Pulmonary assessments:

] Eupneic
I mild dysnea
[ Marked dyspnea

M Normal BV sounds

Abdomnal examn:

[ Top 2/3 of the nedk
[ 172 way up the nedk

I Bounding

I pulse deficits

[ Pulsus paradoxus
[ Other {describe):

H Bradycandia
L Tachycardia

! Pronounced
[ other:

[ Pulmonary Cradkles
 wheezes
Ld Upper airway siridor

I other auscultatory findings:

FDA-CVM-FOIA-2019-1704-007616



i Normal I Abdominal distension
[ Hepatomegaly [ Mmild ascites

B6

Assesament and recommendations:
DCM {primary vs_diet related vs toxin} with no LA enlargement. Given that the patient isona
lamb/pran free diet, we would recommend dhanging to a repular commercial diet. No medications are
indicated at thistime. The patient is enrolled in the DCM diet study. Recheck echocardiogram in 3
_____ months per study schedule. B6
B6

Fnal Diapnosis:
Asymptomatic DCM

Heart Faihee Clossification Score:

ISACHC Classification:
[ ia i
M b b
(T

ACVIM CHF Classification:
da Hc
@ 1 Hp
M p2
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M-Mode
IvSd

LviDd
LvPWd
IVSs

LVIDs
LVPWs
EDW{Teich}
ESV{Teidh}

EH{Teich} B 6
%S
SV{Teich}
An Diam
LA Diam
LASAD
Max LA
EPSS

393®R3IIIH3899§

M-Mode Normalized

IvSdN {0290 - 0,520}
LVIDdN {1.350 - 1.730}
LVPWdN {0330 - 0530}
IVSsN {0430 - 0.7 101}
LVIDsN B6 {0790 - 1.140}
LVPWsN {0530 - 0.780)
Ao Diam N {0680 - D.B90}
LA Diam N {0640 - 0.900}

2D

SA LA

An Diam

S5A LA f An Diam
Ivsd

LviDd

LvPwd

EDW{ Teich}

an
om
an
mil
IV5s omn
an
om
ml

LVIDs
LVPWs B 6
ESV{Teich}
ER{Teich}

%S %
SV{Teich} m
LVid LAX
LVAd LAX
LVEDWV A-l LAX mil
LVEDV MOD LAX mil
LVis LAX om
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LVAs LAX

LVESV A-L LAX
LVESV MOD LAX
HR

EF A-L LAX

IVEF MOD LAX
5V AL LAX

SV MOD LAX
O ALLAX

D MOD LAX

Doppler

MV E Vel

MV DecT

MV Dec Slope
MV A Vel

MY EfA Ratio
F

E/E

A

5

AV Vmax

AV maxPG
P VYimax

MY maxPG

B6

B6

3 RR

ml
Il/min
Ifmin

mfs

mjfs
mfs

mfs

mfs
mfs
mfs
mmHg
mfs

mmHg
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY

paet =0

Name B6

Sipnalment: i Be_: Years Old Red/White Male
ﬂm_teml] English Codker
Spanid

Patient - i _B6 |

Contad (Briciar | ___B6 ___ DWW, MS, DACYS
LA, DACYS SA

Alwmade (Bnidar

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

Foster Hospital for Small Anamals
55 Willand Sreet

Nosth Grafton, MA 01536
Telephone (508} 839-5395

Fax {508} 239-7951

hap:f Aretrmed s edyf

B6

RE-EXAMINATION FORM

mm@!dbfi

BG

\'ﬁ:dmmmmﬂlishltlg: B6 ;on aTawine supplement, which mayhelp the heart musde. Youhave elected i ‘. ..... BE |

in a study relating diet and dilaird candicnwyopathyy in dogs.

FDA-CVM-FOIA-2019-1704-007620



B8 i The radiciogy reporton

B6 msﬂmﬁgﬂmﬂﬁdammdﬂnm B6 appears to be healing well from

--------------------------------------------

within the reference range.

Medicaions:
1. Tarme supplement S00mg capsules: Give 1 capsulle by mouth every 12 hoars.

mm: ..............................
1_Adivity Resdioc S B6 | _iraliographs look good we canbegin 1o loosen his exerdise rectrictions. Sime. B6 _has

mmmmmfmmmmmmmmmWMMmm
inrease the length of his walks by 5 minutes every bao weeks, until his nesd rederk

2_Diekt The FDA s armently ivestigaling an appanent associalion betwesn diet and dilaivd canbionyopatiy. The exad
-usstiln:lm' but it appears io be assocaled with beatique diets and those contaning exofic ngredient or ae
ﬂlmefnn.-. -!a'eunuﬂfmmmﬂligﬂﬂlhgsdn mtmﬂmtpudmmmmﬂﬂ:hg

l'gulml'; sawh as kangaroo, discl, lamb, wenison, lenlils, peas, beans, bulfalo, tapiom, barley, and dhiddgpeas. The
FDA issued a stalement regarding this isaue
(hitpsy/ferens ida pev/Anmalve terimaryMewdbvent <FOMLUpdal e fiomE] 3305 him] and a reomnt artide poblished by Or.

Our nuititionists have compilled a st of dog foods that ane pood oplions for dogs with heart disease.
Dry Food Opiions
= Royad Canin Ealy Cankiac (velerinary diet]
= FRoval Canin Boser
= Purina Pro Plan Adult Weight Management
= Purina Pro Plan Bright Mind Adull Small Breed Fammila
Cannerd Food Optians:
m Hil's Soence Diet Adhilt Beef and Barley Entree
m  Hill's Saence Diet Ardult 1-6 Healtivy Geidine Roasted Chidken, Carmot, and Spinach Stew
= Royd Canin Mahre 8+
i yourr dog has spedal nuiritional needs or requines a homemoked diet, we remmend you sdedle an appoiniment with

imat[ﬂl]-ﬂﬂlﬂﬁnrmﬂ s imﬁunﬂlhaﬁ:iwummn&dmms appomiment, or it you have any
non-amerpent questions or concems.

You can schedule an appointment with our Nutrition service by calling S08-887-4696

Frescrptins Befall Dk e
For the sa ety ond well-bewg of our po tients, your pet el howe hodf on exomnciion By oae of our velenaonons withia the poat yeor in
order In olnR preconplion medninRs

hrderiney Fad-
Plence cherk with your prmn ry welerinonan In purmchnce the recoemmended eietifc]  Iyou wich In purchooe your food from us,. pleace coll
F-I1! doyx m ocvonce (S05-BE 74020 In ensure The food & m dock. Allermolively, welermory diets o be ordered §om onlae reloiers wilh o
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prescripiion/velornow opprovel
Clinicw! Trimk:

Chnicel Irvals ove il m wiich owr vwelernory dociors work wilh you ond your pel o rvedigele 8 5perific dicrn a0 proces O 8 prNTraag
Rew et or fresiment. Plen=e soe our websdite: wel hufts edu/owarc/bnico Fchuries
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification

2/25/2019 12:52:56 PM

B6

Wellness Core grain-free ocean fish dry-Wellness core grain free turkey: Lisa
Freeman - EON-380742

2063133-report.pdf; 2063133-attachments.zip

A PFR Report has been received and PFR Event [EON-380742] has been created in the EON System.

A "PDF" report by name "2063 133-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 "2063133-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380742

ICSR #: 2063133

EON Title: PFR Event created for Wellness Core grain-free ocean fish dry Wellness core grain free turkey
chicken liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe; 2063133

AE Date 01/15/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age 8.5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063133
Product Group: Pet Food
Product Name: Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken liver & turkey
liver canned Wellness Hearty Cuts grain-free in gravy chicken and turkey recipe
Description: DCM and CHF diagnosed 1/15/19 Eating BEG diet. 6 dogs being fed this diet - so far, 3 have been
diagnosed with DCM/ARVC. One other had a normal NT-proBNP and 2 others will be tested Diet has been
changed to Royal Canin Early Cardiac and we will recheck in 3 months. I have sample of dry and canned food

FDA-CVM-FOIA-2019-1704-007623



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: 6

Number of Animals Reacted With Product: 3

Lot Number | Best By

Product Name or ID Date

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

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-380742

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=397751

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

FDA-CVM-FOIA-2019-1704-007624



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-380742
2063133

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: 2019-02-25 07:43:42 EST

Reported Problem: Problem Description:

‘ Déte Probiem Staﬁed
Concurrent Medical
Problem

Pre Existing Conditions
QOutcome to Date

. DCM and CHF diagnosed 1/15/19 Eating BEG diet 6 dogs being fed this diet - so
far, 3 have been diagnosed with DCM/ARVC. One other had a normal NT-
. proBNP and 2 others will be tested Diet has been changed to Royal Canin Early
v Cardia_c an_d we Wi“v recheck_ in 3 rnonths. | h_ave sample Qf dr_y an_d canned foo_d
1 01/15/2019
Yes

B6

i
i
1

: Stable

Product Information: Product Name:

Product Type

Lot Number:
Product Use Description:

Information

Manufacture
[Distributor Information

Purchase Location

Information:

 Wellness Core grain-free ocean fish dry Wellness core grain free turkey, chicken
liver & turkey liver canned Wellness Hearty Cuts grain-free in gravy chicken and
furkey recipe

: Pet Food

Please see diet history

r

Animal Information: Name:

Type Of Species:

Type Of Breed

Gender: Female

Reproductive Status
Weight

Age

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional
Information

FOUO- For Official Use Only

: Bulldog

: Neutered

: 19.8 Kilogram
: 8.5 Years
6

Owner Yes
Information

provided:

Contact: Name: !
Phone:g

B6

1

Email:|

B6

United States

Address:

Practice Name: Tufts Cummings School of Veterinary Medicine

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

Description: Med 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
All Medical Records

Patient: B6
B6 Breed: English Bulldog Species: Canine

Client:
Address:

DOB: | B6 ; Sex: Female
e Py - (Spayed)

Home Phone: l ____________ B6

Referring Information

B6
Client:
Palt?:nt: B 6

Initial Complaint:
Emergency

SOAPText | __B6____19:31PM- B6 i

Subjective
NEW VISIT (ER)

Doctor: { B6 i

Student:L—-—

Referral visit? Yes
Diagnostics completed prior to visit--| B6

HISTORY:

Signalment: 8 yo SF English Bulldog

Current history:

Earlier this afternoon, found her laying and trembling with shallow and rapid breathing. Owner also noticed that she
had a hacking non productive cough. Has not appreciated it before today. Went to rDVM where radiographs were
performed. No history of heart or pulmonary disease. No recent vomiting or diarrhea. Has recently been doing well at
home with no concerns.

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

Page 1/47
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Client:
Patient:

B6

B6

C/V: no murmur or arrythmia ausculated, difficult to appreciate over increased lung sounds, femoral pulses strong and

synchronous
ASSESSMENT:
Al: Dyspnea-- open for pnuemonia vs CHF vs non cardiogenic pulmonary edema vs other

PLAN:

Treatments:

B6

Diagnostics completed:

Page 2147
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Client:
Patient: B6

Chemistry

B6

Client communication:

Confirmed history with owner. Discussed that no apparent murmur and significant structural changes on TFAST, but
cannot rule out heart as underlying process. Also concern for pneumonia at this time. Recommended hospitalization
for supportive care, 02, diagnostics, cardio consultation and repeat imaging as indicated. O ok with plan.

SOAP Text Jan 16 2019 8:38AM '. B6 :

SIGNALMENT: 8yo FS English Bulldog

PRESENTING COMPLAINT: dyspnea

HISTORY: ey

Presented oﬁL____B__G___!after O found her laying and trembling with shallow and rapid breathing. Owner also noticed that
she had a hacking non productive cough. Has not appreciated it before today. Went to rDVM where radiographs were
performed. No history of heart or pulmonary disease. No recent vomiting or diarrhea. Has recently been doing well at
home with no concerns.

Prior medical historyii B6 otherwise healthy

RN~ A, SR e,

Current medications: f B6 bnce daily in PM, had tonight

Diet: Core Wellness, mix of wet and dry, grain free diet
On presentation, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so placed in
02 on Unasyn overnight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement overnight with

persistent tachycardia, but excellent appetite and good spirits.

SUBJECTIVE:

B6

C/V: tachycardic with no murmurs or arrhythmias on auscultation. fair pulse quality with pink injected mm and CRT

B6

Page 3/47
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Client: B 6

Patient:

RECTAL: NP

ASSESSMENT:
Al: Dyspnea-- open for pnuemonia vs CHF vs non cardiogenic pulmonary edema vs other

PLAN:

Diagnostics completed:

CXR: - Diffuse bronchial and interstitial pulmonary pattern may indicate concurrent chronic lower airway disease
(allergic, infectious, or parasitic) and interstitial lung disease. Airway sampling can be considered.

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

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

- Moderate bilateral elbow and right stifle degenerative joint disease.

Diagnostics pending:

Deposit & estimate status BG

Resuscitation code (if admitting to ICU):‘E B6

B6 ! DVM (ECC Resident)
SOAP Text Jan 17 2019 7:43AM - Clinician, Unassigned FHSA

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

Page 4/47
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Client: B 6

Patient:

free diet.

On presentation to ER, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so
lovernight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement

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

Overnight, P had normal vitals, with RR 24-36 with no to mild effort in O2 cage. Walked well outside of 02 cage, but at
3:45am after a walk was trembling and anxious in the cage, was given trazodone and calmed after. Excellent appetite

Subjective
BAR, euhydrated, MM pink moist, CRT <2

Objective

B6

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

=
B6

CXR: - Diffuse bronchial and interstitial pulmonary pattern may indicate concurrent chronic lower airway disease
(allergic, infectious, or parasitic) and interstitial lung disease. Airway sampling can be considered.

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

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

- Moderate bilateral elbow and right stifle degenerative joint disease.

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

Diagnostics completed:

Diagnostics pending:
BNP

Page 5/47
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Client: B 6

Patient: i

Troponin
Taurine

Assessment (A)

Al: Dyspnea- suspect DCM and early CHF vs less likely pneumonia vs neoplasia

Plan (P)

SOAP completed by:E B6 V19

SOAP reviewed by:i B6 iDVM

Addendum: _
SOAP Text Jan 182019 7:28AM - B6

HISTORY:

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

On presentation to ER, P was dyspneic and tachycardic. rDVM rads unable to be assessed as CHF vs. pneumonia, so
placed in 02 on Unasyn overnight with bloodwork pulled for CBC/Chem and nt-proBNP. Minimal improvement
overnight on 1/16 with persistent tachycardia, but excellent appetite and good spirits. Cardio consult was difficult to
assess due to dyspnea and conformation, but showed DCM and suspect CHF.

Since yesterday P has been out of oxygen, increased; | B6 o TID, and restarted. _B6 _ ‘Overnight, P had

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

Subjective

Page 6/47
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Client: B 6

Patient:

B6

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

CXR: - Diffuse bronchial and interstitial pulmonary pattern may indicate concurrent chronic lower airway disease
(allergic, infectious, or parasitic) and interstitial lung disease. Airway sampling can be considered.

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

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

- Moderate bilateral elbow and right stifle degenerative joint disease.

Cardio Consult: DCM, suspect early CHF - addg B6 iq8

1/17

B6

Diagnostics pending:
Troponin
Taurine

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

Plan (P)

Page 7147
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Client:
Palt?:nt: B 6

SOAP completed by:! B6 V19
SOAP reviewed by:i B6 i DVM
Addendum:

B6

" DISOSTtIoN KECommendations
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Client:
Patient:

B6
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Client:
Paltei::rtlt: BG

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

Patient ID: Breed: English Bulldog

Visit ID: Sex: Female (Spayed)

Lab Results Report = W B0f b

CBC, Comprehensive, Sm Animal 36112 1:12 PM Accession ID: .BG

|'1'est |Results IReference Range ------ IUnits

WBC (ADVIA) 44-15.1 KAl

RBC(ADVIA) 58-85 ML

HGB(ADVIA) 13.3-205 g/dL

HCT(ADVIA) 39-55 %

MCV(ADVIA) 64.5-77.5 fL

MCH(ADVIA) 21.3-259 pg

MCHC(ADVIA) B6 31.9-343 g/dL,

RDW (ADVIA) 11.9-15.2

PLT(ADVIA) 173 - 486 K/l

MPV (ADVIA) 829-13.2 fl

PLTCRT 0.129 - 0.403 %

RETIC(ADVIA) 02-16 %

RETICS (ABS) ADVIA 14.7-1137 K/,

CBC, Comprehensive, Sm Animal E_-_-_-_-_B-_(-_i-_-_-_-jllZ 1:26 PM Accession ID::_-_-_B_-_G-_-_::

|Test Results IReference Range IUnits

GLUCOSE 67 - 135 mg/dL

UREA 8-30 me/dL,

CREATININE 06-2 mg/dL

PHOSPHORUS B6 26-72 mg/dL

CALCIUM2 94-113 mg/dL

MAGNESIUM 2+ 1.8-3 mEq/L
» 10/47 B6

stringsc Printed Monday, February 25, 2019
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Client: B 6

Patient:
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-1.6
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEqg/L
tCO2 (BICARB) 14 -28 mEqg/L
AGAP 8-19
NA/K 29 -40
T BILIRUBIN 01-03 mg/dL
ALK PHOS 12 - 127 U/L
GGT 0-10 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CK 22 -422 U/L
CHOLESTEROL 82 - 355 mg/dL
TRIGLYCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L
COMMENTS (CHEMISTRY) 0-0

CBC, Comprehensive, Sm Animal

Test Results IReference Range IUnits
SEGS% 43 - 86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
SEGS (AB)ADVIA 28-11.5 K/l
LYMPHS (ABS)ADVIA 1-4.8 KL
MONOS (ABS)ADVIA 0.1-15 KL
WBC MORPHOLOGY 0-0

Occasional reactive lymphocytes

RBC MORPHOLOGY 0-0

POIKILOCYTOSIS 0-0

CBC, Comprehensive, Sm Animal

Accession ID:E-

|Test IResults IReference Range IUnits
S02% T 94 - 100 %
HCT (POC) 38 - 48 %
HB (POC) B6 12.6-16 g/dL
NA (POC) 140 - 154 mmol/L
K (POC) L 36-4.8 mmol/L
’ 11/47 B6 g
stringse Printed Monday, February 25, 2019
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Client: i
Patient: ! B6
CL(POC) 109 - 120 mmol/L
CA (ionized) 1.17-1.38 mmol/L
MG (POC) 0.1-04 mmol/L
GLUCOSE (POC) 80 - 120 mg/dL
LACTATE 0-2 mmol/L,
BUN (POC) 12 -28 mg/dL
CREAT (POC) (9 ==0H] mg/dL
TCO2 (POC) 0-0 mmol/L
nCA 0-0 mmol/L
MG 0-0 mmol/L
GAP 0-0 mmol/L
CAMG B 6 0-0 mol/mol
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L,
A 0-0 mmHg
NOVA SAMPLE 0-0
Fi02 0-0 %
PCO2 36-44 mmHg
P@2 80 - 100 mmHg
PH 7.337 - 7.467
PCO2 36-44 mmHg
PO2 80 - 100 mmHg
HCO3 18-24 mmol/L,
CBC, Comprehensive, Sm Animal lB6:§12840 PM Accession IDLBG
|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV #* B6 0-0 %
TS (FHSA) 0-0 g/dl
CBC, Comprehensive,Sm Animal 77 B8 RIS PM Accession 1D: 55
|Test |Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL.
PHOSPHORUS 26-72 mg/dL
CALCIUM2 B6 94-113 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 0.7-1.6
SODIUM 140 - 150 mEq/L
’ 12/47 B6
stringsc

Printed Monday, February 25, 2019
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Client:
Patient: B6

CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29 -40
T BILIRUBIN 01-03 mg/dL
ALK PHOS B6 12127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82 -355 mg/dL
OSMOLALITY (CALCULATED) 291 -315 mmol/L
CBC, Comprehensive, Sm Animal | B6  :3:44:46 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
CBC, Comprehensive, Sm Animal B694619 AM Accession ID: I_BG
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL,
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-16
SODIUM B 6 140 - 150 mEq/L
CHLORIDIL 106 - 116 mlig/L
POTASSIUM 37-54 mEq/L
NA/K 29 -40
T BILIRUBIN 01-03 mg/dL
ALK PHOS 12 - 127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82 -355 mg/dL
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
COMMENTS (CHEMISTRY) 0-0
CBC, Comprehensive, Sm Animal Accession ID: ._BG
|Test Resulis IReference Range IUnits
TS (FOSA) 0-0 7dl
RPEV ** B6 0-0 Og/o

’ 13/47 B6

stringse Printed Monday, February 25, 2019
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Client: B 6

Patient:

TS (FHSA) ' B6 ! 0-0 g/dl

- 14/47 g B6 i

Shiing Printed Monday, February 25, 2019

Vitals Results

A41:14 PM Heart Rate (/min)

41:15PM Respiratory Rate

41:16 PM Temperature (F)

:41:17 PM Weight (kg)

1:17:43 PM Heart Rate (/min)

1:17:51 PM Respiratory Rate

1:22:41 PM Notes

1:26:08 PM Fi02 (%)

:03.01 AM Respiratory Rate
2:54:19 AM Catheter Assessment
0:56:22 AM Heart Rate (/min)
2:56:33 AM F102 (%)

0:57:15 AM Respiratory Rate
»:07:52 AM Respiratory Rate
7:34:37 AM Eliminations
/:35:59 AM Fi02 (%)

B 6 7:37:34 AM Temperature ()
/:37:44 AM Amount eaten
7:46:29 AM Respiratory Rate
7:46:58 AM Heart Rate (/min)
/:47:06 AM Catheter Assessment

:13:53 AM Weight (kg)

:14:50 AM Respiratory Rate

1:03:18 AM F102 (%)

1:03:33 AM Catheter Assessment

1:03:43 AM Heart Rate (/min)

1:.03:52 AM Respiratory Rate

2:50:07 PM Lasix treatment note

:10:13 PM Respiratory Rate

:10:22 PM Eliminations

:18:03 PM Cathcter Asscssment

:18:20 PM Fi02 (%)

:18:55PM Respiratory Rate

Page 14/47
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Client:

B6

Patient:

Vitals Results

"""""""""" 3:20:08 PM Heart Rate (/min)
4:46:44 PM Amount eaten
5:41:52 PM Respiratory Rate
7:04:34 PM Fi02 (%)
i7:04:58 PM Catheter Assessment
7:06:54 PM Heart Rate (/min)
i/:07:03 PM Temperature (F)
7:34:10 PM Weight (kg)
7:34:17 PM Eliminations
i/:45:53 PM Lasix treatment note
7:46:17 PM Respiratory Rate
8:55:18 PM Nursing note
8:55:56 PM Eliminations
9:53:33 PM Respiratory Rate
11:31:43 PM Catheter Assessment
11:32:37 PM Catheter Assessment
11:34:10 PM Heart Rate (/min)
11:34:31 PM Amount eaten
11:49:45 PM Fi02 (%)
11:49:58 PM Respiratory Rate

B 6 1:55:25 AM Respiratory Rate
3:35:30 AM Lasix treatment note
3:37:10 AM Catheter Assessment
3:45:10 AM Heart Rate (/min)
3:45:19 AM Eliminations
3:53:42 AM Fi02 (%)
3:53:53 AM Respiratory Rate
4:55:04 AM Nursing note
5:55:31 AM Respiratory Rate
5:11:40 AM Nursing note
i7:19:26 AM Respiratory Rate
7:19:52 AM Fi02 (%)
i7:20:14 AM Temperature (F)
i7:20:30 AM Heart Rate (/min)
7:20:46 AM Amount eaten
7:33:19 AM Weight (kg)
7:33:27 AM Eliminations
8:01:36 AM Catheter Assessment
9:32:45 AM Respiratory Rate
Page 15/47
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Client:

B6

Patient:
Vitals Results
___________________ 11:16:45 AM Fi02 (%)

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

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

B6

Patient:
Vitals Results
5:25:32 AM Catheter Assessment
5:27:43 AM Heart Rate (/min)
5:27:50 AM Respiratory Rate
5:28:01 AM Amount eaten
6:42:00 AM Respiratory Rate
7:25:45 AM Respiratory Rate
7:26:00 AM Weight (kg)
7:26:12 AM Eliminations
8:56:03 AM Respiratory Rate
9:47:19 AM Respiratory Rate
B 6 9:50:04 AM Catheter Assessment
9:50:22 AM Heart Rate (/min)
11:05:09 AM Respiratory Rate
12:00:28 PM Respiratory Rate
12:00:44 PM Eliminations
12:05:36 PM Lasix treatment note
12:55:52 PM Respiratory Rate
1:55:49 PM Respiratory Rate
3:12:43 PM Respiratory Rate
3:17:41 PM Eliminations
4:02:34 PM Respiratory Rate
Patient History
"""""""""" 506:41 PM Vitals
06:41 PM Vitals
06:41 PM Vitals
06:41 PM Vitals
07:50 PM UserForm
09:52 PM UserForm
11:17 PM Treatment
11:17 PM Vitals
B 6 11:17PM Tr.eatment
11:17 PM Vitals
11:19 PM Treatment
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:21 PM Purchase
11:22 PM Purchase
11:22 PM Purchase
11:22 PM Vitals
Page 17/47

FDA-CVM-FOIA-2019-1704-007644



Client:

B6

Patient:

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

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

Page
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Client: B 6

Patient:
Patient History

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

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

B6

Patient:
Patient History
4:46 PM Vitals
5:14 PM Deleted Reason
5:14 PM Deleted Reason
5:15PM Purchase
515PM Purchase
5:41 PM Treatment
5:41 PM Vitals
7:04 PM Treatment
7:04 PM Vitals
7:04 PM Treatment
7:04 PM Treatment
7:04 PM Vitals
7:06 PM Treatment
7:06 PM Vitals
7:07 PM Treatment
7:07 PM Vitals
7:34 PM Treatment
7:34 PM Vitals
7:34 PM Treatment
7:34 PM Vitals
7:45 PM Vitals
B 6 7:46 PM Treatment
7:46 PM Treatment
7:46 PM Vitals
831 PM Treatment
8:55 PM Vitals
8:55PM Vitals
9:53 PM Treatment
9:53 PM Vitals
11:.07 PM Purchase
11:07 PM Purchase
11:21 PM Treatment
11:31 PM Treatment
11:31 PM Vitals
11:32 PM Treatment
11:32 PM Vitals
11:34 PM Treatment
11:34 PM Treatment
11:34 PM Vitals
11:34 PM Treatment
11:34 PM Vitals
11:49 PM Treatment
11:49 PM Treatment
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Client: i
Patient: B 6
Patient History

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

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

B6

Patient:
Patient History

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

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

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

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

B6

Patient:
Patient History
3:35 AM Treatment
3:43 AM Treatment
3:43 AM Vitals
4:50 AM Treatment
4:50 AM Vitals
4:52 AM Vitals
5:25 AM Treatment
5:25 AM Vitals
525 AM Treatment
527 AM Treatment
527 AM Vitals
5:27 AM Treatment
5:27 AM Vitals
528 AM Treatment
5:28 AM Vitals
6:41 AM Treatment
6:42 AM Vitals
7:25 AM Treatment
7:25 AM Vitals
7:26 AM Treatment
7:26 AM Vitals
7:26 AM Treatment
B 6 7.26 AM Vitals
7:26 AM Vitals
8:56 AM Treatment
8:56 AM Vitals
9:31 AM UserForm
9:39 AM Purchase
9:47 AM Treatment
9:47 AM Vitals
9:50 AM Treatment
9:50 AM Vitals
9:50 AM Treatment
9:50 AM Vitals
9:50 AM Treatment
10:21 AM Labwork
11:05 AM Purchase
11:.05 AM Treatment
11:05 AM Vitals
11:25 AM Treatment
11:25 AM Treatment
11:48 AM Purchase
11:48 AM Treatment
12:00 PM Treatment
12:00 PM Vitals
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Client:

B6

Patient:
Patient History

2:00 PM Treatment
2:00 PM Vitals
2:05PM Vitals
2:05 PM Treatment
2:55PM Treatment
2:55PM Vitals
1:01 PM Treatment
1:55 PM Treatment
1:55 PM Vitals
3:.12 PM Treatment
3:12PM Vitals

B 6 3:17 PM Treatment
3:17 PM Treatment
3:17PM Vitals
3:55PM Prescription
3:56 PM Prescription
4.02 PM Treatment
4:02 PM Vitals
4:02 PM Prescription
4:.03 PM Prescription
4:20 PM Purchase
2:52 PM Appointment
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Cummings B6

\eterinary Medical Center -

AT TUFTS UNIVERSITY B6

STANDARD CONSENT FORM

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

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

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

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

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

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

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

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

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

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

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

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

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

Ownar's name B6 pat B6

Owmier's address:! B6 ’

B6 .=
bate | V" I\\_’

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

The owner of the animal, B6 ' has granted me autharity 1o obtain medical freatmernt and 1o bind this
owner to pay the weterinary medical services provided at Gummings Schiool pursuant inthetams and conditions
desaribed above

Auttuwized Ageri - Please Print Ager’s Spnahuare
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[ ]
Foster Hospital for Small Animals
U m m I " g S‘ 55 Willard Street

Morth Grafton WM& 01536

Veterinary Medical C20ler 1o tment Plank S0 e

Estimated Charges

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

T B6 |F_'slima!e to include hospitalization, supporive
care, bloodwork, imaging, cardiology consultabon
a5 indicated, medications, and other treatments
or diagnostics as wamanbsd

e PSR e = LF 4

lunderstand thatno guarantee of successfultreatment is made. | certify that | have read and fully High Total

understand the authorization for medical and/or surgical tresiment, the reasion fior wiy such madical

andior surgicsl treatmentis considered necessary, a5 well & is advartages and possible Low Total B 6
complications, ifany. | also assume financial res ponsibility for all charges incurmed io this pabeniiz). | TE% Depost

agreeto pay 75% ofthe estimated cost atthe time ofadmission. Additional deposits will be required if

additional care or proceduras are required. |further agree to pay the balance of iwe charges whan this
patient(s) is resased

Procedural billing isinclusive up fo andincluding the estimatsd duralion ofhospitakzabon. Thens wil
be additional expensesifhospitalization extersds beyond the specifisd duraion.

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

Thank you for enirusting us with your pefs care

Page 11 i B6 i
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Foster Hospital for Small Animals

Lummings .

Telephone (S0R) 8395395

\leterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Palient Owmer
Mamer B6 INamne: B6 Patiemt B B6
Spedes Canine Adidress: B 6 Dateofrequest: _ B6 |
Brown/White Female {Spayed)
EnglchBuldog ...B6__
Bithde:, B6 |
Mtcnfing Chricir. _[B6 DV (Emergency & Critial CareResident) Studers:
Date of exam:: B6
Patient Location: Ward/Cage: I1CU 02 Weight {kg} 19.80
Sedotion
[ Inpatient [ paG
] Outpatient Time: [ osaG
[ waiting ] 172 dose OBAG
[ Emergency Butorphanol

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

Presenting Complairt and Clnical Quecions you wish o ancwer:
Emernpency

Pertinent History-
aoute onget dyspnea, no known hx - pnesmonia vs CHF

Frudings
THORAX, THREE VIEWS:

The cardiac silhouette is mildly enlarged, characterized by inoeased height on the lateral view, with mild
dorsal displacement of the carina. There is mild left atrial enlarpement_ The pulmonary vessels ae
normal. There is a patchy mterstitial pattern throughout the pulmonary parenchwma with cormesponding
bluring of vessel margins. There is multifocally ncreased conspicuity of the bronchi, most apparent n
the right cranial and middle lung lobes. The pleural space is normal The mediastinum is widened and
fat-filled consistent with breed_ The included abdomen is unremarkable. There is multifocal
intervertebral disk space namowing with endplate sclerosis, multifocal vertelral anomalies, ventral
spondylosic deformans. There is moderate bilsteral elbow and right stifle degeneratve joint disease.
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Condusions

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

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

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

- Moderate bilateral elbow and right stifle degenerative jont disease.

Primary:i B6 VM
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’ ' ‘ Foster Hospital for Small Animals
| 55 Willand Street
A North Grafton, MA 01536
Te lephone {S08) 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY 4

Discharge Instructions

Owmey :
Mamne=: B6 Mamne- B6 Patietl: B6
Address

BrownyWhite Female{(Spayed) English B6

B6

B6

Diapnoses: Dilated candiomyopaihy {DOM) with congestive heart faihre

Diapnostic test resulls: and findings:
o (hest radingraph peray) indings: Theheart & enlarged and therewas sauspected faaid inthe ungs
0 Edhocardingrasn finding=- All chambers of the heart are enlarped  and there & deoeased condractile unction
o EOG mling= The BCG showed a nomal sias riwtim
o Labwork nding= The kidney vahues are nonmal, bt an indicabor of heart damane was elevatad {N-proBNP)

{'mem ___________

.................................
o St

oo i lanre and oiant beeed dogs and s dharaderized by thinning of the walls of the heart, redhned candiacpomp
mnction, and enlarpement of the upper chambers of the heart. Many dings with DOM will also have sionificant asmhythmias
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which can be life-threatening and also require medical managemenit. The heart enlangemenst has now progressed to the
point of congest ve heart lailure, meaning that Thad isl:n:l:i'lgmituth:hngs:rhelly. lkirhrntelyﬂis is a progressive

mmmmmmstmmmmmmm au:lﬂem'nirtdmbmsuu:llﬂ'ln'm?.

Monioring at homne
o Wewould lie you to monitor your dog's breathing rate and effort at home, ideally during sleep or at a timeofrest
The doses of dnues will be adjusted based onthe breathing rabeand effort
o  In general, most dogs with heart falhre that is well condrolled have a breathing rate at rest of less than 35 0 40
breaths per minuie. inaddition, the beeathing eflort, noted by the amount of belly wall motion used for each
I:mﬂth, ls[alhrmnrml ifheart faihre s codmolled

tiﬂ“mllyhrmﬂwglsrumaﬂqwﬂunzl}ﬂ]mntaahgmgeﬂm ________ B6 i'tlmwennrrrrnﬂ
that a rechedk examn be scheduled andfor that your dog be evahsted by an emengency dinic.

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

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

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

Recosmnended Medications

B6

NEXT DOSE DUE: Tonight with dinner
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B6

Diet suppesions:

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

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

The ADA 5 asrently westizating an apparent association betwesn diet and DO The exact cause is still unclear, but it
qpmsmmmmiwmmmdﬂsaﬂﬂmemmm&thwmmm“n

mtmﬂanaqmtu:lgtaiﬂusu:haskmﬁlmdlk, larmib, venison, lerils, peas, beans, bulfalo, tapioca, barley, and
chidqweas.

The DA ssued a statement regarding this e

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

(et At it o tufis_edh/200 8/06 F 2 bnolen- heart-ridk-of heart disease-in-houtious - or-grain-iree- dicts-and esantic-ingr

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

Dy Food Oplions:

Roval Canin Early Candiac {veterinany diet)

Royal Canin Boear

Purina Pro Plan Adult Weish Managemendt

Purina Pro Plan Bright Mind Adult Smal Breed Formada

Carmed Food Oplions:

Hill"s Science Diet Adult Beef and Barley Enlree

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

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

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

aEaliﬂsed in the fubure. Repetitive or strenumus high eneney aciivities (repetitive ball dhasing, unning fast ofHeash, efc)
are generally not advised at this stage ofheart ke

Recheck Vst

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

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

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

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

Ondering Food:

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

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

Cas= B6 | Owner: B6 Discharge Indructions
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Foster Hospital for Small Animals

Lummings .

Telephone (S0R) 8395395

\leterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Reguest & Report
L L OMY e
Mame B6 | Mame B6 Patient W) _B6__
Spedes Canine Adkdiress; B 6 Date of request= 1/18/2019
Brown/White Female {Spayed)
EnglshBulldos B6
Brthdate:;  B6 000 7
Attending Clniriaer B6 DUM (Resident, Candiology) Stsdent: B6
Date of exam- 113/19
Patient Location: Ward/Cage: Cardio, ICU Weight (k) 19.60
Sedotion
[ Inpatient [ paG
] Outpatient Time: [ osaG
[ waiting ] 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanecthetize

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

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

The cardiac silhouette is similarly mildly enlarged, characterized by increased height on the lateral view,
with mild dorsal displacement of the carina. There is similar to mildly improved left atrial enlargement.
The pulmonary vessels remain normal. The previously desribed diffuse patchy interstitial pattern is
impmved but not completely resnved and the brondhial component of the pulmonary pattern is no longer
appreciated_

The pleural space is again normal. The mediastinum is widened and fatfilled consistent with breed. The
inchuded abdomen is unremarkah le. There is multfocal intervert ebral disk space namowing with endplate
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sclerosis, multifocal vertebral anomalies, veniral spondylosis deformans. There is unchanged moderate
bilateral elbow and right stifle degenerative joint disease.

Condusions

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

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

________________________________

Reported: 1/18/19
Finalized:
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Cummings

Veterinary Medical Center

AT TUFTS UNIVERSITY
Cardiclogy Liabon: 508 887-4696

____________________________

seht Weight {(ke} 19.80

Attending Cardiclopict

[ John E. Rush DVM, MS, DACVIM {Cardiolosy), DACVECC

B6

Cordhcacns 3 rossmuesnc:

B6

Thoradic radiopraphs snilahle for review?

3 Yes-inSs
[ ¥es - in PACS
= No

Patient locaiion:
ICU 02 5/6

Presenting complaint and imporiant conourent diseases:

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

Bulldog
Brown/fWhite BW- Weight (kgj 1980

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

Cunrent medicotions and doses:

Unasyn

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

Core Wellness grain-free wet + dry

Key indicaion for consultation: {murmur, arhythmia, needs fluids, etc }
dyspnea, contipuous B-lines

OQueshions to be anowered:

fluid v=. lastx

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

[ Yes {explain}:
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[ No

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

E anati

B6

Muscle condition:

] Normal

[ Mild musde loss

Cardiovascular Physical Exam

¥ Moderate cachexia
0 Marked cachexia

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

M None
T 1w
1 nawn
1 man

Murmur location/desoription:

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

Arterial pulses: nfa
I weak
[ Fair
[ Good

= Strong

Arrhythmia
M None
= Sinus arrhythmia
& premature beats

Gallop:
= Yes
M No
[ imtermittent

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

Abdominal exam:njfa

E ivaw
v
 wipwvi

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

= Bounding

[ Pulse deficits

[ Pulsus paradoxus
[ Other {describe):

Bradycardia
2 Tachycardia

= Pronounced
= Other:

[ Pulmonary Cradkles

[ Wheezes

[ Upper girway stridor

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

Assesament and recommendations:

Despite the poor quality of the echocardiogram pictures obtaned today, we suspect the patient to have
DCM with moderate to marked LA enlargement. The radiographs are very had to intesrpret, typical for
bulldog radiographs, but we suspect CHF to be one of the main differential despite the atypical pattern
vicualized Treatment for HF should be iniated and improvement of the clinical condition would be a vote
in favor for CHF. Antbiotic treatment should be continued snce pneumonia cannot be completely rule
out_| B6 i mg IV was given during the echocardiogram and we would recommend continuing

with at least 2 mg/kg IVTIDovernight £ B6 img PO BID should be started as well The patient
was enrolled in Dr. Freeman’s study due to its oumrent grain free diet and blood was pulled today for the
study. The patient, once more stable, should be started on taarine at home as well. An NT-proBNP was
pulled and will be very interesting in order to better assecsthe cardiovasoular status of the patient since

there is still some suspicionsthat the dhanges seen on radiopraphs are not all secondary to CHF. An

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

Addenduam:
Patient’s NTproBNP was Bg A good improvement was noted with CHF treatment and recheck

scheduled to g0 home today with a recheck in7-10 days.

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

Heart Faihee Classification Score:

ISACHC Classification:
[ 1a Enia
O b lib
Eu

ACVIM CHF Classification:
£ A C
I B1 Hp
[ gz

M-Mode
IvSd
LVIDd
LvPWd
V5
LVIDs
LVMANs

EDV{Teich) B6
ESV{Teich}
EF{Teich}
xS
SV{Teich)

3I®®3I 33983893

M-Mode Normalized

IvSdN {0290 - 0520}
LVIDdN {1.350 - 1.730}!
LVPWdN {0330 - 0,530}
IVSsN B6 {0430 - 0710}
LVIDsN {0790 - 1.140} !
LVPWsN {0530 - 0780}

2D
SA LA B6 am
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An Diam
SA LA f Ao Diam
Ivsd

LvIiDd
Lvrwd
EDV{Teich}
IV5s

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

LVIDd
EDV{ Teich}
IvPWd

B6

3§3®RI33333893
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Lummings T —

= = Te lephone (S0B) 8395395
Veterinary Medical Center e a T
AT TUFTS UNIVERSITY Referming Vet Direct Line  S0B-B887-1988
Notice of Patient Admit

Date:|  B6  7:4929PM CaseNo:| B6

e

:ﬂ'm-tl_e: BG

p—

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

commumication with our besm,

Thlmftl‘ﬂhmlﬂlhﬂlsﬁﬁ Dyspnea (poasmonia > (HF)

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

Thank you for your referral to our Bmesgency Service
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Telephone {508} 8395395

\eterinary Medical Center o

htipffvetmed tufts edifiChios
AT TUFTS UNIVERSITY

BG Female {Spayed)
Canine English Bulidos

Today'sdate: ! B6 i
Dear Drs = B6

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

Your patlent B6 was admitted and isbeing cared for by the Cardiology Service

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

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

M discharped from the hospital today

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

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

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

Attending Clinician: B6 DVM {Resident, Cardiology}
Faculty Clinician: John Rush DVM, DACVIM, DAGVECC
Senior student:

FDA-CVM-FOIA-2019-1704-007672



FDA-CVM-FOIA-2019-1704-007673



Lummings T

\eterinary Medical Center e
AT TUFTS UNIVERSITY hitp/fvetmed tifts eduf
BG Female [Spayed])
B 6 Canine Engi:? Bulldog
E i,.n_._léq_lél.l_u._}u vh

________________

Thank you for refesring B6 with their pet. B6

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

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

Thank you,

B6 | DVM (Resident, Cardiology)
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Naotification;

2/25/2019 1:05:02 PM

B6

Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free
turkey: Lisa Freeman - EON-380743

2063134-report.pdf; 2063134-attachments.zip

A PFR Report has been received and PFR Event [EON-380743] has been created in the EON System.

A "PDF" report by name "2063 134-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 "2063134-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380743

ICSR #: 2063134

EON Title: 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; 2063134

AE Date 02/01/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age 8 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063134
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

L (ICSR) of 2063133) diagnosed with DCM and CHF so
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ventricular arrhythmia. Diet changed to Royal Canin Early Cardiac and will re-evaluate in 3 months I have diet
sample. 3 other dogs in household (1 had normal BNP, other 2 not yet evaluated)

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: 6

Number of Animals Reacted With Product: 3

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

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-380743

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=397752

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
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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-380743
2063134

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: 2019-02-25 07:58:43 EST

Reported Problem: Problem Description:

Date Problem Started

Concurrent Medical
Problem

Pre Exisﬁng ‘Conditions
Outcome to Date

: 02/01/2019

: Stable

 Housemate (half sister;i ,
DCM and CHF so screetied BY RV for BNP which was elevated. Evaluated at

Tufts 2/1/19 ARVC/dietinduced DCM with ventricular arrthythmia. Diet changed
to Royal Canin Early Cardiac and will re-evaluate in 3 months | have diet sample.
3 other dogs in household (1 had normal BNP other 2 not yet evaluated)

Yes

B6  &as puppy

Product Information: Product Name:

» Prbdui:t Type:
Lot Number:

Product Use

information. ...

Manufacturer
/Distributor Information:

Purchase L ocation

Information:

 Weliness CORE Grain-Free Ocean Whitefish dry Wellness Core graih free turkey,k
chicken liver. and turkey liver formula canned Wellness Core Hearty Cuts grain-
free in gravy chicken and turkey recipe

Pet Food

.Rleasa.see diet history for more info (and refer tol B6 |
B6

same diets)

Description:

Animal Information: Name:

Type Of Species:
Bulldog

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

FOUO- For Official Use Only

Dog

Male
Neutered

22.1 Kilogram
8 Years

Good

Owner
Information
provided:

Yes

Contact:

Address:

United States

Practice Name:

_ Tufts Cummings School of Veterinary Medicine

1
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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: phone: 5088874523
Email: lisa.freeman@tufts.edu

Permission To Contact Yes

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

Description: Medical record

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

All Medic&l___I_(_gggrds
Client: Patient: lBs-
Address: B 6 Breed: English Bulldog Species: Canine
DOB: :L-_-_-_-_-B_-@-_-_-_-_: Sex: Male

(Neutered)

Referring Information

B6

Client:
Patient: B 6

Initial Complaint:

Initial Complaint:

Initial Complaint:

Initial Complaint:

Page 1/34
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Client: B 6

Patient:

Initial Complaint:
Scanned Record

Initial Complaint:
Cardiology DCM study - will come fasted - wf samples

SOAP Text Feb 12019 11:50AM - Rush, John

Disposition/Recommendations

Page 2/34
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Client: B 6

Patient:

Page 3/34
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Client:
Patient: B 6

: Foster Hospital for Small Animals
u m m | n g S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center i s

AT TUFTS UNIVERSITY

Client: Patient: 1§ | B6 |
Veterinarian: | B 6 Species:  |Canine
Patient ID: Breed: English Bulldog
Visit ID: Sex: Male (Neutered)
Age: 'B6 ! Years Old
Lab Results Report '
Accession ID:
|'1'est IResults IReference Range IUnits
- 4/34 B6
stringsoft

Printed Monday, February 25, 2019

Page 4/34
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Client: |

Patient:

B6

IDEXX Hematology 1/24/19

Canin

Male
8 Years

2302315220
38459535

TE 123119
1724119

1424719

DEXX S5 —25. Senior Profile with Fecal Dx™ Profile, Giardia, Lab 4Dx® Plus and Reflex Quant C6® and UPC Select, SAMPLE/TEST

INFO NEEDED, Cardiopet® proBNP-{anine Add-on*

B6

Hematology L g
1/24/119 (Croer Recsived) Janr
1/24/18 11:05 AM (Lsst Updated)

RBC 5.39-8.7 MiuL

Hermatocrit 333-565%

Hemoglobin 13.4-20.7 g/dL

MCW 59- 7B TL

MCH 218-261pg

MCHC P E-3329dl

% Reticulocyte %

Reticulocytes 10- 110 KL

Reticulocyte 223-296pg

Hemoglobin

WBC 4.9-17.6 KiyL

% Meutrophils B6 %

% Lymphocytes %

% Monocytes %

% Eosinophils %

% Basophils %

MNeutrophils 2.94 - 12.67 KiuL

Lymphooytes 1.06 - 4.95 KipL

Monocytes 0.13-1.15 KiuL

Eosinophils 0.07 - 1.49 KiuL

Basophils 0-0.1KuL

Platelets 143 - 443 K/uL

Remarks ! SLIDE REV...

Generated by VetC |:|\nn|en:® PLUS January 24, 201903:04 PM

Page 5/34

Page1 of 4
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Client:
Patient:

B6

IDEXX Hematology 1/24/19

B6 T E e R
Chemistry o g
1/24/119 [Order Recsived) Janr
1/24/18 11:05 AM (Lsst Updated)

Glugose i [ B2- 114 mgidL
IDEXX SDMA 0-14 pg/dl
Creatinine 0.5-1.5 mgidL
BUM 9-31mgidL
BUM: Creatinine

Ratio

Phosphaorus 25-6.1 mgidL
Calcium 8.4-11.8 mgd
Sodium 142 - 152 mmaol/L
Potassium 4.0-54 mmol'lL
Ma: K Ratio 28- 37
Chloride 108 - 119 mmaol’L
TCO2 13- 27 mmallL
(Bicarbonate)

Anion Gap 11 - 26 mmol/lL
Total Protein 55-T7.5 gL
Albumin BG 27-319gidL
Globulin 24-4.0gdL
Albumin: O:7-1h
Globulin Ratio

ALT 18- 121 UL
AST 16- 55 LIL

ALP 5-160 LIL
GGT 0-13UL
Bilirubin - Total 0.0- 0.3 mgidL
Bilirubin - 0.0-0.2 ma/dL
Unconjugated

Bilirubin - 0.0-01 mgidL
Conjugated

Cholesterol 131 - 345 mg/dL
Amylase 337 - 1,468 LIL
Lipase 138 - 755 UL
Creatine Kinase 10- 200 L

Generated by VetC |:|\nn|en:® PLUS January 24, 201903:04 PM

Page 6/34
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Client: B 6

Patient:

IDEXX Hematology 1/24/19

oy e ¥ AV

B6

1/24/19 L

Chemistry {continued)

ABID: 2302815220

Hemolysis Index

Lipemia Index

Cardiopet

B6

0 - 900 pmoliL i B6

ProBNP -
Canine

8 POTH SDMA AND CREATININE ARE WITHIN THE REFERENCE INTERVAL which indicates

Eidney function is likely good. Evaluate a2 complete urinalysis and confirm
there is no other evidence of kidney diseass_

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

Index of W, 1%, 2+ exhibics no significanc effect om chemistry values.

Cardicpet proBNE  >1800mmol/L

Abnormal. NT-proBNF concentration is compatible with increased stretch and
stress on the myocardium. Clinically significant heart disease is likely at
this time. F[or dogs [(<30kg)} with mitral valve disease [(MVD}. there is
increased risk of heart failure within the next 12 months. If clinical signs
[i.=. respiratory and/or exerci=se intolerance)} are present, they are likely
due to heart failure. BAdditional diagnostics including thoracic
radiographa, electrocardiogram and echocardicgram are =trongly recommended ©o
diagnose and assess severity of cardiac disease.

Flease note: Complete interpretive camments for all concentrations of
Cardiopet proBNF are available in the online directory of services. Jerum
specimens received at room temperature may have decreased NT-proBEHE
concentrations.

1124119 (Order Recsived)

1/24/19 11:05 AM (Lsst Updated)

Total T4

Serology

B6

Dogs with no clinical signs of hypothyroidism and results within the
reference interval are likely eushyroid. For dogs on thyroid supplemens,
recommended therapentic levels are 2.1-5.4 ug/dL.

112419 (Order Recsived)

1/24119 11:05 AM (Lsst Updsted)

Heartwarm
Antigen

Generated by VetConnect™

PLUS Janusry 24, 201202:04 PM

Page 7/34
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Client: B 6

Patient:

IDEXX Hematology 1/24/19

T 1/24/19 L&B 1D 2302815220

Semlogy {continued)

Enhrlichia canis /

a
ewingii
Lyme (Borrelia
burgdorferi)
b
Anaplasma
phagecytophilum
I platys
8 If tick-borne disease is still suspected based on clinical =igns, the
Tick/Vector Comprehensive RealPCR Panel Add-on (tes=st code 28701} may be
useful for detection of sarly infection priocr to sseroconversion.
b

A positive result indicates the pressnce of antibodies against Anapla=ma
Fhagocytophilum or &. platys, but does nmot confirm the presence of disease.
Submission of a fresh whole bElood sample for an IDEXE CBC Jelect, test code
300, is recommended o identify abnomalities consistent with infection. The
Tick/Vector Comprehensive RealPCR Panel Add-on (preferred, teat code 26701}
or Anapla=sma spp RealPCR Test (test code 2824), may be useful to confirm
infection and evaluate for co—infectiomns, especially in climically sick
animals.

For more information on the diagnosis and management of Tick/Vector—bozme
diseases, ses www._idexx. comf4DxGuide.

Other =

124119 (Order Received)
1/24/19 11:05 AM (Lsst Updated)

Mare Information
MNeeded

Generated by VetC Dnned® PLUS January 24, 201903:04 PM Paged of 4

Page /34
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Client:
Patient:

B6

cbe and

profile 2/1/19

Cummings School of Veterinary Medicine
Clinical Pathology Labomtory

200 Westboro Road
North Grafton, MA 01536

Name/DOB : B6 Provider. Dr. John Rush
Patient ID: Sex: CM Order Location: V320559: Investigation info

Phons number: Age: 8 Sample ID: 1902010102

Collection Date: 2/1/2019 11:52 AM Species: Canine
Approval date: 2/1/2019 12:57 PM Bread:

TEST NAME RESULT RANGE UNITS REFERENCE
IN RANGE OUT OF RANGE RANGE

CBC, Comprehensive, Sm Animal (Research) CSTCYR
WEBC (ADVIA) [ *1 K/l 440-15.10
RBC (Advia) [ & 1 Ml 5.80-850
Hemoglobin (ADVIA) [.* 1 g/dL 133-205
Hematocrit (Advia) [ o % 3855
MCV (ADVIA) [-* 1 . 64.5-77.5
MCH (ADVIA) B 6 =2 pE 213-259
CHCM g/dl
MCHC (ADVIA) (O g/dL 319-343
RDW (ADVIA) s [ * 1 119-152
Platelet Count (Advia) ' B6 [ I* Kl 173486
Mean Platelet Volume : [E% 1 il 820-1320
(Advia)

02/01/13 12:12 PM Flatelet clumps (if present) and sample age {(greater than 4 hours) can
result in a falsely increased MPV.
Platelet Crit i______B_(_'S_ _____ i [ 1* % (0.129-0.403
02/01/1% 12:12 PM Platelet Crit is inwvalid when clumped platelets are present.
Interpretation of P1liCt is unclear in speciesa cother than canines.
PDW N = 1 - T e — - LA
Reficulocyte Count i - i [ i % 020-1.60
(Advia) B 6 E
Absolute Reticulocyte i [ 1% K/l 147-1137
Count (AdVia) o, e
CHr pe
MCVr f
Comments
(Hematology)

Microscopic Exam of Blood Smear (Advia) CSTCYR
Seg Neuts (%) [ 1 ]| % 43-86
Lymphocytes (%5) [* 1 % 747
Monocytes (%4) ok 1 % 1-15
Eosinophils (%) | % 0-16
Seg Neutrophils (Abs) BG [ =] | 2.800-11.500
Adwvia
Lvmphs (Abs) Advia [* 1 Kl 1.00-4.80
Mono (Abs) Advia [ 1 KAl 0.10-1.50
Eosinophils (Abs) L. %1 Enl (0.00-140

Sample [D: 190201010271 Eeviewed by

Thiz report confirmes. (Final)

Page 9/34
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Client:
Patient:

B6

cbe and profile 2/1/19

Cummings School of Veterinary Medicine
Clinical Pathology Labomtory

200 Westboro Road
North Grafton, MA 01536

Name/DOB: B 6 Provider. Dr. John Rush
Patient ID: Sex: CM Order Location: V320559: Investigation info
Phons number: Age: 8 Sample ID: 1902010102
Collection Date: 2/1/2019 11:52 AM Species: Canine
Approval date: 2/1/2019 12:57 PM Bread:
TEST NAME RESULT RANGE UNITS REFERENCE
IN RANGE OUT OF RANGE RANGE
Microscopic Exam of Blood Smear (Advia) (cont'd) CSTCYR
Advia
WB C Morphology No Morphologic
Abnomalifies
RE C Momhology No morphologic
abnormalities
Research Chemistry Profile - Small Animal (Cobas) SMACHUNSKI
Glucose [ ¥ 1 mg/dL 67-135
Urea Ex 1 mg/dL 8-30
Creatinine 5 1 mg/dL 0.6-2.0
Phosphorus L5 ] mg/dL 26-72
Calcium 2 [* 1 mg/dL 94-113
Magnesium 2+ A [* 1 mEq/L 1830
Total Protein *[ ] g/dL 55-78
Albumin i [+ a/dL 2840
Globulins i BG | 1 a/dL 2342
A/G Ratio [ 1% 07-16
Sodium [ -% 1 mEqL 140-150
Chloride ¢ o+ T [* 1 mEq/L 106-116
Potassium B6 I * 1 mEq/L 37-54
tCO2(Bicarb) [ %] mEg/L 14-28
AGAP % ] §.0-19.0
NAK L= ] 2040
Total Bilirubin " 1 mg/dL 0.10-030
Alkaline Phosphatass [ 1 U/L 12127
GGT [* 1 UL 0-10
ALT B UL 14-86
AST [-* 1 U/L 9-54
Creatine Kinase L% 1 UL 22422
Cholesterol [=x mg/dL 82333
Triglycerides L% 1 mg/dl 30-338
Amvase b [ ¢ 1 UL 400-1250
Osmolality (calculated) :L B6 : * 1 mmol/L 291315
Sample ID: 19020101022 Reviewed by
END OF REPOR.T (Final) Page2
Page 10/34
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Client: B 6

Patient:

NT-proBNP 2/1/19

IDEXK Reference Laborstories

Speciess CANINE
Breed: ENGLIS H_BULLDOG
Gender: MALE NEUTERED
Age: BY

CARDIOPET proBNP- CANINE

CARDIOPET proBNP

- CANINE B6

Comments:

Date: 02'01/2019

Requisitiop = 430205

0 - 900 pmol'l

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTBORO RD
NORTH GRAFTON, Massachusets (1336
508-339-5385

Account #58033

B6

1

Page

11/34
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Client:
Paltei::rtlt: BG

CBC/CHEM

Tufts Cummings School Of Veterinary Medicine

m ’ 200 Westboro Road
g, =" North Grafton, MA 01536

DUPLICATE
Name/DOB : B 6 Provider. Dr. John Rush
Patient ID: Sex: CM Order Location: V320559: Investigation info
Phons number: Age: 8 Sample ID: 1902010102
Collection Date: 2/1/2019 11:52 AM Species: Canine
Approval date: 2/1/2019 12:57 PM Bread:

CBC, Comprehensive, Sm Animal (Research)

CSTCYR ey Ref. RangeMales
WEBC (ADVIA) 4 40-15.10 Kl
REC (Adwvia) 5.80-8 50 MuL
Hemoglobin (ADVIA) 133-20.5 g/dL
Hematocrit (Adwvia) 39-55 %
MCV (ADVIA) 64.5-77.5 1L
MCH (ADVIA) BG 213259pg
CHCM

MCHC (ADVIA) 319-343 g/dL
RDW (ADVIA) 11.9-152
Platelet Count (Advia) H 173486 K/ul.
Mean Platelet Volume 820-13201
(Adwvia)

0z2/01/19 12:12 PM

B6

Platslet Crit H iB6! 0.129-0.403 %
02/01/19 12:12 PM BG

PDW

Reticulocyte Count (Advia) H 0.20-1.60%

Absolute Reticulocyte H BG 147-113.7 K/l

Count (Advia)

CHr

MCVr

Comments (Hematology) B6 i

Microscopic Exam of Blood Smear (Advia)

CSTCYR Ref. RangeMales

Seg Neuts (%) 43-86 %

Lvmphocytes (%) T-47 %

Monocytes (%0) 1-15 %

Eosinophils (%) 0-16 %%

Seg Neurophils (Abs) B6y; 2.800-11.500 K/ul

Advia

Lvmphs (Abs) Adwvia 1.00-4 80 K/ul

Mono (Abs) Adwvia 0.10-150 KL

Eosinophils (Abs) Adwvia 0.00-1 40 K/l

WEBC Morphology No Morphologic Abnormalities

EEBEC Morphology No morphologic abnormalities

Research Chemistry Profile - Small Animal (Cobas)

Sample ID: 19020101021 Reviewed by
This report contitmes. .. (Final)

Page 12/34
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Client:
Palt?:rtlt:i BG

CBC/CHEM
Tufts Cummings School Of Veterinary Medicine
m 200 Westbaro Road
North Grafton, MA 01536
DUPLICATE
Name/DOE B 6 Provider Dr. John Rush
Patient I Sex: CM Order Location: V320559: Investigation info

Phons number: Age: 8 Sample ID: 1902010102

Collection Date: 2/1/2019 11:52 AM Species: Canine

Approval date: 2/1/2019 12:57 PM Bread:

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

SMACHUNSKI e, Ref. RangeMales
Glucoze 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-71.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 18-30mEqL
Total Protein i 5.5-7.8 g/dL
Albumin 28-40 gidL
Globulins E 23-42 gidL
A/G Ratio H 0.7-1.6
Sodium 140-150 mEq/L
CHloride 106-116 mEq/L
Potassium BG 37-54 mEq/L
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NAK 20-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 U/L
ALT 14-86 U/L
AST 9-54 U/L
Creatine Kinase 22422 UL
Cholesterol §2-355 mg/dL
Triglycerides 30-338 mg/dl
Amiase 400-1250 U/L
Osmolality (calculated) E 291-315 mmol/L
Sample ID: 19020101022 Eeviewed by

REPRINT: Orig. printing on 2/1/2019 (Final) Pagel

Page 13/34
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Client: B 6

Patient:

Taurine level

9y B@ :
T we - B6
Amino Acid Laboratory Sample Submission Form 22,1,7*-'

2019 (P2t Ra

Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 9561€ pmmp w ICE ".‘Flcxs T
Telephone: 530-752-5058, Fax: 530-752-4698 Lithiym P ’ RLIIRIHE
Email: ucd.aminoacid.lab@ucdavis.edu s L i
www.vetmed.ucdavis.edu/labs/amino-acid-laboratory L

Clinic/Company Name: Tufts Cummings School of Vet Med - Clinical Pathology | aboratary

Address: 200 Westboro Road. North Grafton MA 015369

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

Telephone: _spngp 87 4860 Fax: 508-830-7936

Billing Contact: B6 Email: B6 P
Billing Contact Phone: 508-887-4267 Tax ID:

Patient Name B6 Species: C nn N

]

Breed: T NG LN ":_‘)L (1 C‘* L_j Owner's Name: B6

\J
Current Diet : l\r\\lt L[v”x: ¢5S ( _«‘f_'{;&f_

il : =
Sample type: ( Plasma ' hole Blopd Urine Food Other

Test: @;’Complete Amino Acids Other:

Taurine Results (lab use only)

Plasma | BG | WholeBlood: ! BO ! urine: Food:
: 7 Plasma (nMol/ml) Whole Blood (nMol/ml)
Normal Range | No known risk | Normal Range | No known risk
for deficiency for deficiency
Cat 80-120 =40 300-600 >200
Dog 60-120 | >40 200-350 >150

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

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

Page 14/34
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Client:

B6

Patient:
Diet history 2/1/19
CARDIOLOGY DIET HISTORY FORM
Please answer the followins_auostione obot vonie mad

Pet's name: i B6 E Owner's name B 6 Today's date: D0 - | C’}
1. How would you assess your pet's appetite? (mark the point on the fine beiow that besi represents your pet's appetite)

Example: Poor ] Excellent

|
Poor l{ Excellent
2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
ats about the same amount as usual OEats less than usual OEats more than usual

OSeems to prefer different foods than usual OOther
3. Ower the last few weeks, has your pet {check one)

Olost weight OGained weight tayed about the same weight ODon't know
4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet

currently eats. Please include the brand, specific product, and flaver so we know exactly what you pet is eating.

Examples are shown in the table — please provide enough detail that we could go to the store and buy the exact same food.

Food (include specific product and flavor) Form Amount How often? Fed since

Nutro Grain Free Chicken, Lentil, & Sweet Potato Aduit dry 1 ¥ cup 2x/day Jan 2018

85% lean hamburger microwaved Joz Txiweek Jan 2075

Pupperoni original beef flavor _treat % 1x/day Aug 2015

| Rawhide . treat 6 inch rwfst Txfweek Dec 2015
3 L’\\.SS {ﬂ?@ (_.MM;\-»HJ'M‘H— i\‘(_;'JL' H ’7&@,&“ D 5&
£, LT 1 lf:'-i F f) Ix[dawd  Dec 7015

se T4 Cdi_\f'“ 'JC_\R‘LFL} T\{' \w]FE!‘J\} M{lt
_ B6 | fzua _
F0L CEAC J’—‘Vi—*-’-l@ /
_ fosinas )

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

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

If yes, please list which ones and give brands and amounts:
Brand/Concentration

Amount per day

supplements)? DYes)EiNu
Taurine OYes ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish ail OYes ONo
Coenzyme Q10 OYes ONo

Other (please list);
Example: Vitamin C

Nature’s Bounty

500 mg tablets — 1 per day

How do you administer pills to your pet?

O | do not give any medications

O | put them directly in my pet's mouth without food
| put them in my pet's dog/cat food

0| put them in a Pill Pocket or similar product

0 | put them in foods (list foods):

CiNA G [ DreT 7o
ROy re Corn BALLY
CMA}WEF;

Page 15/34
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Client; B 6 i
Patient:

Troponin 2/1/19

. 4y, Gastrointestinal Laboratory
& “ Dr. J.M. Steiner
A ‘, &1 Department of Small Animal Clinical Sciences
% w) 5 Texas A&M University
%, N, £ 4474 TAMU
Verpris st College Station, TX 77843-4474

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

Dr. Freeman Phone: 508 8567 4669
Tuﬁ&.Un'L\lersity:QIinil:al Pathomy Lab 0 508 8390 7936
Altni B6 ! ] ) PR _
200 tvesmors /bad Animal Name: ' B6
Morth Grafton, MA 01536 Owner Name: il
USA Species: Canine
Date Received: Feb 12, 2019

Gl Lab Accession: 63969

Test Result Control Range Assay Date
e ;
Ultra-Sensitive Troponin | Fasting il___B__§__§ ng/mL <0.06 021219
Comments:
Page 16/34
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Client:
Palt?:nt: B 6

Troponin 2/1/19

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
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Client: B 6

Patient:

Vitals Results

i B6__11:00:04 AM Weight (kg) . B6 !
Patient History
3:52 PM Appointment
8:05 AM UserForm
8:05 AM UserForm
10:37 AM UserForm
10:38 AM UserForm
10:44 AM Purchase
B 6 11:00 AM Vitals
12:03 PM UserForm
12:50 PM Appointment
12:58 PM Prescription
12:08 PM Patient Merge
4:32 PM Purchase
4:32 PM Purchase

Page 18/34
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Cummings

\eterinary Medical Center p—

AT TUFTS UNIVERSITY

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

STANDARD CONSENT FORM

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

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

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

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

in eenuting this fom, | herdby eqeres iy adoowledos that risks, benefits and altemative forms of trealment have
been explained inme. | undersiand said explanation, and | consent totreatment. Should any additional treatments or
diaonostics be required during the continued care of my animal, | understand that | will be givens the oppaorbunity to
disorss and consent 1o these additional procedures. | understand that further or additional treabment may berequired
withumt an opporunity for discussion and consideration by me, inthecaseof thedeselopment of any lile-threatening
emergeny during the oontinued cre of my animal and | expressly consant to all such reasonahle treatiment as
requied. | realie and understand that results carnot be maranteed.

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

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

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

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

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

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

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

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

A e el vl

B6 Q67 |

[® 24

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

The ownér ofthe animal; B6 has granted me autharity to obtain medical treatment and o bind this
owner to pay the weterinary medical services provided at Gummings Schiool pursuant inthetams and conditions
desaribed above

Auttuwized Ageri - Please Print Ager’s Spnahuare
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Lummings B6.
\eterinary Medical Center “Be T Comine

AT TUFTS UNIVERSITY Bulkdog
Body Weight: Weight {ke} 0.00

Brachycephalic Consent Form
Anesthesia, Sedation and Hospitalization

Brachycephalic is a term for "short-nosed”™_ Several dog breeds may experience difficulty breathing due
to the shape of ther head, muzzle and throat_ Shorter nosed dogs nclude English Bulldogs, Frendh
Bulldogs, Pugs, Boston Terriers and many other breeds. The shorter than average nose and facen
proportion to their body size can cause problems for these breeds at tmes. Owners with
brachycephalic breeds must pay exira attention to their animals during exerdise, heat and while
obtaining veternary cane.

Overview

The purpose of this form isto inform you of the risks assodiated with anesthesiaf sedation and
occasionally hospitalization, which are inherent for dogs with shorter noses (brachweephalic). Not all of
these problems may apply to your dog, but these are part of the brachycephalic syndrome. Pleace
discuss any specific concerns with your attending veterinarian,

Respiatory problems

Brachycephalic dogs have a shortened shill, resulting in a compressed nasal passage and abnormal
thmat analomy. The abnormal upper asirway analomy causes noeased negative presaune while taking
a breath, leading to inflammation, deformation of throat tissues, and obstruction of breathing. We
encourage comective surpery i moderate to severely affected dogs.

Coolng problems

As dogs cool by panting, dogs with namowed ainvays may have difficutty coonling themselves. This may
be made worse by anxiety or stress.

Stomach and imtestinal problems

Brachycephalic dogs may swallow a lot of air whidh can lead to increased vomiting or repurgitation,
and this could lead to preumonia. f possible, we pre-ireat brachycephalic dogs with medications to
reduce stomach acids, and to promaote stomach emptying.

Restroint challenges

Due to their airway, and in some bulldogs, ther mirinsic personality as “towgh™ dogs, it may be difficult
10 restrain them salely. This is a particularly sipgnificant problem with more aggressive dogs. We
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occasionally need to sedate them, or ask family membersto help with some routine procedures to
awoid unnecessary stress on the patient.

Sedation ond onesthesio

While sedation and anesthesia are commonly performed in brachycephalic breeds, especial ly bulldogs,
recovery from anesthesia may be more difficult for these patients due to a namowed arway. We have
our anesthesia team very dosely involved in sedation and anesthesia of brachycephalic breeds
espedally bulldogs. They have found that careful monitoring is essential to a good outcome. In fact,
many dog owners iravel some distance in order to ensure that a Tufis board -certified anesthesiologist
is present during anesthesia or sedation to minimize the risk of complications.

We consider brachyerphalic dogs a high risk population. Flease be sure you talk with your doctor
about the following:

1 Any medical and for surgical trestment altermnatives for your pet

2. Sufficient details of this consent form and how they apply to your dog
3. How fully your pet might respond or recover and how long it could take
4. The most common complications and how serious they might be

| grant permission for my pet to undergo general anesthesiafsedation/hospitalization at Tufis Foster
Hospital for Small Animals at the Cummngs School of Veterinary Medicine_

| am aware that my pet has physical characteristics that make anesthesia and sedation more
challenging and possibly more risky than for the average dog with a longer nose.

| am aware that brachycephalic breeds, such as the English and Frendh bulldog, Boston Testier, Pug,
and Pekingese have a shortened skull, resulting n a compressed nasal passage and dbnormal throat
anatomy. The abnormal upper airway anatomy causes increased negative pressure while taking a
breath, leading to inflanmation, deformation of throat tissues, and obstruction of breathing.

| am aware that if my brachycephalic pet undergnes sedation or general anesthesia the potential
complications include partial or complete arway ohetruction during recovery and

repurgita ion/vomiting which could lead to aspiration pnesmoniafrespratory distress. With arway
surgery, death has been reported as a rare complication in <3% of cases.

| am aware that anesthetizing or sedating a brachycephalic animal for any reason can lead to the
development of significant complications as described n this dooument._

Flease answer YES or ND 1o the following queshions:
My pet has demonstrated difficulty breathing, exercise intolerance, andfor collapse episodes.
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{\'Eﬁ Cno

My pet has demonstraied difficulty ealing, sudh as gagging, vomiting, and regurgitation

1 ves %D

My pet is receiving or has recently received a non-steroidal anti-inflammatory drug {e.g., Rmadyl}

[ ves ?{m

Your sipnature ndicates that you have read and understand the above information and give your
consent for trex

-~ B6

Date: 2/1/2019
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EU m m I n g S ﬁ;wﬂﬁ;ﬂrmumnt

] . MNorth Grafion, MA 01536
Veterinary Medical Center e e it
AT TUFTS UNIVERSITY htipc/fretmed tufts eduf

Ea'diulugr Limson: S08B-B8 716596

Dischange Instructions

Palient Owmer
Mamne B | Mamne Be Patimimx_ B6
Browny'White Male {Neutered) English B6
Bulldoe
Bithie:| B6 |
Altending Cardinlopist-

M| johnE. Rush DVM, MS, DACVIM {Cardiology), DACVECC

B6

B6

Shalentz  B6_ )Vi9

Adenit Date= 2717019 10:36:11 AM
Disdharpe Dales 212019

pramature depolarizations, and el ventriousar dyshnctiong possible oomponent of diet-related candiomygopatiy
Clinicall findings.__B6 __has been diagnosed with a primary heart musde disease cal led arrhy thmogenic right veniriouar
cardiomyopathvy {[ARWC). This disease 5 oommon in bulidogs and is dharacterizad by replacement of the normal heart
rmuscle by Fat andfor scartissue which may result inserious veriricutar asrhythimias {abnormal heart dhwitems onginating
Tomthe iower chamber of the heart), candiac enlarrement and congestive heart failre, or bothe Dogs with ARV may
experience syrunpe {ainting) or sudden death as the result of venirioular amhytbimia,. Thowush we cannot reverse the
changes inthe heart muscle, we can oonirol the heart disease with medical managemest
The following diagnostic test resulis were obtaned thday:
EOG findings: The ECG shows a mamber of premathure veriirioular owiractions {VACS) oreinating fnom the right
veritricle
Edhocandiosram Findines: The right veriricle s moderate tomarkedly enlarsed The left vendride i mildly dilated
with the left veririouar free wall thimed, There & reduced vieor of cantradtion of the left veniricle. The left
atrium & mikdy to odeately enlaged. The nghit atrium s moderately to maredly enlaged. There s somemitral
and triarpid vale repapitation. The hepatic weins are markedly distended

Morsioring at hosnes Please monibar for any sions of letharpy, wealaiess, palegums, cough, shirines, of breath,

nappetence, or milapse. If a mllapsing episnde & noted, please dheck your dog's cum olor and ry o oet a sense off
whether the heart rate i show or fast. 1T you have an iPhane or Andoid smartphone device, you may wanit to explare the
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option of purdhasing the Kandia Maobi le device which will allow youto monitor the heart rate and dwthm at home
{wwwaliveow.coml. [Fyou haveany concermns, please call or have your dog evahated by a velerinarian, Our emergency
clinic is open 24 hoursfoay.

place that heve, and send him hame forthe 24 hours duration. He waould then rebum herethe next day where we can
remowvethe Holter and analyze his heart rythmnio fully his awhyitmia Call Fyou decideto dio-this test

B6

Recosmnended Medicalions

Diet supgpestinas: Dogs with AR may benedit from the addition of omega2 fatty acids {fish oil) tothe diet. Diets sudh as
the Royal Canin Boer or Early Cardiac diet, ar Hills jfd have ample fish oil and may not require much {orany) additional
supplemeriation. Additional information on supplemenits such as fish ol orother supplement s that you might have
questions abmat may befound on theTufis HeartSmant web site: fhitips/Avebtults echyheartamant/dietf).

O The DA & omrer iy iwestigatine an apparent association betwesn diet and atype of heart disease called dilated
cadiomyopathy. The ead care is still unclear, bt it appears i be asnciatied with boubique diets and those
cantaining eotic ngedend o aegandiee Therehere, we are osrent iy recommending that dogs do not eat
these types of diets.

and does not awitain any eatic ingredients, sudh as kangaoo, duck, lamb, venison, lentils, peas, beans, buffaio,

O The DA ssupd a statemant regarding this e
{hitipsf A i oo AnimalVeterinaryf NewsdEvenl S CuWUpdalegfuomG] 3305.kim) and a recent article
publshed by Dr- Lisa Freemman anthe Cummings Sdools Petioodblogy biog can urther espiin these findings
{hitip:f Avetrwatrition tufts.ece 201 806/ a brolen-heart -ride of heart disease-in-boutique- or-grain-ree diets-and-ex
otic ingredient s/}

o Our nutritionists have compiled a list of dog Toods that are good options Tor doos with heart disease

Dry Food Options:

Royal Canin Early Candiac (veterinary diet)

Royal Canin Bmar

Purina Pro Plan Adult Weighl Managemant

Purina Pro Plan Brighit Mind Adult Smal Breed Fomla

Carned Fond Oplions:

Hill's Science Diet Adult Beef and Barley Enbree

Hill's Scenee Diet Adult 1-6 Healthy Culsine Boasted Chidken, Camot, and Spinach Stew
Royal Canin Mahure 8+

We renommend siowly imdurcing one of the diets an the above list a< follows: 25% of the new diet mised with 75% old
diet for 2-3 days, then 5050, etc

i your dog has spedal nuiritional needs or requires a homecooked diet, we recommend you schadule:an appoiniment with
our rutritionists (508-3 57-4696)

Berdse reconenendatinns: Generally we recormmend limited activity for dogs with heart disease - Leash walk only &5
ideal Repetitive or strernams hich enerpy activities {repetitive ball chasing, nemning st ofHeash, o) are not
recnmimendded as theseactivities may result inworsened armhythmia or even sudden death,
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ireatments as needed (sudh as anbiarhythmics). We will likely recommend rechack BCGs every 3 mandhs, oryou can
purthase the Al eCor and send us an BOG about onee a month

Mhﬂﬂllmmmmngﬂitquﬂmwm
Please visit our HeartSmart wehs e for more infomation

PMlease visit our HeartSmart webhsite for more ndormations
hitp et tufts edhfheartamart

Presnipiioo Befill Desclosner:
For the sofely ond well-beimg of our polients, your pel mast ove hod on exxominolion by onme of eur velerimorions within the post
yeor in order In obivmn presorplion medeoions.

Ovdfeniog Food:

Pleose oive ok with youwr primovy velerinorian o porohese the recommended diet{s). i you wish o myehose your food from o,
Please ol 710 doys it odvonce (SO8-887-0629) Ino ermsure Lhe food 5 i ook Allernolve ¥, velersmory dicls con be ordered from
online reloders with o preseription/ve ierinory opprevel.

Clovicod Tiods:

Chnieed trioks ore studies i which ourvelerinory doctors work with you ond your pel io invesligoir o specifiec dseose process or g
promsing now iest orfreatment Pleose see our welsie: vel hfls cdu/ovmcfolinicsl shuokes

Cag= B6 | Oumner B6 Discharpe InEmEtions
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Lummings B6

\eterinary Medical Center I

AT TUFTS UNIVERSITY B§ Canine _
Cardiclogy Linison: 508-887-3696 i.-BE-E““":; Male {(Neutered} Englich Bulldog
Cardiology Appointment Report
Enrolled in DCM Study
Dabe: 2 /12019
Attending Cardiclopict

M John E. Rush DVM, MS, DACVIM {Cardiology}, DACVECC

B6

Cordiclopgy Resident:
B6
Cﬂt_idngyT::lIi:im:
Student: B6 V19
Presenting Complaint- Here for possible entry to DCM study. Half—sisteri B6 | came in last

B6

Generol Medical Histery: @ =0z 020200 _

Had  B6_ _ mspuppy,hadafallandneededsome B6 0 says seen at Tufts.

Sedentary lifestyle, but healthy. Half- sister: B6 here last month n CHF, which is what started
concermes for DEM.

Fasted today.

Had reason for concern of DCM based on diet and sister, came in based on NTproBN P level

Dt omd Supplesments:
Grain free diet- Wellness Core. Chicken and Turkey wet food 4oz BID. Fish dry food 1/4 cup BIDL
No supplements or treats.

Cardiovwascullar History:
Prior CHF diagnosis? N
Prior heart maammar? N
Prior ATE? N
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Prior asrhythmia?N

Monitorng respiratory rate and effort at home? N, but taking notice more alter sister’s CHF. O thinks
2030 at rest .

Cough? N

Shoriness of breath or difficulty bresthing? S ound s raspy when anxious

Sncope or collapse? N

Sudden onset laneness? N

Exercise intolerance? N- Normally low energy._

Cunrent Medicolions Pertient 1o CF Eﬁl:em
Medicalion:; B6 :
Formu latlmﬂ' ah Size: 500 mg tablet
Administration Frequency: PO BID 1 tablets
Need refills? N

Cordins Physical Examanaolion:

B6

Muscle condition:

M Narmal | moderate acheda

1 mild muscleloss =l marked cachuna
Cordiovasculor Physicall Exoam:
Murmur Grade:

M None L

& 1 v

i wipw

1 mpan

Murmur location/desoription:

Jupular wein:
Bﬁlﬂunlﬁdﬂerﬂ:k = 1/2 way up thenek
3 middle 1/3 of theneck [ Top 2/3 ofthenak
Arterial pulses:
i weeak - obese and difficult to palpate | pounding
[ Fair L puise defts
[ Good = Pular paradn s
Dﬂ]ﬂg H other:
NI"’IFITIHI
| None = Bradycardsa
E!‘.iu;inhyﬂm ElTil:h}IElﬁﬂ
Premature beats infrequent
Gallop:

[ Yas | pronounced
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™
[ mitermittent

Pulmonary acecaments:
[ Fupneic
EHih:ld,q:nzn
[ Marked dyspnea
M narmal By sounds

Ahdominal

|ﬁ Hepatomegaly
i ahdnminal distension mostly adipose tisae?

Problems:
Related dog with DCM
Has a high NT-proBNP

Differential Disproces: DCM vs other

%Gﬂ'ristwpnﬂe

L other:

=] urmanary arackies

Ell.lnlﬂamshﬂl:r

2| mild ascites
L marked ascites

=l Diahysis profile
= Thoracicradiographs
¥ NT-proBNP
Tropanin |
M Othertests: Study bioodwork

B6

Assecanent and recommmendotions:

Findings are consistent with ARVC with concurrent 1V dysfunction which is either relsted to ARVC or could
have a component of diet-related cardiomyopathy. There was not enough asrhythmia seen today to clearly
trigrer antiamrhythmic therapy, but a 24 howr Holber monitor could be performed for a better asseesment
of arrhythmia burden, or Alivecor tracings could be evaluated serially. Recommend starting B6 ‘
5mg PO BID. Recommend switching the diet. Dog was enrolled in the DCM study, and troponin,

NTproBN P, taurine levels, CRC/Chem were submitted via the study. Recheck edho, BCG, and blood work in
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3, 6, and 9 months for the shudy. Discussed pros and cons of starting antiarrhythmic treatment today, or
ACE - owner leaning toward fewer drugs at this stage.

Final Dispnosis :

ARVC with LV dyshnction {possible component of diet assodiated cardiomyopathy}

Heort Foilhre Oocsification Seore:
ISACHC Classification:

Eia

M Ib

En

ACVIM Classification:
A
Hm
M 2

M-Mode
Ivsd

LviDd
LvPwd
IVSs

LVIDs
LVPWs
EDV{Teich}
ESV{Teidch}
EHTeich}

SV{Teich}
An Diam
LA Diam
LAfAD
Max LA
TAPSE

M-Mode Normalized
IVSdN

LVIDdN

LvPWdN

1VSsN

IVIDsN

1VPW N

An Diam N

LA Diam N

= ia
= nib

Ec

B6

B6

§33i®*33938538§§

38

{0290 - 0520} !
{1.350 - 1.730}
{0330 - 0,530}
{0.430 - 0.710}
{0790 - 1.140}
{0530 - 0_780) T
{0.680 - 0.890} I
{0640 - 0900} !
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S5A LA

Ao Diam

SA LA f Ao Diam
IvSd

LvIDd

LvPWd
EDV{Teich}

IV5s

LvIDs

LVPWs
ESV{Teich}
EH{Teich}

- R

SV(Teich}

LV Major

LV Minor
Sphericity Index
LVid LAX

LVAd LAX
LVEDV A-L LAX
LVEDV MOD LAX
LVLs LAX

LVAs LAX
LVESV AL LAX
LVESV MOD LAX
HR

EF AL IAX
LVEF MOD LAX
S5VA-LLAX

SV MOD LAX
COALLAX
COMOD LAX

Doppler

MR Vmax
MR maxPG
MV E Vel

MV Decl
MV Dec Slope
MV A Vel

MY EfA Ratio
E

E/E

A

5

AV Vmax

AV maxPG
PV Vmax

PV maxG

TR Vmax

B6

B6

I/min
I/min

mjs
mmHg
mjs

mfs
mjs

mjs

mjs
mjs
mfs
mmHg
mjs
mmHg
mjs
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TR maxPG ' B6 mmHg
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Foster Hospital for Small Animals

Lummings e

Te lephone {508} 8395395

Veterinary Medical Center e o

AT TUFTS UNIVERSITY htip/feetmed tuftz eduf

B 6 B6 | ik Heutered)
Canine English Bulldos
i ! e

Thank you for refesring B6 with theirpet!  Bg

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

John Ritsh DVM, DACVIM {Gartiolony), DACVECC
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From: B6 Peveavets.com>

To: Jones, Jennifer L

Sent: 5/18/2018 5:25:41 PM
Subject: DCM and Diet spreadsheet
Attachments: Diet Breakdown by Brand.xlsx
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 2/26/2019 12:01:05 PM

Subject: DCM cases 2/26/2019 0700

Attachments: Instinct Original Grain Free Recipe (unkown protein source) B8 | EON- 380789;
Merrick Classic Real Beef + Green Peas Recipe with Ancient Grains A(_j_g_l_t__p_r_y__lg)_qg__lfood
i B6 |- EON-380855; Taste of The Wild - Salmon grain free:i B6 F
EON-380783; Taste of The Wild PREY (unknown formula):i_____B6_____ i- EON-380774;

Wellness Complete Health Fish and Sweet Potato dry: Lisa Freeman - EON-380848

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

‘ ATYMITMNISTRATECGM

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

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

2/26/2019 12:21:16 AM

B6

Wellness Complete Health Fish and Sweet Potato dry: Lisa Freeman -

EON-380848

2063189-report.pdf; 2063189-attachments.zip

A PFR Report has been received and PFR Event [EON-380848] has been created in the EON System.

A "PDF" report by name "2063 189-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 "2063189-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380848

ICSR #: 2063189

EON Title: PFR Event created for Wellness Complete Health Fish and Sweet Potato dry; 2063189

AE Date 02/22/2019 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Boxer (German Boxer)
Age 10.5 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063189
Product Group: Pet Food
Product Name: Wellness Complete Health Fish and Sweet Potato dry
Description: Arrhythmia dx at RDVM July 2018 (had been "wheezing") Started wheezing again 1 week before
admission. Diagnosed with DCM, CHF, and ventricular tachycardia 2/22/19 Was fed Wellness diet until 6/2018
then changed to Royal Canin Boxer (current diet). Taurine and troponin pending. Owner has another Boxer
eating same diets - has not been screened Enrolled in DCM study. Changing to different diet (although Boxer diet
is probably fine) and will recheck in 7 days and 3 months.
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Submission Type: Initial

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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Wellness Complete Health Fish and Sweet Potato dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-380848

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=397857

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380848
2063189

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: 2019-02-25 19:.07:14 EST

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:;

Outcome to Date
Product Information: Product Name:
Product Type

Lot Number:

Product Use
Information:

Manufacture
[Distributor Information

Purchase Location

Information:

Animal Information: Name:

Type Of Species:

Type Of Breed

Gender: Male

Reproductive Status
Weight

Age

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional
Information

FOUO- For Official Use Only

_Arthythmia dx at RDVM July 2018 (had been 'wheezing'} Started wheezing again
1 week before admission. Diagnosed with DCM, CHE, and ventricular tachycardia

 2/22/19 Was fed Wellness aiet until 8/2018 then changed to Royal Canin Boxer
{current diet). Taurine and troponin pending. Owner has another Boxer eating
same diets - has hot been screened Enrolled in DCN study Changing to different

_ diet (although Boxer diet is probably fine) and will recheck in 7 days and 3 months

: 02/22/2019
No

: Stable

Wellness Complete Health Fish and Sweet Potato dry
: Pet Food

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

Boxer See diet history

r

: Boxer (German Boxer)

: Neutered
: 23.3 Kilogram
: 10.5 Years

2

Owner Yes
Information

provided:

Contact: Name:

Phone::

Email:

Address: i

Practice Name:  Tufts Cummings School of Vetérinafy Medicine

Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
Address:
1

FDA-CVM-FOIA-2019-1704-007720



200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

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

Description: Med records
Type: Medical Records

FOUO- For Official Use Only 2
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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: L _______ B 6 ______
Breed: _Boxer Species: Canine
DOB: B6 Sex: Male

(Neutered)

Address B 6

Referring Information

Initial Complaint:

ARVC vs. DCM with active CHF and uncontrolled Vtach.

SOAP Text | B6 -E 9:34AM - Clinician, Unassigned FHSA

Subjective
NEW VISIT (ER)

B6

Presenting complaint: wheezing

Referral visit?, B6 AH

Diagnostics completed.prior to visit - saw this morning but referred straight here
rDVM records in email

HISTORY:

Signalment: 10.5 y/o MN Boxer
Current history:

on Tuesday. No vomting/heaving. Owner reports that he is drinking water normally, but didn't finish his food this
morning which is abnormal for him. Unknown diarrhea, appetite status while owner was gone.

Prior medical history: none, known| B6 i

Page 1/85
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Client:
Patient B 6

Current medications: 1/2 tablet BID (owner unsure strength), did start it on Tuesday. Took months long break of | B6
due to symptoms resolving.

Diet: royal canin boxer, dry , unknown length of time (last 1.5-2 yrs)

Vaccination status/flea & tick preventative use: UTD

EXAM:

Travel history: none

C/V: II-111/VI left apical systolic murmur, arrhythmia (premature beats, intermittent gallop), fair arterial pulses

ASSESSMENT:

Al: Severe cardiomegaly with poor contractile function - r/o primary DCM, diet-induced cardiomyopathy, ARVC,
tachycardiac induced cardiomyopathy.

A2: Malignant ventricular arrhythmia - non-sustained VTach and frequent polymorphic VPCs

A3: Left sided congestive heart failure.

PLAN:
; B6

Treatments:

Diagnostics completed:

- Thoracic radiographs:
- Cardiopulmonary changes are consistent with left-sided congestive heart failure. Given moderate generalized
cardiomegaly and moderate left atrial enlargement, consider DCM given breed. Echocardiography is

Page 2/85
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B6

recommended and repeat thoracic radiographs to monitor response to therapy.
- Impression of faint rounded soft tissue opacities mixed in with the intersitital pattern may represent
peribronchial cuffing and end on vessels, pulmonary nodules are thought less likely. Follow-up radiographs to
reassess the lungs are recommended after resolution of cardiogenic pulmonary edema.
- Concurrent mild diffuse bronchial pattern likely represents a component of lower airway disease.

- Echocardiogram:
Findings consistent with DCM with active CHF and frequent ventricular arrhythmia. Patient has enough

malignant arrhythmia that hospitalization ancﬂ B6 fand telemetry monitoring is recommended.

I B6 . }ng/kg g 4-6h is recommended for the day and depending how well he responds, maybe we can
decrease to g6-8h overnight. Patient has historically been on grain free diet for years before been switched to
current diet. It is uncI_ear whether this is a primary DCM, ARVC with DCM phenotype, or diet-induced

cardiomyopathy, but B6 , 7.5mg BID and Taurine 500mg are also recommended. Apparently patient

tolerated well:_B6 1 in the past, but at this point this medication should ideally be avoided at this point due to
potential beta-blocker effects that may worsen systolic function. Thus, recommend bloodwork and if liver

be effective helping decrease ventricular arrhythmia density. Recommend additionofan B8 iwhen
patient is eating and not azotemic. Recommend repeat echocardiogram in 3 months or sooner in case patient
develops clinical signs consistent with progression of the disease (shortness breath, collapse, syncope, exercise
intolerance, pale mucous membrane). Client can be instructed on how to use AliveCor and assess heart rate

and rhythm from home if patient at rest and calm at home.

PLAN (cardio consult):

Client communication:
Discussed hospitalizing for supportive care, diagnosis (cardio consult, echo) and start treatment for CHF and underlying
condition. O ok with plan. New doctor to give call in am. P enrolled in DCM study.

Resuscitation code (if admitting to ICU) B6 i

SOAP approved (DVM to sign): B6

SOAPText | __B6__i8:27AM B6 E

Day 2 Hospitalization

i B6__:10.5yo MN Boxer

HISTORY:

Page 3/85
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B6

Current history:
In July primary vet noticed heart arrythmia during appointment, when he was seen then due to symptom of wheezing.

more clingy and lethargic. Owner had been out of town for a week,; B6 ;'wa]s at home with husband and owner is

“has. Owner's husband did restarti “B‘G ':bn Tuesday. No vomiting/heaving.

Owner reports that he is drinking water normally, but didn't finish his food this morning which is abnormal for him.
Unknown diarrhea, appetite status while owner was gone.

Prior medical history: none,i B6 i
Current medications:______| B6 .}
due to symptoms resolving.

Diet: royal canin boxer, dry , unknown length of time (last 1.5-2 yrs); was on grain free diet before this

Vaccination status/flea & tick preventative use: UTD on vaccines
Travel history: none

Overnight update: AIVR and occasional VPCs. Not interested in food. Nauseaus last night, was given one dose of
cerenia that helped a little bit. Also had 2 episodes of vtach around 7am, resolved on own.

EXAM:

B6

C/V: lI-lI/VI left apical systolic murmur, arrhythmia (premature beats, intermittent gallop), fair arterial pulses

ASSESSMENT:

Al: Severe cardiomegaly with poor contractile function - r/o primary DCM, diet-induced cardiomyopathy, ARVC,
tachycardiac induced cardiomyopathy

A2: Malignant ventricular arrhythmia - non-sustained VTach and frequent polymorphic VPCs

A3: Left sided congestive heart failure

PLAN:

Treatment Plani B6 |

B6 {overnight)

Page 4/85
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B6

Diagnostics completed:

- Thoracic radiographs | B6 |
- Cardiopulmonary changes are consistent with left-sided congestive heart failure. Given moderate generalized
cardiomegaly and moderate left atrial enlargement, consider DCM given breed. Echocardiography is
recommended and repeat thoracic radiographs to monitor response to therapy.
- Impression of faint rounded soft tissue opacities mixed in with the intersitital pattern may represent
peribronchial cuffing and end on vessels, pulmonary nodules are thought less likely. Follow-up radiographs to

reassess the Iungs are recommended after resqution of cardiogenic pulmonary edema

- Echocardiogram/ Cardio recommendatlons. B6 5

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

Findings consistent with DCM with active CHF and frequent ventricular arrhythmia. Patient has enough

decrease to g6-8h overnight. Patient has historically been on grain free diet for years before been switched to
current diet. It is unclear whether this is a primary DCM, ARVC with DCM phenotype, or diet-induced

patient is eating and not azotemic. Recommend repeat echocardlogram in 3 months or sooner in case patient
develops clinical signs consistent with progression of the disease (shortness breath, collapse, syncope, exercise
intolerance, pale mucous membrane). Client can be instructed on how to use AliveCor and assess heart rate
and rhythm from home if patient at rest and calm at home.

PLAN.:

- NOVA

- PCV/1
- CBC (
- Chem

- Chem

PIanf B6

Page 5/85
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B6

B6
SOAPText | B6 9:19AM - Clinician, Unassigned FHSA

HISTORY:

Current history:
In July primary vet noticed heart arrythmia during appointment, when he was seen then due to symptom of wheezing.

Owner reports that he is drinking water normally, but didn't finish his food this morning which is abnormal for him.
Unknown diarrhea, appetite status while owner was gone.

Prior medical history: none; B6 o
Current medications: B6 {owner unsure strength), did start it on Tuesday. Took months long break ofLBGS
due to symptoms resolving.

Diet: royal canin boxer, dry , unknown length of time (last 1.5-2 yrs); was on grain free diet before this

Vaccination status/flea & tick preventative use: UTD on vaccines

Travel history: none

Overnight update:
Patient starting to be a little interested in food. Arrhythmia still not well under control -- HR ~ 170-180 with
intermittent R on T, pauses and AIVR, multiforme VPCs.

EXAM:
C/V: lI-111/VI left apical systolic murmur, arrhythmia (premature beats), ssfp
Page 6/85
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B6

ASSESSMENT:

Al: Severe cardiomegaly with poor contractile function - r/o primary DCM, diet-induced cardiomyopathy, ARVC,
tachycardiac induced cardiomyopathy

A2: Malignant ventricular arrhythmia - non-sustained VTach and frequent polymorphic VPCs

A3: Left sided congestive heart failure

PLAN:

Diagnostics completed:

- Thoracic radiographs B6 |
- Cardiopulmonary changes are consistent with left-sided congestive heart failure. Given moderate generalized
cardiomegaly and moderate left atrial enlargement, consider DCM given breed. Echocardiography is
recommended and repeat thoracic radiographs to monitor response to therapy.
- Impression of faint rounded soft tissue opacities mixed in with the intersitital pattern may represent
peribronchial cuffing and end on vessels, pulmonary nodules are thought less likely. Follow-up radiographs to

reassess the Iungs are recommended after resolution of cardiogenic pulmonary edema

patient is eating and not azotemic. Recommend repeat echocardlogram in 3 months or sooner in case patient
develops clinical signs consistent with progression of the disease (shortness breath, collapse, syncope, exercise
intolerance, pale mucous membrane). Client can be instructed on how to use AliveCor and assess heart rate
and rhythm from home if patient at rest and calm at home.

[BUN lcreat_.__ 1 Na % Lal LALT _
B6 ! Bé
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B6

B6

Treatment Plani_ __ B6_ _ i

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

B6

B6

B6

SOAP Text Feb 252019 7:17AM - Clinician, Unassigned FHSA

History:

L
T

10.5 y.o MN Boxer presented to rDVME'_.,__E‘E.___._Zor wheezing and decreased appetite at home for 1 week. rDVM
referred to Tufts ER. O were on vacation and are unclear on exact symptoms and duration. Pt was previously seen at

Subjective:

B6

{(O unclear on dose).

Page /85
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B6

Overall impression since arrival or since last exam:Improved since admission to ER oni....B8 __i. The RR are back to
normal and his has no RE. Ate for us a small amount this morning which is good. Seems slightly brighter. Telemetry
revealed persistent multiform ventricular tachycardia with fast rate with no obvious improvement compared to
previously.

Appetite:No immediate interest in food, ate when stimulated and hand fed.

Objective:

B6

Heart: Grade II-11/VI left apical systolic murmur. Multiple premature beats with short runs of sustained tachycardia.
Jugular veins bottom 1/3 of the neck. Femoral pulses fair with pulses deficits.

B6

Treatments in hospital

Diagnostics

congestive heart failure/DCM. Cardiogenic pulmonary edema. Concurrent mild diffuse bronchial pattern likely
represents a component of lower airway disease.

- Echo (Abridged due to dyspned...B8__Findings consistent with DCM with active CHF and frequent ventricular

ey

arrhythmia. Severe cardiomegaly with poor contractile function.

Assessments

Al: DCM vs. ARVC with DCM phenotype with history of active LCHF
A2: Malignant ventricular arrhythmia - non-sustained VTach and frequent polymorphic VPCs

B6

Page 9/85
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B6

B6

B6

Disposition/Recommendations

Page 10/85
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B6

Page
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B6

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

B6 B6

Veterinarian: Species:  [Canine
Patient ID: BG Breed: Boxer
Visit ID: Sex: Male (Neutered)
Lab Results Report cor  WEARen Ol
Nova Full Panel-ICU . B6  [9:30:25AM Accession ID:|_B6 |
|'1'est |Results 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
CA/MG 0-0 mol/mol
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L,
A 0-0 mmHg
NOVA SAMPLE 0-0

oy 12/85 B6

stringsoft

Printed Monday, February 25, 2019
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B6

Fi02
PCO2
PO2
PH
PCO2
PO2
HCO3

Nova Full Panel-ICU

B6

0-0 %
36-44 mmHg
80 - 100 mmHg
7.337 - 7.467

36-44 mmHg
80 - 100 mmHg
18 - 24 mmol/L

|Test

IReference Range IUnits

TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU " B6  9:56:25AM Accession ID:; B6 |
|Test IResults ------ ] IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8- 30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS 26-172 mg/dL
CALCIUM2 9.4-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN 55-7.8 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 0.7-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM B 6 3.7-54 mLq/L
tCO2 (BICARB) 14 -28 mEq/L
AGAP 8-19
NA/K 29 - 40
T BILIRUBIN 01-03 mg/dL
ALK PHOS 12 - 127 UL
GGT 0-10 UL
ALT 14 -86 UL
AST 9-54 UL
CK 22 -422 UL
CHOLESTEROL 82 -355 mg/dL
TRIGLYCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 UL
1930 Result(s) verified

- 13/85 B6

Ll Printed Monday, February 25, 2019
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B6

OSMOLALITY (CALCULATED)  + B6 | 291-315 mmol/L,
Nova Full Panel-ICU . B6_112:18:25PM Accession ID:| B6_ |
Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8- 30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 1.8-3 mEq/L
T. PROTEIN 55-78 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 37-54 mEq/L
tCO2 (BICARB) B 6 14-28 mEq/L
AGAP 8-19
NA/K 29 - 40
T BILIRUBIN 0.1-03 mg/dL
ALK PHOS 12 =107 U/L
GGT 0-10 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CK 22-422 U/L
CHOLESTEROL 82 - 355 mg/dL
TRIGLYCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 U/L
2888 Result(s) verified
OSMOLALITY (CALCULATED) 291-315 mmol/L
n 14/85 B6
stringsof

Printed Monday, February 25, 2019
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B6 ‘medical records 7/17/164__ B6__ |
Il
Date: B6

Pages:

Comments:
| i B6

If you have received this fax in error, please contact

Thé B6
ThanK you, aid Hiave d nice day!
P 'j--‘, "\‘- f‘il'-\
o s .:‘ mg q s
s % s @ 46 %N .. O
O b &5 o5 o5
*® ]
‘ 2o 7 _B6
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B6

B6

medical records 7/17/ 16— B6

Patient Chart

PATIENT INFORMATION

' B6 : Species Canine
Sex Male, Neutered Breed Boxer
Birthday Age 10y
o] ] Rabies 1959-16
Color Brown Weight 57.40 Lbs
Reminded 02-18-19 Codes
Reminders for. __B6 __} Last done

: B6 fweight history

MEDICAL HISTORY - 8.Q.A.P. View

Date By Code Description Qty (Variance) Photo

SUBJECTIVE SECTION

B3

B6 (044 NYES

Page 16/85
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P'age: 2

Date By Code Description Qty (Variance) Photo

! ! B6 iintoday... she just got home from a business trip and her husband
told her thati B6 _! has been coughing at night and generally not doing well. There are notes of

continued long-term and stopped it a long time ago because! B6 had been doing well at home. His
condition at home has declined in the last week or two and now they are seeing:

- a light wheeze-like outward coughing/chuffing intermittently throughout the day, but mostly at night

- generalized lethargy and exercise intolerance on walks

- appetite is decreased

OBJECTIVE SECTION
Quiet, nervous

Examination Results:
Heart
irregular cardiac arrhythmia with variable pulse quality and dropped beats, grade I-Il murmur, slightly pale
mm for a nervous dog

N
U

ASSESSMENT SECTION
NOTES

10yo CM Boxer
- hx cardiac arrhythmia (not worked up): suspect ARVC
- new heart murmur, pulmonary crackles: suspect CHF .. rfo primary puimonary pathology

PLAN SECTION
NOTES

Discussed wntr' Jcerlamly has ARVC which has never been worked up with a cardiologist
and | fear that he is currently in heart failure. He needs to be evaluated by a cardiologist ASAP to get
him stanted on medication which may help improve heart function and lessen frequency of arrhythmia.
Things are now an emergency.! B6 iwill bring him to Tufts. Discussed that if he seems "stable”
(understanding dogs with ARVC are ALWAYS at risk of sudden death) and/or owner has financial
constraints he may be able 10 be evaluated as a day-case (admit through the ER for the day to facilitate

B6 WO Ye

it

Page 17/85

FDA-CVM-FOIA-2019-1704-007738



B6

Page: 3

B6 imedical records 7/17/164 B6 :
B6 :
Date By Code Description Qty (Variance) Photo
cardiac warkup and home on oral meds). If he seems unstable they may recommend admission for
monitaring gverniapt. Did not take CXR or perform diagnostics since Tufts will repeat these anyway.
07-24-18 i B6! WELL Wellness Annual Medical Record
Lmimimemid
Age: 9y
ke B6 ~: BB
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B6

B6 imedical records 7/17/16; B6 |
B6 !
Page: 4
Date By Code Description Qty (Variance) Photo
¢ B6 S -
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B6

B6

medical records 7/17/16-___ B6

B6

i B6 E
Page: 5
Date By Code Description Qty (Variance) Photo
: B6 43S 1604 B6
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B6

B6

B6

; B6
Page: 6
Date By Cade Description Qty (Variance) Photo
1
# B6 ey
1
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B6

B6

imedical records 7/17/161 B

B6 :
Page: 7
Date By Code Description Qty (Variance) Photo
PLAN SECTION
NOTES
= : B6 E 4 WYES 2 B6
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B6

B6 medical records 7/17/16,__ B6 !
! B6 :
Page: 8
Date By Code Description Qty (Variance) Photo
ASSESSMENT SECTION
6 # B6 B6
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B6

B6 imedical records 7/17/164__B6
i B6 i
Page: 9
Date By Code Description Qty (Variance) Photo
|
: B6 2tpvesia_ BE |
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B6

CBC/Chem B6

Tufts Cammings School Of Veterinary Medicine

200 Westboro Road
North Grafion, MA 01336

A . Y

DUPLICATE
i B6 !
“Patien 10 i B6 i Sex: CM B6
Phons number: Age: 10 Sample ID: 1902220072

Collection Date:
Approval date:

1912:37 PM
B6 191:35 PM

Species: Canine
Bread: Boxer

CBC, Comprehensive, Sm Animal (Research)

SMACHUNSK] Ref. RangeMales
WEBC (ADVIA) 4 40-15.10 Kl
REC (Adwvia) 5.80-8 50 MuL
Hemoglobin (ADVIA) 133-20.5 g/dL
Hematocrit (Advia) L 39-55 %
MCV (ADVIA) 64.5-77.5 1L
MCH (ADVIA) 213259pg
CHCM

MCHC (ADVIA) 319-343 g/dL
RDW (ADVIA) 11.9-152
Platelet Count (Advia) 173486 K/ul

02/22/19 1:35 PM
Mean Platelet Volume 820-13201

(Adwvia)
02/22/19 1:13 PH

Platelet Crit
02/22/19 1:13 PM

(0.129-0.403 %

PDW
Reticulocyte Count (Advia) 0.20-1.60 %
Absolute Reticulocyte 14.7-113.7 KAl

Count (Adwvia)
CHr
MCVr

Microscopic Exam of Blood Smear (Advia)

SMACHUNSK] Ref RangeMale:
Seg Neuts (%) 43-86 %
Lvmphocytes (%) T-47 %
Monocytes (%0) 1-15%
Nudleated REC H 0-1 /100 WBC
02/22/13 1:13 PU

Seg Neufrophils (Abs) 2.800-11.500 Kral
Advia

Lymphs (Abs) Advia L 1.00-480 K/l
Mono (Abs) Advia 0.10-150 K/l
WEBC Morphology

Sample [D: 190222007211
This report confirmes... {Final)

Page 25/85
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B6

CBC/Chem - B6
Tufts Cammings School Of Veterinary Medicine
m ’ 200 Westboro Road
A North Grafton, MA 01536
DUPLICATE
i B6 i ;
PatientID:! B6 | Sex: CM i BG

Phone number: . Age: 10 Sample [1: 1902220072
Collection Date; B6 i12:37 PM Species: Canine

Approval date: i1:35 PM Bread: Boxer

Microscopic Exam of Blood Smear (Advia) (cont'd)

SMACHUNSHK]
Echinocytes

Research Chemistry Profile - Small Animal (Cobas)

CSTCYR.
Glucosze

Urea

Creafinine
Phosphoris
Calcium 2
Magnesium 2+
Total Protein
Albumin
Globulins

A/G Ratio
Sodivm
Chloride
Potassium
tCO2(Bicarh)
AGAP

Total Bilirubin
Alkaline Phosphatase
GGT

ALT

AST

Creatine Kinase
Cholesterol
Triglvcerides
Amiase
Osmolality (calculated)

Sample [D: 19022200722
REPRINT: Orig printing or

L

H
H
L
B6
H
56 [

Page 26/85

Ref. RangeMales

Ref. RangeMales
67-135 mg/dL
8-30 mg/dL
0.6-2.0 mg/dL
2.6-7.2mg/dL
9.4-11.3 mg/dL
1.8-3.0 mEq/L
5.5-78 g/dL
28-40 g/dL
23-42 gidL
0.7-1.6

140-150 mEq/L
106-116 mEq/L
37-54 mEqL
14-28 mEq/L
8.0-19.0

20-40

0.10-0.30 mg/dL
12-127 U/L

0-10 U/L

14-86 UL

0-54 UL

22422 U/L
§2-3535 mg/dL
30-338 mg/dl
409-1250 UL
201-315 mmol/L

Reviewed by
Page 2
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B6

IDEXXBNP - B~ :

: B6 : ciend  B6 i Pziznd  B6 i
IDEXX VetConnect 1-383-433-9987
I""""""'é_é ''''''''' o TUFTSUNIVERSITY
i i 200 WESTEORO RD
“Specias TANINE ™ NORTH GRAFTON, Massachusets 01336
Breed: BOXER

Gender: MALE NEUTERED
Age: 11V

508-839-5383

Account #8533
CARDIOPET proENP- CANINE

CARDIOPET praBNP === : B6 |

i i 0- 900 prmolL HIGE i
- CANINE i _B6 | o ' '
Comments:

Pegeloil
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B6

Diet history, B 6

CARDIOLOGY DIET HISTORY FORM ;jf”’““ ....... : Bf _______ w .
! lease answer the followina auestions about vopr pet = L;_;:,L‘L'_ Stk S
Pet's name: B 6 Owner's name : _1 BG Today's date : B6
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 = Excellent

2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
DEats about the same amount as usual  [&Eats less than usual OEats more than usual
OSeems to prefer different foods than usual OQther

3. Over the last few weeks, has your pet (check one)
OlLost weight DOGained weight %tayed about the same weight ODon't know

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

Please provide enough detail that we could go to the store and buy the exact same food - examplas are shown in the fable

Food (include specific product and flavor) | Form Amount How often? Dates fed |
| Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult | dry 1 ¥ cup 2x/day “Jan 2016-present |
85% lean hamburger | microwaved Joz Tx/week | June -Aug 2016
Pupperoni original beef flavor | treat % Tx/day Sept Qofﬁpresen:
Rawhide hﬁi freat & inch twist Tx/week Dec 2018-present |
WOLLPZR (R WO A - S E T ] | fup | 2ulrev | 7pgd-2008
Moty \Mllbirvds Guadindxe e | ﬁ,r;m_,l L\ Can ek mu 2N '?_L/l;L
Ml b lene  ndishirs Cineinis | = TYPat i 1103y | 2nl® 70(9 |
MW ine pat | Tvoad-= 2, *lpay | Lde-Hoe
ROUSL Cavune DLy | T L4142 ;‘:j_;f-:#bjfl efacts - Presdnt
WA nwes  Dnft Bt A Lﬂmwr‘mmm’tw I T ] o
Afineree TIPS L Doy | LdnachiTe

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

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

supplements)? OYes o Ifyes, please list which ones and give brands and amounts:
f Brand/Concentration Amount per day
Taurine OYes ENo
Carnitine I:YeséNn
Antioxidants OYes [fNo
Multivitamin OYes
Fish oil OYes

Coenzyme Q10  DOYes-QNo
Other (please list):
Exampile: 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 ity Swimeit Te RO Coniire
O | put them directly in my pet's mouth without food
O | put them in my pet's dog/cat food
O | put them in a Pill Pocket or similar product

FI put them in foods (list foods):__ iﬂf‘?"&Q %ﬁ’)@@ﬂ\t
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B6

Vitals Results

B6

10:25:01 AM
10:36:48 AM
10:58:00 AM

12:43:21 PM
12:43:37 PM

12:44:22 PM
12:50:46 PM
12:50:47 PM
12:52:26 PM
1:00:33 PM
1:10:19 PM
1:10:20 PM
2:03:55 PM
2:03:56 PM
2:04:50 PM
2:25:32 PM
2:40:57 PM
3:00:23 PM
3:00:24 PM
3:01:00 PM
3:49:48 PM
3:49:49 PM
3:50:33 PM
4:05:52 PM
4:07:29 PM

4:07:44 PM

4:31:46 PM
5:00:16 PM
5:00:17 PM
5:05:10 PM
5:3829PM
5:38:44 PM
5:55:28 PM
6:03:19 PM
6:03:20 PM
6:04:06 PM
6:24.06 PM

Lasix treatment note

Weight (kg)
Lasix treatment note

Eliminations

Nursing note

Quantify IV Fluids (CRI) in mls
Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Eliminations

Quantify IV Fluids (CRI) in mls
Catheter Assessment

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Lasix treatment note
Eliminations

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Cardiac rhythm

Heart Rate (/min)

Respiratory Rate

Eliminations

Eliminations
Nursing note

Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Eliminations
Amount eaten
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Quantify IV Fluids (CRI) in mls
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B6

Vitals Results
6:24:07 PM Catheter Assessment &+ ]
6:51:37 PM Cardiac rhythm
6:51:38 PM Heart Rate (/min)
6:51:49 PM Respiratory Rate
7:51:32 PM Respiratory Rate
7:52:03 PM Cardiac rhythm
7:52:04 PM Heart Rate (/min)
7:53:44 PM Lasix treatment note
8:45:.01 PM Eliminations
8:52:50 PM Cardiac rhythm
8:52:51 PM Heart Rate (/min)
8:59:02 PM Respiratory Rate
9:25:37 PM Quantify IV Fluids (CRI) in mls
9:25:38 PM Catheter Assessment
9:49:17 PM Cardiac rhythm
9:49:18 PM Heart Rate (/min)
9:56:13 PM Respiratory Rate
10:51:19 PM Cardiac rhythm
10:51:20 PM Heart Rate (/min)
10:52:28 PM Respiratory Rate
BG 11:34:01 PM Amount eaten B6
11:55:25 PM Respiratory Rate
11:55:36 PM Eliminations
11:55:46 PM Cardiac rhythm
11:55:47 PM Heart Rate (/min)
1:00:00 AM Cardiac rhythm
1:00.01 AM Heart Rate (/min)
1:00:21 AM Respiratory Rate
1:52:25 AM Lasix treatment note
1:52:38 AM Eliminations
1:53:31 AM Respiratory Rate
1:53:43 AM Quantify IV Fluids (CRI) in mls
1:53:44 AM Catheter Assessment
1:54:09 AM Cardiac rhythm
1:54:10 AM Heart Rate (/min)
2:16:55 AM Eliminations
2:33:32 AM Eliminations
2:39:52 AM Cardiac rhythm
2:39:53 AM Heart Rate (/min)
3:36:15 AM Cardiac rhythm
3:36:16 AM Heart Rate (/min)
Page 30/85
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~ B6

Vitals Results

T 3:41:17 AM Respiratory Rate
3:41:27 AM Eliminations
4:49:07 AM Cardiac rhythm
4:49:08 AM Heart Rate (/min)
4:49:51 AM Respiratory Rate
5:28:53 AM Respiratory Rate
5:29:07 AM Quantify IV Fluids (CRI) in mls
5:29:08 AM Catheter Assessment
5:36:36 AM Temperature (F)
5:56:48 AM Cardiac rhythm
5:56:49 AM Heart Rate (/min)
6:56:08 AM Cardiac rhythm
6:56:09 AM Heart Rate (/min)
6:56:56 AM Respiratory Rate
7:37:07 AM Weight (kg)
7:37:52 AM Eliminations
7:58:21 AM Cardiac rhythm
7:58:22 AM Heart Rate (/min)
7:59:12 AM Respiratory Rate

B 6 9:09:20 AM Cardiac rhythm

9:09:21 AM Heart Rate (/min)
9:33:45 AM Respiratory Rate
10:02:14 AM Cardiac rhythm
10:02:15 AM Heart Rate (/min)
10:05:31 AM Respiratory Rate
10:05:43 AM Catheter Assessment
10:05:50 AM Lasix treatment note
11:06:13 AM Cardiac rhythm
11:06:14 AM Heart Rate (/min)
11:.07:32 AM Respiratory Rate
11:27:21 AM Eliminations
11:27:43 AM Amount eaten
12:23:03 PM Cardiac rhythm
12:23:04 PM Heart Rate (/min)
12:26:12 PM Respiratory Rate
1:04:31 PM Cardiac rhythm
1:04:32 PM Heart Rate (/min)
1:05:24 PM Respiratory Rate
1:20:37 PM Catheter Assessment

Page 31/85

FDA-CVM-FOIA-2019-1704-007752



B6

Vitals Results
1:55:09 PM Cardiac rhythm
1:55:10 PM Heart Rate (/min)
1:55:50 PM Respiratory Rate
2:52:23 PM Cardiac rhythm
2:52:24 PM Heart Rate (/min)
2:53:23 PM Respiratory Rate
3:12:08 PM Eliminations
3:50:24 PM Respiratory Rate
3:50:40 PM Cardiac rhythm
3:50:41 PM Heart Rate (/min)
4:49:31 PM Respiratory Rate
4:54:01 PM Cardiac rhythm
4:54.02 PM Heart Rate (/min)
5:22:43 PM Catheter Assessment
5:33:09 PM Amount eaten
5:46:40 PM Respiratory Rate
5:46:52 PM Cardiac rhythm
5:46:53 PM Heart Rate (/min)
6:00:15 PM Amount eaten
6:20:32 PM Lasix treatment note
B 6 6:30:51 PM Eliminations B 6
7:00:21 PM Cardiac rhythm
7:00:22 PM Heart Rate (/min)
7:08:36 PM Respiratory Rate
8:00:49 PM Eliminations
8:07:32 PM Cardiac rhythm
8:07:33 PM Heart Rate (/min)
8:08:32 PM Respiratory Rate
9:00:28 PM Cardiac rhythm
9:00:29 PM Heart Rate (/min)
9:06:37 PM Respiratory Rate
9:17:59 PM Catheter Assessment
9:36:52 PM Eliminations
9:40:20 PM Respiratory Rate
9:41:25 PM Cardiac rhythm
9:41:26 PM Heart Rate (/min)
11:21:33 PM Cardiac rhythm
11:21:34 PM Heart Rate (/min)
11:22:05 PM Respiratory Rate
11:24:38 PM Amount eaten
11:27:39 PM Weight (kg)
Page 32/85
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B6

Vitals Results

12:10:14 AM Cardiac rhythm
12:10:15 AM Heart Rate (/min)
12:10:41 AM Respiratory Rate
1:02:51 AM Catheter Assessment
1:03:53 AM Cardiac rhythm
1:03:54 AM Heart Rate (/min)
1:04:19 AM Respiratory Rate
1:05:57 AM Eliminations
1:22:13 AM Respiratory Rate
1:22:23 AM Eliminations
1:22:32 AM Nursing note
1:57:47 AM Lasix treatment note
2:00:09 AM Cardiac rhythm
2:00:10 AM Heart Rate (/min)
2:59:53 AM Cardiac rhythm
2:59:54 AM Heart Rate (/min)
3:03:46 AM Respiratory Rate
3:04:41 AM Eliminations
3:51:27 AM Respiratory Rate
3:58:14 AM Cardiac rhythm
B 6 3:58:15 AM Heart Rate (/min)
4:58:50 AM Catheter Assessment
5:06:40 AM Weight (kg)
5:06:48 AM Eliminations
5:06:59 AM Temperature (F)
5:08:17 AM Cardiac rhythm
5:08:18 AM Heart Rate (/min)
5:08:31 AM Respiratory Rate
5:14:08 AM Amount eaten
5:48:40 AM Cardiac rhythm
5:48:41 AM Heart Rate (/min)
5:48:58 AM Respiratory Rate
6:48:56 AM Cardiac rhythm
6:48:57 AM Heart Rate (/min)
6:49:50 AM Respiratory Rate
7:40:17 AM Eliminations
8:00:06 AM Cardiac rhythm
8:00:07 AM Heart Rate (/min)
8:01:08 AM Respiratory Rate
9:04:42 AM Respiratory Rate
9:10:17 AM Cardiac rhythm
Page 33/85
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B6

Vitals Results

:10:18 AM Heart Rate (/min)

:53:51 AM Cardiac rhythm

:53:52 AM Heart Rate (/min)
10:00:19 AM Respiratory Rate
10:01:02 AM Lasix treatment note r
10:01:17 AM Catheter Assessment
10:02:17 AM Eliminations
11:05:02 AM Respiratory Rate
11:06:36 AM Cardiac rhythm
11:06:37 AM Heart Rate (/min)
11:31:26 AM Amount eaten
12:11:21 PM Cardiac rhythm
12:11:22 PM Heart Rate (/min)
12:13:06 PM Respiratory Rate
12:55:17 PM Respiratory Rate
12:55:33 PM Cardiac rhythm
12:55:34 PM Heart Rate (/min)
12:59:07 PM Eliminations

B 6 12:59:18 PM Catheter Assessment
1:49:53 PM Respiratory Rate
1:50:09 PM Cardiac rhythm
1:50:10 PM Heart Rate (/min)
3:10:31 PM Respiratory Rate
3:11:24 PM Cardiac rhythm
3:11:25 PM Heart Rate (/min)
1:04:23 PM Cardiac rhythm
1:04:24 PM Heart Rate (/min)
1:04:40 PM Respiratory Rate
>:04:41 PM Cardiac rhythm
5:04:42 PM Heart Rate (/min)
5:04:55 PM Respiratory Rate
p:11:38 PM Eliminations
5:19:41 PM Amount eaten
»:31:53 PM Amount eaten
5:35:31 PM Catheter Assessment
>:57:20 PM Cardiac rhythm
5:57:21 PM Heart Rate (/min)
5:57:37 PM Respiratory Rate
Page 34/85
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B6

Vitals Results
i7:23:42 PM Cardiac rhythm
7:23:43 PM Heart Rate (/min)
7:24:28 PM Respiratory Rate
7:56:19 PM Cardiac rhythm
7:56:20 PM Heart Rate (/min)
7:56:35 PM Respiratory Rate
8:11:41 PM Eliminations
8:11:50 PM Weight (kg)
R:46:12 PM Cardiac rhythm
9:17:13 PM Catheter Assessment
9:17:21 PM Lasix treatment note
9:18:03 PM Cardiac rhythm
9:18:04 PM Heart Rate (/min)
9:19:25 PM Respiratory Rate
9:23:52 PM Weight (kg)
9:24:05 PM Eliminations
9:53:36 PM Cardiac rhythm
9:53:37 PM Heart Rate (/min)
9:53:49 PM Respiratory Rate
11:08:13 PM Cardiac rhythm

B 6 11:08:14 PM Heart Rate (/min) B 6

11:.08:51 PM Respiratory Rate
11:09:13 PM Amount eaten
12:11:22 AM Cardiac rhythm
12:11:23 AM Heart Rate (/min)
12:12:14 AM Respiratory Rate
12:50:11 AM Cardiac rhythm
12:50:12 AM Heart Rate (/min)
12:50:28 AM Respiratory Rate
12:50:56 AM Catheter Assessment
2:11:35 AM Cardiac rhythm
2:11:36 AM Heart Rate (/fmin)
2:12:04 AM Eliminations
2:15:50 AM Respiratory Rate
3:09:06 AM Cardiac rhythm
3:09:07 AM Heart Rate (/min)
3:09:21 AM Respiratory Rate
1:42:38 AM Cardiac rhythm
1:42:39 AM Heart Rate (/min)
4:42:59 AM Respiratory Rate
5:32:29 AM Catheter Assessment
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B6

Vitals Results

5:32:40 AM Respiratory Rate
5:32:49 AM Cardiac rhythm
5:32:50 AM Heart Rate (/min)
5:41:15 AM Eliminations
5:41:26 AM Weight (kg)
5:45:16 AM Temperature (F)
5:45:27 AM Amount eaten
5:58:53 AM Cardiac rhythm
5:58:54 AM Heart Rate (/min)
5:59:10 AM Respiratory Rate
7:26:07 AM Respiratory Rate
7:28.28 AM Cardiac rhythm
7:28:29 AM Heart Rate (/min)
7:52:.07 AM Cardiac rhythm
7:52:.08 AM Heart Rate (/min)
7:54:41 AM Respiratory Rate
9:01:52 AM Cardiac rhythm
9:01:53 AM Heart Rate (/min)
9:09:06 AM Respiratory Rate
9:22:41 AM Eliminations

B 6 10:03:30 AM Cardiac rhythm
10:03:31 AM Heart Rate (/min)
10:21:53 AM Catheter Assessment
10:22:05 AM Respiratory Rate
10:25:31 AM Lasix treatment note
10:51:49 AM Cardiac rhythm
10:51:50 AM Heart Rate (/min)
10:57:46 AM Respiratory Rate
12:03:00 PM Cardiac rhythm
12:03:01 PM Heart Rate (/min)
12:03:41 PM Respiratory Rate
12:59:10 PM Cardiac rhythm
12:59:11 PM Heart Rate (/min)
1:00:11 PM Respiratory Rate
1:06:35 PM Eliminations
1:07:04 PM Catheter Assessment
1:58.26 PM Cardiac rhythm
1:58:27 PM Heart Rate (/min)
1:59:52 PM Respiratory Rate
2:49:26 PM Cardiac rhythm
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B6

Vitals Results
2:49:27 PM Heart Rate (/min)
2:49:40 PM Respiratory Rate
B 6 3:47:30 PM Cardiac rhythm B 6
3:47:31 PM Heart Rate (/min)
3:47:42 PM Respiratory Rate
Page 37/85
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B6

ECG from Cardio

Tufts University
Tufts Cummings School of Vet Med
Cardiology

1.2 lead.L Standaxd . Plarsoent:.
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B6 5

ECG from Cardio

(Bemscmpero e e
B6 oo B8 81:45:45 AN Page 1 of 2
R Fufts Uriversity
Tufts Cummings School of Vet Med
Cardiology
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 B6

ECG from Cardio

B6 i BT j11:45:45 am Page 2 of 2

[t v -

Tufts University
Tufts Cummings School of Vet Med
Cardiology
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B6

ECG from Cardio

B6 B6 2546:06 au

N Tufts University

Tufts Cummings School of Vet Med
Cardiology
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~ B6

ECG from Cardio

B6 i i B6 111:46:06 am

Tufts University

Tufts Cummings School of Vet Med
Cardiology
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B6

ECG from Cardio

................................. |

b 2 i i

; B6 ; lBG ______ 111:48:08 A

it i Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 lead _Standsond _R1 et
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B6

ECG from Cardio

b Tufts University
Tufts Cummings School of Vet Med
Cardiology

12 . lead:_ Standard Flacepent

=
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B6

Patient History

09:15 AM UserForm
09:30 AM Purchase
09:36 AM Labwork
09:36 AM Purchase
10:10 AM UserForm
10:16 AM Purchase
10:16 AM Treatment
10:25 AM Vitals
10:34 AM UserForm
10:36 AM Vitals
10:46 AM UserForm
10:52 AM Deleted Reason
10:52 AM Deleted Reason
10:52 AM Treatment
10:58 AM Vitals

B 6 11:36 AM Treatment
11:47 AM Purchase
12:01 PM Prescription
12:02 PM Prescription
12:43 PM Vitals
12:43 PM Vitals
12:44 PM Vitals
12:50 PM Purchase
12:50 PM Purchase
12:50 PM Treatment
12:50 PM Vitals
12:50 PM Vitals
12:52 PM Treatment
12:52 PM Vitals
01:00 PM Treatment
01:00 PM Vitals
01:00 PM Treatment
01:10 PM Treatment
01:10 PM Vitals

Page

45/85

FDA-CVM-FOIA-2019-1704-007766



B6

Patient History
01:10 PM Vitals
01:26 PM Purchase
01:26 PM Purchase
01:26 PM Purchase
01:42 PM Purchase
01:42 PM Purchase
02:03 PM Treatment
02:03 PM Vitals
02:03 PM Vitals
02:04 PM Treatment
02:04 PM Vitals
02:11 PM Purchase
02:11 PM Purchase
02:25 PM Vitals
02:40 PM Treatment
02:40 PM Vitals
03:00 PM Treatment
03:00 PM Vitals
03:00 PM Vitals
03:01 PM Treatment
03:01 PM Vitals

B 6 03:49 PM Treatment
03:49 PM Vitals
03:49 PM Vitals
03:50 PM Treatment
03:50 PM Vitals
04:05 PM Vitals
04:07 PM Vitals
04:07 PM Vitals
04:24 PM Deleted Reason
04:30 PM Deleted Reason
04:31 PM Vitals
04:32 PM Prescription
05:00 PM Treatment
05:00 PM Vitals
05:00 PM Vitals
05:05 PM Treatment
05:05 PM Vitals

Page
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B6

Patient History

5:16 PM Treatment
5:38 PM Treatment
5:38 PM Vitals
5:38 PM Treatment
5:38 PM Vitals
5:39 PM Treatment
5:55 PM Vitals
6:03 PM Treatment
6:03 PM Vitals
6:03 PM Vitals
6:04 PM Treatment
6:04 PM Vitals
6:24 PM Treatment
6:24 PM Vitals
6:24 PM Vitals
6:49 PM Prescription
6:51 PM Treatment
6:51 PM Vitals
6:51 PM Vitals
6:51 PM Treatment

B 6 6:51 PM Vitals
7:51 PM Treatment
7:51 PM Treatment
7:51 PM Vitals
7:52 PM Treatment
7:52 PM Vitals
7:52 PM Vitals
7:53 PM Vitals
7:53 PM Treatment
8:45 PM Vitals
8:52 PM Treatment
8:52 PM Treatment
8:52 PM Vitals
8:52 PM Vitals
8:59 PM Treatment
8:59 PM Vitals
9:09 PM Treatment
9:09 PM Treatment
9:25 PM Treatment
9:25 PM Vitals
9:25 PM Vitals
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B6

Patient History
9:49 PM Treatment
9:49 PM Vitals
9:49 PM Vitals
9:56 PM Treatment
9:56 PM Vitals
10:51 PM Treatment
10:51 PM Vitals
10:51 PM Vitals
10:52 PM Treatment
10:52 PM Vitals
11:34 PM Treatment
11:34 PM Vitals
11:55 PM Treatment
11:55PM Vitals
11:55 PM Treatment
11:55 PM Vitals
11:55 PM Treatment
11:55PM Vitals
11:55 PM Vitals
12:00 AM Purchase
B 6 1:00 AM Treatment
1:00 AM Vitals
1:00 AM Vitals
1:00 AM Treatment
1:00 AM Vitals
1:00 AM Treatment
1:52 AM Vitals
1:52 AM Treatment
1:52 AM Vitals
1:53 AM Treatment
1:53 AM Vitals
1:53 AM Treatment
1:53 AM Vitals
1:53 AM Vitals
1:54 AM Treatment
1:54 AM Vitals
1:54 AM Vitals
2:16 AM Vitals
2:33 AM Vitals
2:39 AM Treatment
2:39 AM Vitals
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B6

Patient History

02:39 AM Vitals
03:36 AM Treatment
03:36 AM Vitals
03:36 AM Vitals
03:41 AM Treatment
03:41 AM Vitals
03:41 AM Treatment
03:41 AM Vitals
04:49 AM Treatment
04:49 AM Vitals
04:49 AM Vitals
04:49 AM Treatment
04:49 AM Vitals
05:25 AM Treatment
05:28 AM Treatment
05:28 AM Vitals
05:29 AM Treatment
05:29 AM Vitals
05:29 AM Vitals
05:29 AM Treatment

B 6 05:36 AM Treatment
05:36 AM Vitals
05:36 AM Treatment
05:56 AM Treatment
05:56 AM Vitals
05:56 AM Vitals
06:56 AM Treatment
06:56 AM Vitals
06:56 AM Vitals
06:56 AM Treatment
06:56 AM Vitals
07:37 AM Treatment
07:37 AM Vitals
07:37 AM Treatment
07:37 AM Vitals
07:38 AM Treatment
07:58 AM Treatment
07:58 AM Vitals
07:58 AM Vitals
07:59 AM Treatment
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B6

Patient History

07:59 AM Vitals
09:02 AM Treatment
09:05 AM Prescription
09:09 AM Treatment
09:09 AM Vitals
09:09 AM Vitals
09:12 AM Treatment
09:27 AM Deleted Reason
09:29 AM Purchase
09:29 AM Treatment
09:33 AM Treatment
09:33 AM Vitals
09:46 AM Treatment
09:56 AM Purchase
10:02 AM Treatment
10:02 AM Vitals
10:02 AM Vitals
10:05 AM Treatment

B 6 10:05 AM Vitals
10:05 AM Treatment
10:05 AM Vitals
10:05 AM Vitals
10:06 AM Treatment
11:.06 AM Treatment
11:06 AM Vitals
11:06 AM Vitals
11:.07 AM Treatment
11:07 AM Vitals
11:27 AM Treatment
11:27 AM Vitals
11:27 AM Treatment
11:27 AM Vitals
11:53 AM UserForm
12:02 PM Purchase
12:02 PM Purchase
12:23 PM Treatment
12:23 PM Vitals
12:23 PM Vitals
12:26 PM Treatment

Page
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B6

Patient History
12:26 PM Vitals
1:04 PM Treatment
1:04 PM Vitals
1:04 PM Vitals
1:05 PM Treatment
1:05PM Vitals
1:05 PM Treatment
1:20 PM Treatment
1:20 PM Vitals
1:55 PM Treatment
1:55PM Vitals
1:55PM Vitals
1:55PM Vitals
1:55 PM Vitals
1:55 PM Treatment
1:55PM Vitals
2:52 PM Treatment
2:52 PM Vitals
2:52 PM Vitals
2:53 PM Treatment
2:53 PM Vitals
B 6 3:12PM Treatment
3:12PM Vitals
3.50 PM Treatment
3:50 PM Vitals
3:50 PM Treatment
3:50 PM Vitals
3:50 PM Vitals
4:49 PM Treatment
4:49 PM Vitals
4:54 PM Treatment
4:54 PM Vitals
4:54 PM Vitals
516 PM Treatment
522 PM Treatment
522 PM Treatment
5:22 PM Vitals
528 PM Treatment
5:29 PM Treatment
533 PM Treatment
533 PM Vitals
5:46 PM Treatment
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B6

Patient History

05:46 PM Vitals
05:46 PM Treatment
05:46 PM Vitals
05:46 PM Vitals
06:00 PM Vitals
06:20 PM Vitals
06:21 PM Treatment
06:21 PM Treatment
06:30 PM Vitals
06:45 PM Treatment
06:51 PM Treatment
07:00 PM Vitals
07:00 PM Vitals
07:08 PM Treatment
07:08 PM Treatment
07:08 PM Vitals
08:00 PM Vitals
08:07 PM Treatment
08:07 PM Vitals
08:07 PM Vitals

B 6 08:08 PM Treatment
08:08 PM Vitals
09:00 PM Vitals
09:00 PM Vitals
09:06 PM Treatment
09:06 PM Vitals
09:14 PM Treatment
09:17 PM Treatment
09:17 PM Vitals
09:18 PM Treatment
09:36 PM Treatment
09:36 PM Treatment
09:36 PM Vitals
09:40 PM Treatment
09:40 PM Vitals
09:41 PM Treatment
09:41 PM Vitals
09:41 PM Vitals
11:21 PM Treatment
11:21 PM Vitals
11:21 PM Vitals

Page 52/85

FDA-CVM-FOIA-2019-1704-007773



B6

Patient History

1:22 PM Treatment
1:22 PM Vitals
1:24 PM Treatment
1:24 PM Vitals
1:27 PM Vitals
2:00 AM Purchase
2:10 AM Treatment
2:10 AM Vitals
2:10 AM Vitals
2:10 AM Treatment
2:10 AM Vitals
1:02 AM Treatment
1:02 AM Treatment
1:02 AM Vitals
1:03 AM Treatment
1:.03 AM Vitals
1:03 AM Vitals
1:04 AM Treatment
1:04 AM Vitals
1:.05 AM Vitals
1:22 AM Treatment
B 6 1:22 AM Vitals
1:22 AM Treatment
1:22 AM Vitals
1:22 AM Vitals
1:57 AM Vitals
1:58 AM Treatment
2:00 AM Treatment
2:00 AM Vitals
2:00 AM Vitals
2:59 AM Treatment
2:59 AM Vitals
2:59 AM Vitals
3:03 AM Treatment
3.03 AM Vitals
3:04 AM Vitals
3.51 AM Treatment
3:51 AM Vitals
3:58 AM Treatment
3:58 AM Vitals
3:58 AM Vitals
3:58 AM Vitals
4:58 AM Treatment

Page
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~ B6

Patient History

04:58 AM Treatment
04:58 AM Treatment
04:58 AM Vitals
04:59 AM Treatment
04:59 AM Treatment
05:06 AM Treatment
05:06 AM Vitals
05:06 AM Treatment
05:06 AM Vitals
05:06 AM Treatment
05:06 AM Vitals
05:08 AM Treatment
05:08 AM Vitals
05:08 AM Vitals
05:08 AM Treatment
05:08 AM Vitals
05:14 AM Treatment
05:14 AM Vitals
05:48 AM Treatment

B 6 05:48 AM Vitals
05:48 AM Vitals
05:48 AM Treatment
05:48 AM Vitals
06:48 AM Treatment
06:48 AM Vitals
06:48 AM Vitals
06:49 AM Treatment
06:49 AM Vitals
07:40 AM Vitals
08:00 AM Treatment
08:00 AM Vitals
08:00 AM Vitals
08:01 AM Treatment
08:01 AM Vitals
09:04 AM Treatment
09:04 AM Vitals
09:05 AM Treatment
09:10 AM Treatment
09:10 AM Vitals
09:10 AM Vitals
09:53 AM Treatment
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B6

Patient History

09:53 AM Vitals
09:53 AM Vitals
10:00 AM Treatment
10:00 AM Vitals
10:00 AM Treatment
10:01 AM Vitals
10:.01 AM Treatment
10:.01 AM Treatment
10:01 AM Vitals
10:02 AM Vitals
10:24 AM Purchase
11.05 AM Treatment
11:05 AM Vitals
11:06 AM Treatment
11:06 AM Vitals
11:06 AM Vitals
11:31 AM Treatment
11:31 AM Vitals
12:02 PM Purchase

B 6 12:02 PM Purchase
12:11 PM Treatment
12:11 PM Vitals
12:11 PM Vitals
12:13 PM Treatment
12:13 PM Vitals
12:17 PM Treatment
12:18 PM Purchase
12:54 PM Treatment
12:55 PM Treatment
12:55 PM Vitals
12:55 PM Treatment
12:55 PM Vitals
12:55 PM Vitals
12:59 PM Treatment
12:59 PM Vitals
12:59 PM Treatment
12:59 PM Vitals
01:49 PM Treatment
01:49 PM Vitals
01:50 PM Treatment
01:50 PM Vitals
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B6

Patient History

01:50 PM Vitals
03:10 PM Treatment
03:10 PM Vitals
03:11 PM Treatment
03:11 PM Vitals
03:11 PM Vitals
04:04 PM Treatment
04:04 PM Vitals
04:04 PM Vitals
04:04 PM Treatment
04:04 PM Vitals
05:04 PM Treatment
05:04 PM Vitals
05:04 PM Vitals
05:04 PM Treatment
05:04 PM Vitals
05:07 PM Treatment
05:11 PM Treatment
05:11 PM Vitals
05:19 PM Treatment

B 6 05:19 PM Vitals
05:24 PM Prescription
05:24 PM Prescription
05:31 PM Treatment
05:31 PM Treatment
05:31 PM Vitals
05:35PM Treatment
05:35PM Vitals
05:57 PM Treatment
05:57 PM Vitals
05:57 PM Vitals
05:57 PM Treatment
05:57 PM Vitals
07:23 PM Treatment
07:23 PM Vitals
07:23 PM Vitals
07:24 PM Treatment
07:24 PM Vitals
07:56 PM Treatment
07:56 PM Vitals
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~ B6

Patient History

07:56 PM Vitals
07:56 PM Treatment
07:56 PM Vitals
08:11 PM Vitals
08:11 PM Vitals
08:46 PM Treatment
08:46 PM Vitals
09:17 PM Treatment
09:17 PM Treatment
09:17 PM Vitals
09:17 PM Vitals
09:17 PM Treatment
09:18 PM Treatment
09:18 PM Vitals
09:18 PM Vitals
09:19 PM Treatment
09:19 PM Vitals
09:23 PM Vitals
09:24 PM Treatment
09:24 PM Vitals
09:53 PM Treatment

B 6 09:53 PM Vitals
09:53 PM Vitals
09:53 PM Treatment
09:53 PM Vitals
11:08 PM Treatment
11:08 PM Vitals
11:08 PM Vitals
11:08 PM Treatment
11:08 PM Vitals
11:.09 PM Treatment
11:09 PM Vitals
12:00 AM Purchase
12:11 AM Treatment
12:11 AM Vitals
12:11 AM Vitals
12:12 AM Treatment
12:12 AM Vitals
12:50 AM Treatment
12:50 AM Vitals
12:50 AM Vitals
12:50 AM Treatment
12:50 AM Vitals

Page
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B6

Patient History
12:50 AM Treatment
12:50 AM Treatment
12:50 AM Vitals
2:11 AM Treatment
2:11 AM Vitals
2:11 AM Vitals
2:12 AM Treatment
2:12 AM Vitals
2:15 AM Treatment
2:15 AM Vitals
3:09 AM Treatment
3:09 AM Vitals
3:09 AM Vitals
3:09 AM Treatment
3:.09 AM Vitals
4:42 AM Treatment
4:42 AM Vitals
4:42 AM Vitals
4:42 AM Treatment
4:42 AM Vitals
5:32 AM Treatment
B 6 532 AM Vitals
532 AM Treatment
5:32 AM Vitals
532 AM Treatment
5:32 AM Vitals
5:32 AM Vitals
533 AM Treatment
5:35 AM Treatment
535 AM Treatment
5:41 AM Treatment
5:41 AM Vitals
541 AM Treatment
05:41 AM Vitals
5:45 AM Treatment
5:45 AM Vitals
545 AM Treatment
5:45 AM Vitals
558 AM Treatment
558 AM Vitals
5:58 AM Vitals
559 AM Treatment

Page 58/85

FDA-CVM-FOIA-2019-1704-007779



~ B6

Patient History
5:59 AM Vitals
7:26 AM Treatment
7:26 AM Vitals
7:28 AM Treatment
7:28 AM Vitals
7:28 AM Vitals
7:52 AM Treatment
7:52 AM Vitals
7:52 AM Vitals
7:54 AM Treatment
7:54 AM Vitals
8:32 AM Deleted Reason
8:33 AM Purchase
9.01 AM Treatment
9.01 AM Vitals
9:01 AM Vitals
9:09 AM Treatment
9:09 AM Vitals
9:22 AM Treatment
9:22 AM Vitals
B 6 )9:43 AM Treatment
10:03 AM Treatment
10:03 AM Vitals
10:03 AM Vitals
10:21 AM Treatment
10:21 AM Vitals
10:22 AM Treatment
10:22 AM Vitals
10:22 AM Treatment
10:25 AM Vitals
10:26 AM Treatment
10:51 AM Treatment
10:51 AM Vitals
10:51 AM Vitals
10:57 AM Treatment
10:57 AM Vitals
12:02 PM Purchase
12:02 PM Purchase
12:02 PM Treatment
12:03 PM Vitals
12:03 PM Vitals

Page
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B6

Patient History

12:.03 PM Treatment

12:03 PM Vitals

12:59 PM Treatment

12:59 PM Vitals

12:59 PM Vitals

12:59 PM Treatment
1:00 PM Treatment
1:00 PM Vitals
1:06 PM Treatment
1:06 PM Vitals
1:07 PM Treatment
1:07 PM Vitals
1:19 PM Prescription
1:33 PM Purchase
1:33 PM Treatment
1:58 PM Treatment
1:58 PM Vitals

B 6 1:58 PM Vitals

1:59 PM Treatment
1:59 PM Vitals
2:49 PM Treatment
2:49 PM Vitals
2:49 PM Vitals
2:49 PM Treatment
2:49 PM Vitals
3:40 PM Prescription
3:40 PM Prescription
3:41 PM Prescription
3:41 PM Prescription
3:47 PM Treatment
3:47 PM Vitals
3:47 PM Vitals
3:47 PM Treatment

03:47 PM Vitals
3.53 PM Purchase
4:34 PM UserForm
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Cummings B6

Veterinary Medical Center

AT TUFTS UNIVERSITY L{""“'“"':: """" '

_________________

STANDARD CONSENT FORM

| am the owner, or agent forthe owner, of the above desoribed animal and have the autharity 1o eenste oonsent. |
herely authwire the Cummings School of Velerinary Medicdne at Tults University (herein after Cummings Schinol) to
prearibe fortreaiment of said animal acmading o the following temmes and onditions

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

Currmings School and iis officers, agents, and employess will use all reasonable care inthe treatment of the abowe
mertioned animal, bt will not be [iable for any loss or accident that may ooour or any disease that may develop as a
result of the care and treatment provided.

| understand that the abwwe ident ied animal may be treated by Gummings School shuderds under the-supernvision and
assistance of Cummings Sdhool siaff membars

in eecuting this fom, | herdby exqres iy adoowledoe that risks, benefits and altemative forms of treabment have
been explained 0 me. | understand said explanation, and | consenit totreatment. Should any additional treatments or
diagnostics be required during the oontinued care of my animal, | understand that | will be given the opportunity to
ditars and consent o these additional procedures. | understand that further or additional treatment may bereqpeired
withumut an opportunity for disoussion and consideration by me, inthecaceof thedesslopmeent of any lile-threatening
emergency during the oontinued creof my animal and | expressly consant to all sudh reasonahle treatme it as
required | realize and understand that results carnot be ;uaranteed

if arw equipment is kel with theanimal, it will be aocepted with the unders tanding thal Curmmings School assumes no
responsihility for any loss of eqpuaipment that may ooor.

| agreeto pidk up the animal when notified that it s ready for relase

in the evenit the animal i not picked up, and iTten {10) days have expired since aregstaad letier was sent o the
addres given above, notiying me o call for the animal, the animal may be sold or otherwise disposad of ina lumane
marmser and the procesds applied to the dvarges noumed in aring and treating the animal.  Faiiure to remove said
anamal will not and does not reliese me from ablisation for the oosts of services rendered.

| herelyy grant 1D the Cummings Sdhwool of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevocahble nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
photngraphs and images for, and in cormection with, a Grantes’s medical, soertific, educational, and publicity
puEpsEs, by anvy means, methods and media {prinit and electronic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photgraphs and imapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.
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| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &

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

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

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

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

Owner's name: B6 Date- B6

B6 B6

B

i the individal adenitting the aninal & sosneone other than the lepall owner,
please comnplictr the portion belowe

pay the velerinary madical servioes prowvided at Cummingss Sdhool pursuant tothe tenms and conditions desoribed above

Authorized Agent - Please Prind Agord’s Spnabhure
Street Address Dae
Town/City State p
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55 Willard Street

Cumminas Foster Hospital for Small Animats

Morth Grafton MA 01536

Veterinary Medical Center Treatment Plan
ERSITY E-rhm;l’fedf:hﬁl’sﬁ

B6

(508) 839-5395

http:/fvetmed.tufts. edu/

This estimate is based upon our preliminany axamination. This is an estimate and is not the final bil. Every affort wil be made to keep you informed
of the current status of your bdl thvougholt your anims’s hospitsization. The fina! fee mey vary considerably from this estimated cost

Descripbion
Hospitalization for a few days of supportve care 1,00

(EKIG monitoring, medications) and diagnosiic
tests | blocdwork, x-rays, cardiology consutaion,
echocardiogram, BAG)

B6

|understand thatno guarantes of successiul reatmentis made. | certify that | have read and fully
undesstand the authorization for medical and/or surgical tresimant the reason fior wihy such medical
andior surgical ireatment s consldered necessary. &5 well & is advaniages and possitls
complications, ifany. | also assume financial responsibility for all charges incumed to this patiends). |
agreeto pay T5% of the estimated costatthetime of admission. Additional deposits will be reguired If
additional care or procedures arereguired. |further agree to pay the belance of he charges when this
patient(s) is reeased

Procedural billing is inclusive up to and including the estimated duralion of hospitalizagon. There wil
be additional expenses ifhospitalization exiends bevond he specited duration.

|haveread, understand, and agree to accepithe conditions of his freatment plan

Thank youfor entrusting us with your pes care

g

High Tot

Low Tatal

755 Deposit

B6

Page 11

Printed

B6 i
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Foster Hospital for Small Animals

Lummings .

v Telephone {SO8) #39-5395

\eterinary Medical Center e sy

AT TUFTS UNIVERSITY

Radiology Request & Report
BrindleMale (Nevutered) Boer
Bithdse: B6 |
Attending Clnicias, B6
Date of examm B6
_ ] : Weight{lbs} 0.00
Sedation
— [l paG
DO:tp:t'lEl’ltTlﬂE: [ oA BAG
1 waiting W 1/2 dose
g [2] DexDomitor/Butorphanol
Shshh [C] Anesthesia to sedatefanesthetize
3 view chest

Precenting Complaint and (nienl Quections you wich o ancwer-
Emerpency

Pertinent History:
Arrythmia

amythmiadue io spmptom of wheering. VM Started or. . Be | pwnars gave that fora couple wesle: and wheezing
resolved, stopperd_B6 | 1 werk ago started wheezing again {sporadic), became clingy and lethargic. No
vomiing/heaving. drinking water, didri't finish food thiss moaming which &5 alnommal. unlonown amhes, appetite stabs
while owner was oone. Did restart solalol on Tuesday. *

Fnding =
THORAX, THREE VIEWS.

There is increased interstitial opacity within the caudodorsal hng fieldsthat also extends into the
caudoventral lung field and cranial hng lobes_ Additionally within this interstitial opacity there is amild
bronchial pattern and the impression of faint rounded soft tissue opacities. This interstitial pattemn
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overall is causing decreased conspicuity of the caudal lobar vessels and blurring of the caudodorsal
cardiac silhouette. There is moderate left atrial enlargement and a small bulge in the 1-20'clock range
on the DV projection consistent with mild left auricular apendage enlarpement. The right heart is
roumded on the DV and right lateral projection with the impression of increased stermal contact. The
cranial lobar vein on the left lateral projection and the right caundal pulmonary veins are mildly distended
compared to the arteries. The mediastimum and plewural space are normal.

The incuded abdomen is within normal lmits. There s incidental veniral spondylosis deformans of
T12-13.

Condusions

- Cardiopulmonary changes are consistent with lefi-sided congestive heart failure. Given moderate
generalzed cardiomegaly and moderate left airial enlarpement, consider DCM given breed.
Echocardiography s recommended and repeat thoracdic radiographs to monitor response to therapy.

- Impression of faint rounded soft tissue opacities mixed in with the intersitital pattern may represent
peribrondhial cuffing and end on vessels, pulmonary nodules are thought less fikely. Followup
radingraphs to reassess the lungs are recommended after resolution of candiogenic pulmonary edema
- Concurrent mild diffuse bronchial pattern lkely represents a component of lower airway disease.

Finalzed:
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Foster Hospital for Small Animals
T Willard Styest

\!Elermarv I\ﬂedmal Center Fon {500} 8397551

AT TUFTS UNIVERSITY g/ fuctmed Wil ey
Discharpre Inthmusctions

mw. BEsvmsuu Brinudle Male {Neutered) Boaer Aﬁmm B 6

N

e B6

ER Superisor:

B6

1. Ditated candiomyopathy {DCM) with congestive heart Rathre
2. Malmanit venirousar arrhythmia

¢ B6 _has been diagnosed with a primary heart muscie disease ailled ditaied cardiomyopathy (DOM). This dsease s more
oo in large and giant breed dogs and & dharacterized by thinning of the walls of the heart, redisced candiac ump
Iinl:tm and enlangrement of the upper dhambers of the heart. Many dogs with DOM will also have sinificant anrhythimias

. B6 IMthIﬁHhmtEmgﬂﬂdﬂ]rﬂpmnﬂﬁ:dmw“EhEﬂtmhgmﬂtlmrm
progressed inthe point of congestive heart faihare, meaning that faid s backing up inbo the hngs or belly. Unfortunately
this is a progress ive disease and we carmnot reverse the dhanges o the heart musde, howevser we can use candiac

medications and some changes o thediet to male your dos comdoriable and havehim breathing easier.

Diapnosic test resulls and Endings
o Chest radiopraph feray) inding= The heart s enlanged and there is Thad inthe hngs
o EBdhocandioprasn ndings All chambars of the heart are enlanged and these is Thad in the ngs
o EOG finding= The EOG showed imepular beart dhytham
o Labwork Ending= The kidney values are mildly elevated: Liver values (Al T) slichi iy elevated

this & almronnal for hirn.

B X

On presentotion, | B6 s brightt and alert and his vitol were normal exoapt an elevoted heart rote {160 He wos noted
mhmnmz-%hentnnnmrurdmamyﬂrm He hod moderote respirotiny difficolty, and some wheezing ond
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coughimg wis noled itarmittently. The rest of his plnysiool exxorn wees onremorkolie.

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

bloodwork which showed mid devotions i one of his vervoloes {(ALT). mre—dru:kﬂnanﬁiutﬂlenatdq; the mm

{ALT) wixs improved by still devoted. His kidney valoes also increased shghtly, sspect doe to the, B6

While in the hospital, _ B6__ wus closely monitored with @ continuous £0G, and he wos. given several Mmﬁ"ﬂt
AEcondtions ictading | B6  fstoght) | Bo e, B6 fafter stopping

Mondinring 2t hosne-

1. Please manitar for any sions of lethaney, wealness, pale mams, oouph, shiwiness of breath, nappetenoe, or ollapse. Fa
collapsing episode & noled, please dheck your dop's pum mlor and try to get a senseofwhether theheart rate & show or
fast. Fyouhave an ifhone or Andimoid smariphone device, you may want 1o explore the option of purdhasing the Kandia
device (www. alveror. oom or search "Kandsa® on www.amaawicom). [Tyou have an ithone, download the "Veterinary A"
app. I you have an Andoid device, download the"Kandia® app. Both are free tn downildoad, This will allow you to monitar the
heart rate and rhwthm at home. IT you have any ooncerms, please @l or haveyour dog evaluated by a velerinarian, Owr

emerpency clinic is open 24 hoursfday.

2. We would lie you to monior your dog’s breathing rate and effort at home, ideally during sleep or at atime of rest. The
dises of drups will be adpsied based on the breathing rate and effart. Ingeneral, most dogs with heart faiure that s wel
conimolled have a breathing rate at rest of less than 35 to 40 breaths perminute: Inaddition, the breathing effort, noted by
thearmmurst of belly wall motion used for each breath, & fairly minimal ifheart bire lsmntlllﬂi.m.umﬂanhﬁtlwg
ﬁtecrelhtwﬂlmmltynmﬂﬂtfmslmﬂgmmmdred B6 ., iFciificulty breathing is not

mnmitqwﬂnﬂﬂ]mnlﬁahgmgw B6 ﬂmmrﬂnﬂnﬂﬂﬂﬂtﬁrﬂiﬂimhﬂ:ﬂﬂiﬂ

anor that your dog be evahsited by an emengency clinic. There are instrudions for moniboring breathing, and a formio
help keep trade of breathing rate and drug doses, an the Tulfts HeartSmart weh site

{hittpeffvet tufts pobuheartemant fat-home- montoringy).
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Doers with arrhythmia may benedit from the addition of omega-3 falty acids {fishoil) 1o the diet. Diets such as the Royal
Canin Booar or Early Candiac diet or Hills ji#d have ample Tish oil and may not require much {or any) additional
supplemersiation

Doyrs with heart faire aooumulate more fluid inthelrbody iThey eat laneamounis of sodum {salt). Sodium an be found
inall foods, st some foods e iower insodam than others.

Mary pat treats, people foods, and supplements used to give pills ofiEn havemiore sodiumthan s desirable - a sheet that
has supgestions for low sodium freats can be found on the HeartSmarnt: web site (hithpg/Aved tufts.edu/heartsma— t/diet). You
also find additional nformation onsupplements such as fish ol or other supplements that you might have questions
about may be found on the Tults HeartSmart web site: (hittp/fvet tulfts edhvheartsmanty/dietyf).

O The ADA s ourment ly nwesbirating an apparent assodation betwesn diet and a type of heart dsease called dilated
cardimyopathy. The exact cnse is still unclear, ind it appears o be assodated with boutique diets and those
cananing eotc nprederd or ae ran-ee Theefore, we are ooment y recommending that dogs do not eat
these types of diels.

and does not contain any eartic ingredients, such as kengamo, dudk, lamb, venison, lentiks, peas, beans, bullalo,
1apioca, bariey, and dhidipeas.
o The FDA issuped a statement reganding this Eae
(hittps o fwrwr Fda sowf/ AnimalvVelerinany/News Evenbs ACuUWUpdaties fuomG] 3305 m) and a recent artide
published by Dr. Lisa Freeman on the Gummings Schnol's Petioodniogy bine can further explain these findings
(hitpeff vetruirition o edy 200 8,/06 /- heolen: heart-risk-of heart-disease-in-Jbhout pue-or grain-iree-diets-and e
o  Our nuiritionists have compiled a list of dos foods that are onod options Tor does with heart disease

Dry Food Opions:

Royal Canin Early Cardiac (vetevinary diet)

Rowyal Canin Boer

Purina Pro Plan Adult Weight Manageme it

Purina Pro Plan Bright Mind Ad it Small Breed Formula

Carned Food Opbions:

Hill's ScienceDiet Adult Beef and Barley Eniree

Hill's Science Diet Adult 1-6 Healthy Cusine Rnasted Chicken, Carmol, and Spinach: Stew
Royal Canin Mahare 8+

We recammend slowly irmducing aneof the dists an -the above [ist as Tolows: 25% oTthe new diet mbed with 75% old diet
for 2-3 days, then 5050, s

Fyour dows has special uiritional needs or requires a homecooked die, we recommend you schedle anappoiniment with
our nulritionists {508-387-4696).

Baycise recomsnendations

Forthe first 710 10 dyys alfter starting anti-arrhythmic medications and madications for heart faire, and undil welnow
that themedications are effectively corrolling arhythemia, we recosnenend very lndied adtisily 1eash walk anly is ideal,
and shawrt walks to start. Oncethe ardhwthmia and heart failure has been well condrolled then slighit iy ongerwalkes ae
aceptable. However, repetitive or sirenuous hish-eneney activities {repet ithre ball dhasing, nunning fast off-leash, et ) are
not reommended as these activities may result ineworsened andhwythmia or even sudden death

Recheck/Tollow-ugr

Aretherk eam & unally remmmended in 7 1o 14 days to check and see iFtheandhythmia and heat faikre i weldl
caninolied. I you widh in have the Candiolopy service at Tulls assist with ongoing care of your pet's het disease, please
oortart the Candiology service by sending an email in ardioveti@huits. oo wilthin 2488 howrs after your pet has been
discharped in set up an appoiriment. Afler you have made an appoiniment with the Candiology senvioe, the Candiolooy
service will then be able to answer questions reganding the care of your pet. If instead you would liketo oriiue crewith
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of your pet. As always, ifyour pet amin enoouriders an emergency, the Bmengency Sarvice 5 available to see you 24 hmars a
day, 365 days a year.

FDA-CVM-FOIA-2019-1704-007793



Cummings B6

Veterinary Medical Center rtenter] B6 |

AT TUFTS UNIVERSITY

Cardiology Liason: S08-887-9696 Brindle  BW: Weight{lbs} 0.00
Cardiology Inpatient
ENROLLED IN DOM DIET STUDY
Date! ___B6_ |
Weipht Weighi{lbs} 25kg
Attending Cardiclopict

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

B6
% ....... = B6

Thoaracic rackopraphs available for review?

E  fYes-inss
¥  Yes_inPACS
=l No

Potient location:

ER

Presenting complaint and imporiant concusrent diseacec:

B6 _iunknown concentration}: 1/2 tab BID

At-home diet {name, form, amount, frequency}
Royal canin boxer dry

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

Questions to be anowered:
Does he have cumment heart disease/heart failure? degree of arhythmia?

k your consult timesemilive? {e g, anecsthesia today, owner waiting, trying to get biopsy today}
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El  fes {explain}:

No, owner waiting in lobby

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

R ———

B6

Muscle condition:
Ll Normal

(] Mild muscle loss

Cardiovascular Physical Exam
Murmmar Grade:

[ None

[T, ]

v to

o

k# Moderate cachexia
! Marked cachexia

v
Hwvivi
= vipwvi

Murmur location/desription: left, apical, systolic

Jupular vein:
[l  Bottom 173 of the neck
¥  middle 1/3 of the neck

Arterial pulses:

O weak

"] Fair

O Good

Cl  Strong
Arrhythmia

[ None

O Sinus arrhythmia

¥  premaiure beats
Gallop:

M Yes

O No

"] Imtermitbent

Pulmonary assessments:
| Eupneic
¥ Moderase dyspnea
Ll Marked dy=pnea
El  Normal BV sounds

Abdommnal examn:
il Normal

[ Top 2/3 of the nedk
[ 1/2 way up the nedk

[ Bounding

M pulse deficits

H Pulsus paradous
[ Other {describe):

3 Bradycardia
I Tachycardia

2 pronounced
[ other:

E pu Imonary Cradkles

L wheezes

L Upper airway siridor

& Other auscultatory findings: Cough

[ Abdominal distension
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Ll Hepatomegaly [ mild ascites

Echocardiopram Fndings:

Assesament and recommendations:

Findings consistent with DCM with active CHF and frequent ventricular amrhythmia Patient has enough
malignant amrhythmia that hospitalization and lidocaine CRI and telemetry monitoring is recommended.
Fumsemide 2mgfkg q 4-6h is recommended for the day and depending how well he responds, maybe we
can decrease to q6-8Bh overnight. Patient has historically been on grain free diet for yearsbefore been
switched to oument diet. it is unclear whether this is a primary DCM, ARVC with DCM phenotype, or

diet-nduced cardiomyopathy, but | B6 7.5mg BID and Taaxine 5(0mg are also recommended.

since he tolerated it in the past, otalol could be considered once CHF s resnbved if liver valuesare
elvated. Fish oil may also be effective helping decrease ventricular arhythmia density. Recommend

_____________________________

progression of the disease {shortness breath, collapse, syncope, exercise intolerance, pale mucous

membrane). Client can be instructed on how to use AlveCor and assess heart rate and rhythm from
home if patient at rest and calm at home.
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Addendusm 02/25/2019:

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

today despite poor arrhythmia controlled. Redhedk EOG is recommended in 7-10 days

B6

Severe cardiomegaly with poor contractile function - rfo primary DCM, diet-induced cardiomyopathy,
ARV, tachycardiar mduced cardiomyopathy

Malignant ventricular ammhythmia - non-sustained VTach and frequent pobmorphic VPCs;

Left sided conpestive heart failure.

Treastment Planc

Heart Foihee Clossification Score:

ISACHC Classification:
O ra = ina
O i & b
O

ACVIM CHF Classification:
O a M c
O w1 Do
O B2

M-Mode R
IvSd
LVIDd
Ivewd
IVSs
LVIDs
LVPWs B 6
EDV{Teich)

ESV{Teich}
EF{Teich})
%FS
SV{Teich}

3#RI 3933838

M-Mode Nomalized 0202020202020

IvsdN {0290 - 0,520}
LVIDdN 'B6 {1.350 - 1.730}!
LVPWdN {0330 - 0,530}
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IWSsN
LVIDsN
LVPWsN

2D

SA LA

An Diam

SA LA f Ao Diam
Ivsd

LviDd

LvPwWd
EDW{Teich}

IV5s

LViDs

LVPWs
ESV{Teidch}
EH{Teich}

%S

S¥{Teich}

IVId LAX

LVAd LAX
IVEIV Al LAX
LVEDV MOD LAX
LVis LAX

LVAs LAX

LVESV A-L LAX
LVESV MOD LAX
HR

EF A-L LAX

LVEF MOD LAX
SV AL LAX

SV MOD LAX
0 AL LAX

€O MOD LAX

Doppler
MR Vmaax
MR maxPG
PV Vimae
M maxPG

B6

B6

B6

{0430 - 0.710} !
{0_790 - 1.140} !
{0.530 - 0.780} !

3§332333R#3 3383535

I RR

ml
Ifmin
Ifmin

mfs
mmHg
mfs

mmHg
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EU m m I ” g S Foster Hospatal for Smal antmals

North Grafion, MA 01536

\eterinary Medical Center M i e L

AT TUFTS UNIVERSITY hitp:ffwetined tulis eduf

- Suspeded Arrtythmognicnight veninoular candiomyopathy (AR versus Dilated candiomyopathy
- Adctive Congestive heart failure
- Veniriaular asrhythimia - Not comernt iy controlled -

Clinical fndings

He preserited to our BR last Friday after it was noticad that he had a dareased appetite and overall was not feeling liehis

normal seif He was previously disgnosed with an armhythmia {imepular heart rate) back inCuly by your primany e
vetarinarian but had never been seen by a candiologist

non-productive oough Also, Iuslmtnteums Taster than normal and he had very frequant megular premature beats.
Chest mdingraphs were then performed and were suspicious for acosmualatinn of Thd within the kngs, a condition
oonsstert with ad ve congestive heart faire.

{ARVC]. This disease is oormamon in Boers and bulldogs and i also sometimes riederred o as "Boer Candiorwopathy™. The
condition is characterized by replacernent of the normal heart musde by at and/for scartissue whidh may result ineserious
veririoular asrhyitimias {sbnommal heart thythims orginating from the lower dhamber of the heart), cardiac enlancement
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and congestive heart fallure, or bothe Dogs with ARVC may experience syneope {Fainting) or sudden death as the resulk of
veritricular arhythmia,

As we disnussed over the phone, another possibility o explain the changes withing E_>‘_§____ :heart is a type of heart disease
cal lad dilated cardiormyopathy (DOM). Thiss dissase i more oosmmon in large and giant breed dogs and &5 characieriaed by
thimning of the walls of the hearl, redurced candiac pump ndiion, and enlargement of the upper chambers of theheart.

Marwy dogs with DOM will also hawve significant amwtimias whidch can be life-threatsning and also recpire medical

[lhsslir,rnﬂlahﬁ;ﬂal, itwasnoled that:  ge  respirabory rate and effort progressively improved to the point of being

back tonoomal tday. However, hls:nhpth'ma is fairty resstant o our ourent reatment Howeer, as we disorsed every
dog &5 different and require a different and iarhythmic management at home. At this point of time, we are trying anew
cambination of medications with the hope that this will derease the frequenoy of his anhythmia

Though we ol revarse the dhanges in theheart musde, we can onbrol the arrhythmias with medical managemenst
and dogs without sevious cardiac dilation can do well for months to even years after diagnosis with appropriatetheragy and
careful monitaring.

Maniinring at hosner
O Wewoid lie you i monitor your doe’s lreathine rate and effart at home, ideally during sleepor at a time of
rest. The doses of drugs will be adpsted based on the breathing rate and effort.

o  In general, most dogs with heart faikrethat is well condrolled have a breathing rate at rest of less than 35 10 40
breaths per minute Inaddition, the breathing effort, noted by the amount of belly wal motion used for eadh
bwreath, is fairly minimal if heart faiure is controlled

© Aninoease in breathing rate or effort will usually mean that you should give an exira dose of; B6 if
diffiuity breathing & not improved by within 30-60 minutes afler gvingexics. | B6 | ithen weremmmend

that a recheck e beschedulad andfor that yourdog be evahuated by an emergency dinic.

o There are instnuctions for monitoring breathing, and a formto help keep track of breathing rate and dnos doses,
mn the Tults HeartSmart web site (hitipy/vel tufis edudhearbemart fat-home-monitoring £

O Wealsowani you o watdh for wealoness or collapse, a reduction in appetite, worsening cough, or distendion of the
belly as these findings indiate that we shimid do a recheck ecaminat ion

o Fyouhave an ifhone or Android smariphone device, you may warnit o esplarethe option of purdhas ing the Kandia
Mabile device which will allow you i monitor the heart rate and dhwthm at home {www_aliveorcoml. you hase
ary coneers, please aall or haveyour dog evaluated by avelerinarian. Our emansency clinic is open 24 hours/day.

Recosmnended Medications

B6
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B6

Dt suppestions: Dogs with ARV may benefit fom the addition of omega-2 fatty acids (fish oil) tinthe diet. Diets sadh as
the Royal Canin Booer or Early Candiac diat, ar Hill's j/d have ample fish oil and may not require much {or any) additional
supplemeniation. Additional information on supplemenis such as fish ol or other supplements that youmight have
questions dbout may befound on theTults HeartSmart web site: (hiipc/fvet hults eduheartamant/diat /)

o The DA 5 omrent iy nwestigatine an apparent association betwesn diet and atype of heart disease called ditated
cadiomyopathy. The s caurse i still unclear; but it appears 1o be associabed with boulique diets and those
conitaining eotic ngedent or aegandiee Therehsre, we are osrent by recommending that dogs do not eat
these types of diets.

and does not owitain any eatic ingredients, sudh a5 kangaroo, durk, lamb, venison, lentils, peas, beans, buffalo,
tapioca, barley, and chidpeas

O The DA aued a statement reganding this e
fhitips/fwww. oo’ AnimalVeterinany! NewsEvenib 5/ CuiiUpdatesfuomG1 3305.0im) and a recent article
publshed by Or- 1 isa Freeman onthe Cummings Schools Petinodniogy bing canhurthar exphinthese findings
{hiipy Avetrwatrition ufts.ecy 200 8/06/ a-brolen-heart-rideoFheart-dissase-in-boubique-ar-grain-ree diets-and-ex
otic-ingredientsf)

O Ournadritionists have compiled a list of dog foods that are good options for dogs with heart disease

Dry Food Oplions:

Royal Canin Early Candiac {welerinany diet)

Royal Canin Booer

Purina Pro Plan Adhult Weishl M anapgament

Purina Pro Plan Bright Mind Adult Smal Breed Fanmeda

Carmed Food Oplions:

Hill's Science Diet Adhilt Beef and Barley Enlree

Hill's Scenee Diet Adhult 1-6 Healthy Cuisine Roasted Chideen, Camot, and Spinach Stew
Royal Canin Mabure 3+

We recommend siowly nimduring ane of the diets on theabowe list a5 follows: 25% ol the new diet mised with 75% old
diet for 2-3 days, then 5050, etc

if your dog has spedial nuiritional needs ar requires a homecooked diet, we recommend you schedule:an appaoiiment with
our rutritionists (508-887-4696)-

Berdse recosmnendations Forthe first 7 1o 10 days alter starting ant-anrhythmic medications, and until we know that
the medications are effeciively awirolling arrhythmia, we recommend very [imited adivity. Leash walk only is ideal, and
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shart walks 1o start. Onoe the ammhyihimia has been well-corirolled then slighitly longerwalks are accepiable. However,
repetitive or streruous hich enerpy activities (repetitive ball dhasing, nmming fast ofHeash, alc) are not recommended as
these adivities may result in worsenad arhythmia or even surkden death

Redhedk wisiis:
A recheck FOG is recammended 1-2 weeks after any antiarthwihmic medication adpstmens are made.

Please visit our HeartSmart webhsite for more ndormations
hitp{fvet tufis edhheartamart

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

Ease‘. B6 | e B6 | Dizhape NEmEtions
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Lummings T

i - Telephone {508} 8395395
v el s SEEET
Notice of Patient Admit
Date: B6 | 9:12:75 AM . CaseNo: B6 |

L.__._._._._Ii ......... - B6

Dear Colleaque,

Your patient presented o our BEmergency service. Flease malke note of the following information to facitale
commaEscation with our tesm

The reason for adm ission D the mkuh:mr;mmmm L-CHF

H you have any questions reqandang this paticdlar case, please call 508-887-4988 tn reach the BECC Service
Information is updated dady, by noon

Thank you for your refermal tn oor BEmermency Semvire.
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Cummings i

. . Telephone [SOB) 839-5395
Vteinar Medice Genter SR
Notice of Patient Admit

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

B6

Your patient presented o our BEmergency service. Flease malke note of the following information to facitale
commaEscation with our tesm

The attesding docioris:; B6
The reason for adm ission o the FHSA is: ARH'C,L(HF

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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Cummings e

Veleiary Melca Cnter EEEE L

B 6 ..B6

Today'sdate: 2/25/2019
Dear! B6

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

Your patient | B6 'was admitted and is being cared for by the Cardiology Service.

__________________

M icin stable condition

[ is still in the oxypen cage

[ s critically ill

M discharped from the hospital today

Today's treatment s modude:

M bloodwork planned /pending

M echocardiography -
Severe cardiomegaly with poor contractile function - rfo primary DCM, diet-induced cardiomyopathy,
ARV(, tachycandiac mduced cardiomyopathy. Left sided congestive heart failure.

[ cardiac catheter procedure planned

M ongping treatment for CHF secondary to DEM

[ ongping trestment for thrombaosis

ongoing tresiment for arhythmia - Malignant ventricular arrhythmia - non-sustained VTach and
frequent polymorphic VPCs

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

Please call {508} B87-469% before 5pm or email us at cardiowehiHufts edu if you have any questions
Thank you!
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Attending Clinician: | B6 [WM {Resident, Cardio logy}

Faculty Clinician: | B6 WM, DACVIM
Senior student:
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Contents lists available at SciVerse ScienceDirect B ot ooy

NG K ASSESSVENT

Chemosphere

journal homepage: www.elsevier.com/locate/chemosphere

Influence of mercury and selenium chemistries on the progression
of cardiomyopathy in pygmy sperm whales, Kogia breviceps

Colleen E. Bryan ** W. Clay Davis ?, Wayne E. McFee ¢, Carola A. Neumann ¢, Jennifer Schulte ¢,
Gregory D. Bossart ¢, Steven J. Christopher*

* Analytical Chemistry Division, National Institute of Standards and Technology, Hollings Marine Laboratory, 331 Fort Johnson Roud, Charleston, SC 29412, USA

b Marine Biomedicine and Environmental Science Center, Medical University of South Carolina, 221 Fort Johnson Road, Charleston, SC 29412, USA

¢ Center for Coastal Environmental Health and Biomolecular Research, National Ocean Service, National Oceanic and Atmospheric Administration, 219 Fort Johnson Road,
Charleston, SC 29412, USA

4 Department of Cell and Molecular Pharmacology and Experimental Therapeutics, Medical University of South Carolina, 173 Ashley Avenue, MSC-505, Charleston, SC 29425, USA
¢ Georgia Aquarium, 225 Baker Street, Atlanta, GA 30313, USA

HIGHLIGHTS

» More than half of stranded pygmy sperm whales exhibit signs of cardiomyopathy.

» Hg and Se balance and oxidative stress may influence progression of cardiomyopathy.
» Adults have significantly greater Hg:Se liver molar ratios than younger age classes.

» Hg:Se molar ratios were greater in males and increased with heart disease progression,
» Protein oxidation was greater in males and increased with heart disease progression.

ARTICLE INFO ABSTRACT
Article history: More than half of pygmy sperm whales (Kogia breviceps) that strand exhibit signs of cardiomyopathy
Received 16 September 2011 (CMP). Many factors may contribute to the development of idiopathic CMP in K. breviceps, including

Received in revised form 20 January 2012
Accepted 16 May 2012
Available online 15 June 2012

genetics, infectious agents, contaminants, biotoxins, and dietary intake (e.g. selenium, mercury, and
pro-oxidants). This study assessed trace elements in K. breviceps at various stages of CMP progression
using fresh frozen liver and heart samples collected from individuals that stranded along US Atlantic
and Gulf coasts between 1993 and 2007. Standard addition calibration and collision cell inductively cou-

ﬁg’:ﬁgﬁ pled plasma mass spectrometry (ICP-MS) were employed for total Se analysis and pyrolysis atomic
Selentum absorption (AA) was utilized for total Hg analysis to examine if the Se/Hg detoxification pathway inhibits
Protein oxidation the bioavailability of Se. Double spike speciated isotope dilution gas chromatography ICP-MS was utilized
Cardiomyopathy to measure methyl Hg and inorganic Hg. Immunoblot detection and colorimetric assays were used to
Pygmy sperm whale assess protein oxidation status. Data collected on trace elements, selenoproteins, and oxidative status

were evaluated in the context of animal life history and other complementary histological information
to gain insight into the biochemical pathways contributing to the development of CMP in K. breviceps.
Cardiomyopathy was only observed in adult pygmy sperm whales, predominantly in male animals. Both
Hg:Se molar ratios and overall protein oxidation were greater in males than females and increased with
progression of CMP.

Published by Elsevier Ltd.
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ARTICLE INFO ABSTRACT

Keywords: Non-ischemic cardiomyopathy is a leading cause of congestive heart failure and sudden cardiac death in humans
Selenium and in some cascs the ctiology of cardiomyopathy can include the downstrcam cffects of an essential clement
Selenoprotein deficiency. Of all mammal species, pygmy sperm whales (Kogia breviceps) present the greatest known prevalence
Cardiomyopathy

of cardiomyopathy with more than half of examined individuals indicating the presence of cardiomyopathy from
gross and histo-pathology. Several factors such as genetics, infectious agents, contaminants, biotoxins, and in-
appropriate dietary intake (vitamins, selenium, mercury, and pro-oxidants), may contribute to the development
of idiopathic cardiomyopathy in K. breviceps. Due to the important role Se can play in antioxidant biochemistry
and protein formation, Se protein presence and relative abundance were explored in cardiomyopathy related
cases. Selenium proteins were separated and detected by multi-dimension liquid chromatography inductively
coupled plasma mass spectrometry (LC-ICP-MS), Se protein identification was performed by liquid chromato-
graphy electrospray tandem mass spectrometry (LC-ESI-MS/MS), and Se protein profiles were examined in liver
(n = 30) and heart tissue (n = 5) by SEC/UV/ICP-MS detection. Data collected on selenium proteins was
evaluated in the context of individual animal trace element concentration, life history, and histological in-
formation. Selenium containing protein peak profiles varied in presence and intensity between animals with no
pathological findings of cardiomyopathy and animals exhibiting evidence of cardiomyopathy. In particular, one
class of proteins, metallothioneins, was found to be associated with Se and was in greater abundance in animals
with cardiomyopathy than those with no pathological findings. Profiling Se species with SEC/ICP-MS proved to
be a useful tool 1o identily Se protein pattern dilferences between heart disease stages in K. breviceps and an
approach similar to this may be applied to other species to study Se protein associations with cardiomyopathy.
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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-New England DO

Product information

Individual Case Safety Report Number: 2060599

Product Group: Pet Food

Product Name: Acana Free Run Poultry dry o

Description: Housemate was diagnosed with DCMi B6 t previously reported)i B6 iwas
asymptomatic but eating same diet (Acana) so was screened 8/20/18 - reduced contractile function. Owner
changed diet to Pro Plan Weight Management dry. No improvement on 12/12/18 echo. Will recheck in 3 months

WB taurin¢ B6 |

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
USA

Owner information

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

ICSR:

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

2060599

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

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

Reported Problem:

Product Information:

Animal Information:

Problem Description:

Date Problem Started

Concurrent Medical

Problem:
Pre Existing Conditions:

Outcome to Date

B6

_ Housemate was diagnosed with DCM c

! 'B6 was asymptomatic but eating same diet {Acana) so was screened 8/20/18

T ———

T¥EdUced contractile function. Owner changed diet to Pro Plan Weight

: 08/20/2018
Yes

B6 i

: Stable

Product Name:
Product Type

Lot Number:
Package Type:

Product Use

Information:

Manufacturer
[Distributor Information:

Purchase Location

Information:

Name: ]

L

Type Of Species:

Type Of Breed
Gender
Reproductive Status
Weight

Age

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

FOUO- For Official Use Only

 Acana Free Run Pbu|try dry
: Pet Food

BAG

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

Description:

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

Dog

Doberman Pinscher

: Female

: Neutered

: 38.1 Kilogram
: 10 Years
Assessment of Prior

Excellent

Yes

Name: ' i
Phone:é B 6

Email:!

Owner
Information
provided:

Contact:

¥

|
Address:| B 6

United States

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact. Name: Lisa Freeman

1
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Address:

Sender Information:

Name: Lisa Freeman

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

Contact: Phone:

Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:
Additional Documents:
Attachment: !
Description: Medical records

Type: Medical Records

5088874523

Email: lisa.freeman@tufts.edu

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

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

FOUO- For Official Use Only 2
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Naotification;

9/22/2018 10:40:31 PM

B6

Taste of the Wild-Last 1-2 bags (for 2 dogs) before diagnosis were Southwest

Canyon flavor-Before that: Lisa Freeman - EON-366516

2055229-report.pdf; 2055229-attachments.zip

A PFR Report has been received and PFR Event [EON-366516] has been created in the EON System.

A "PDF" report by name "2055229-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2055229-attachments.zip"

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-366516

ICSR #: 2055229

EON Title: PFR Event created for Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that fed 3-4 bags of Pine Forest Before that had been feeding Pacific Stream for several

years; 2055229

AE Date 09/08/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed

Doberman Pinscher

Age

B6 Years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2055229
Product Group: Pet Food
Product Name: Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest Canyon flavor
Before that, fed 3-4 bags of Pine Forest Before that, had been feeding Pacific Stream for several years
Description: DCM and CHF Probably primary DCM in predisposed breed but given diet history, some
possibility of diet-associated DCM Taurine WNL

FDA-CVM-FOIA-2019-1704-007828



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

Lot
Product Name Number or
1D

Best By
Date

Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that, fed 3-4 bags of Pine Forest Before that, had been
feeding Pacific Stream for several years

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-366516

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eond/EventCustomDetailsAction!viewReport.jspa? decorator=none& e=0&i1ssueType=12&
1ssueld=383430

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

FDA-CVM-FOIA-2019-1704-007829



shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-366516
ICSR; 2055229

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

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

Reported Problem: Problem Description: = DCM and CHF Probably primary DCM in predisposed breed but given diet history,

some possibility of diet-associated DCM Taurine WNL
Date Problem Started: 09/08/2018

Concurrent Medical No
Problem:

0_uthme vto Date:_ Stable

Product Information: Product Name: =~ Taste of the Wild Last 1-2 bags (for 2 dogs) before diagnosis were Southwest
Canyon flavor Before that, fed 3-4 bags of Pine Forest Before that, had been
feeding Pacific Stream for several years

Product Type: Pet Food

Lot Number:;

Package Type: BAG
Product Use pescription:  Owner has given consent to have FDA contact her for any
Information: = _ additional questions L
Manufacturer

IDistributor Information:

Purchase Location
Information:

Animal Information: Newmee ... & B6:
Type Of Species:i_ﬁa{j ______
Type Of Breed: Doberman Pinscher
Gender: Male
Reproductive Status: Neutered

Weight: 34.2 Kilogram

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product;

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Address: | B 6

United States

Healthcare Professional pPractice Name:  Tufts Cummings School of Veteninary Medicine

Information: _
Contact: Name: lLisa Freeman

Phone: (508) 887-4523

FOUO- For Official Use Only 1
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Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

Lisa Freeman

200 Westboro Rd
North Grafton

Massachusetts
01536
United States
Phone: 5088874523
Email: lisa.freeman@tufts.edu
Yes
Email

discharge 9-20-18.pdf
Discharge 9-20-18
Medical Records
bnp.pdf

BNP

Laboratory Report

cardio appointment 9-20-18.pdf
Cardio appt 9-20-18
Echocardiogram

cardio consult 9-8-18.pdf
cardio consult 9-8-18
Echocardiogram
discharge 9-9-18.pdf
Discharge 9-9-18
Medical Records

FOUO- For Official Use Only
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Lab Results IDEXX CARDIOPET proBNP 9/10/18

Species: CANINE

Breed: DOBEEMAN_PINSCH
Gender: MALE NEUTERED
Agec BV

CARDIOPET proBNP- CANINE

CARDIOPET proBNE
- CANINE . B 6

Comments:

Date: 09 102018
Requisition #: 426657

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTEORO RD
NORTH GRAFTON, Massachuzers 01336-1828
508-839-5383

Account #0735

0- 900 pmalL HIGH!

B6

il

Pageloi 1
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Cummings B6

\eterinary Medical Center o s

i
____________________

AT TUFTS UNIVERSITY i B6 Mfears Dld Male [Newtered])
Cardiolopy Liason: 5088879696 Dobenman Pinscher

Black/Tan BW: Weizht {ke} 32.00

Cardiology Consultation

Date: B6
sght Weight {(kg} 32.00

Recueecting Chinicinn- B6 _DVM {Resident - Emergency & Critical Care}

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

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

B6

Cardiclopy Residlent :

B6

Thoaradic radiopraphs svailahle for review?
= Yes - in 55
M Yoc - in PACS
= No

Patient location: ER

PFresenting complaint and important concuament diseases: B y.o doberman presenting for acute onset
soft cough after exercice and at rest, worse at night. Owners report coughing episodes have been
getting more frequent over the past 3 days. Grade IV /W right sided systolic mumur ausoulved on exam.
Had scheduled appointment to be seen with cardiology 9/20/18 based on arrhythmia heard at rDVML

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

R T

B6

Muscle condition:

M Normal [ Moderate cachexia
1 mMild musde loss Marked cachexia
Cardiovascular Physical Exom
Murmar Grade:
] None VAV
= w1 v

FDA-CVM-FOIA-2019-1704-007834



= nawn
M v

Hviav

Murmur location/desription: systolic right apical

Jupular wvein:
[ Bottom 173 of the neck I Top 2/3 of the neck
[ Middle 1/3 of the nedk [ 1/2 way up the nedck
Arterial pulses:
[ weak [ Bounding
I Fair I Pulse deficits
M Good 2 Pulsus paradoxus
[ Strong 2 Other {describe):
Arrhythmia:
[ None [ Bradycardia
[ Sinus arrhythmia [ Tachycardia
M Premature beats
Gallop:
[ Yes = Pronounced
e No I other:
[ intermittent
Pulmonary assessments:
[ Fupneic [ pulmonary Crackles
i Mild dyspnea [ Wheezes
[ Marked dy=pnea I upper girway stridor
[ Normal BV sounds H other auscultatory findings:
Abdomnal exam:
M Normal I Abdominal distension
3 Hepatomegaly [ Mild ascites
MEtral inflow:
[ summeated [ peedonommal
¥ Normal [ Restrictive
[ Dedayed redertion

FDA-CVM-FOIA-2019-1704-007835



B6

Radiopraphic findings: lung parenchyma with nterstitial pattern n perhhilar area. Cardiomegaly with
pronounced 1V and LA enlarpement. Pulmonary vessels mildly dilsted

Assesamnent and recosmmendations: Findings consistent with DCM and active congestive heart failure.

decrease LA pressure. TR revealed mild PHT, for which we exped that treating CHF will help to mprove
pulmonary circulation.. B6 Radiopraphs revealed
interstitial pattern consistent with ncipient pulmonary edema B6 7 TID isrecommended n
the first 24 hours of hospitalization {if kidney values are normal} and deorease to BID tomormow.
CRCfchem, NTproBNP and Taarine levels are recommended. Telemetry monitoring during hospitalization
ac patient had many isolated ventricular ectopies during the exam. In case of couplets, triplets, NSVT or
R/T, recomment B6 icefkgfmine low sodium diet {ideally a main stream brand}
should be started and explain to owners that grain free diet is contra-indicated at this point. Kdney
levels should be evaliated in daily basis during hospitalization and recheck ECG tomormow in case

B6

Trestment plan:

Final Diapnosis:
L-CHF secondary to DCM

B6

Heart Foihee Clossification Score:

ISACHC Classification:
Hia = na
b = iib
|y

ACVIM CHF Classification:
da M
3 B1 Hbp
[ B2

FDA-CVM-FOIA-2019-1704-007836



Cummings e

T Willard Strect

Vetervary MediclConter - S5
=

Emerpency & Critical Care Liatson: {508) 837 - 4745

Patemt 0000000 Owmer
Msmes i .B6__; N
Sipnalsnent- | _B6_i¥pars Old Black/TanMale Address B 6
{Neutered) Doberman Pinscher
Patient Bk 503
Emevpency Clniiiarr | Bg (VM finterm)
o e Chrici
........ TR G %

B6

Discharge Instructions

..........

Cave Summnaryg.

developed a mghtheedwsignaﬂﬂﬂt it &5 worse afier eerse or when he is resting at nighi. On presantation he

wars bwrighit and alert. His vital signs (heart rate, respirabory rate, and temperature) wereall within nommal limits. He
had an audible bilateral heart munmms:. Hecoupghed when his traches wars palpated lioki e

Based on his breard and clinical presentation, we opled o do radiographs and have an emengency oonsult with the
cadiclosy departmens because of concems of dilated ardiomyopathy (DOM]. This & a common condition forthis
brepd Alsp, oraindree diets may predispose animals to developing dilatad candiamyopathy ormalee a pre-existing

disease o oot wanrse

mlﬁm mesult, dhm:ﬂiunalsiglmmmmdﬂnlmtmﬁmm

Mmmﬂmm,TmthMmmmm“EMmmEmmm
determine iTany arrhythmias are presenit
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Patient Care InsirucBons:

2. Diet- We recommend to disoori inue the gran free diet - a sheet that has supgestions for diet and low sodium reals
can be found onthe HeartSmart web site (hitps/fvet tufts echyhearismart/dielf). We recommend as dry options:

- Royal Canin Early Candiacg

- Royal Canin Boar;

- Purina ProMan Adult Weighi Managemenit

Medications

Rechedk Wsits Please comne in for your schedilled candinlogy appoinisnent on Sepiesnber 20th ot 1IPMasa
re-check appoinisnent

candiouel@hurits edu for schedul ing and non-emerngent questions or concemns.

Please visit our HeartSmart wehsite for more indommation
hitpcffvet tults echyheartamanty

Preszription Refill D cloisen:
For the sofely ond well-being of our petients, your pel most hove o on exevminal ion by one of our ve leringvions within the
ol yeor in order Lo ohilom prescriplion medicolions.

Dwderiog Food:

FDA-CVM-FOIA-2019-1704-007838



Pleose check with your primory velerimorian o purehere the ecommended dicl ). 1 you wish o perechose your food from s,
please coll 710 doys in odvonce [(508-B87-3629) o ensure the food & in ook Allermotive by velerinovy dicls con be ondered
from onlne reioik s with o presoptionprel ernory apprenel.

Clivicol Trinks:
Chnicel Trioks ore studies inwhich owr ve lerinony dochors werk with yor ond your pel 1o imvesligole o specific disemse prsaess or
2 pomisng new ied ortreaimenl. Pleose see ourwelsie : vel hofls edufownc/cliniosl siudies

Case=i B6 | Owner| B6 Discheanpe Indnuctions
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Cummings T

Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY i

Discharge Instructions
Palient Owmner
R | — = S
_""1_ - MNamne- ! Pz BX 5200403
Black/ Tan Male (Neutered) Dobarmman B6
Pnscher

B6

B6

stronger than it was previoushy. His el ventricle was still dilated, but his el atrom was amaller today sinee his last visit,
which means he i improving on his osment medications. He did not have any amythmias whon we perfomed his FEOG
today. Theblood wark resulis are normal and we would liee o cordirue him on his omrert medicaation doses {see st
below), and al=o cortinue exercise restriding him o only lesh walls

The doses of dnugs will be adpusted based on the breathing rabeand effort
O In general, most dogs with heart faiure that 5 well conimolled have a lreathing ate at rest of less than 35 breaths
per minuie. inaddition, the breathing effort, noied by the amount of belly wall motion usad e each breath, 5

FDA-CVM-FOIA-2019-1704-007840



fairly minimal iT heart faikre i oonbnolled _
o anh&ﬂmgmhaweliﬂmﬂmllynmﬂntmimﬂgmmmdmd B6 i

ﬂﬂamiﬂt-nheniﬂﬂaiﬂuﬂnrﬂntmlhghemhmhfmmﬂgawdm

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

o Wealsowarnt you towatdh for wealness or collapse, a reduction in appetite, warsening couph, or distention of the
belly as these findings indiatethat weshould do a redheck ecmination

O HFyouhave any concerns, please call or have your dog evahsted by a weterinarfan, Our emenzency clinic is open 24
hours/day.

Recosmnended Medicalions

LsﬂituglvemlsdhmlnuemmimtIME diesirable - a sheet that has sugpestions for low sodium treats can be found
onthe HeartSmart web site (hitipy et tufsecdudheartamart fdiet /)

Berdse Recommnendations
Leash wakdng anly & l:la'.il,a'l:lslntml:stusl:'t Cn:eﬂlelmt iﬂueshetha'mtrdla:l,ﬂmslg{tly longar walles

al:lslntami:sﬂealhm:l nﬂieﬁll.n?. ﬁq)dmuewmhglﬂﬂgfmg{rqﬁmhdldmngm
Tast offHeash, elc) are generally not advised at this stage of heart aire

Rechedk st

Please visit our HeartSmart wehsite for more rdomation
tipc/fvet - tulfts echyheartamarty!

Presorplion Refill D cloie
For the sofely ond well-beimg of our palients, your pef mast ene vod on exomiinaiion by ene of our vel erinorions within the post
yeor it order in obioin presoripiion medcelons.

Onderiog Food:

Pleose oheck with your primevy velersmovion o purdvose the recommended diets). ¥ you wish o mrechose your food from s,
pleose coll 7-T deys i odvonce (S08-887-3629) o ensere the food & in stock: Alternol el velerimory diels con be ondered from
online retoders with o presoription/ve terinory opprendl.

Clivicol Trinds:
Chiniced triols ore studies inwhich ourvelerinary dociors werk with you ond your pet In invesligole o spreiie discose prooess or g
prembsig new lest orirealment. Pleose see owr welsie: vel lufls edudovmcoliniesd-siudies
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 9/22/2018 10:36:35 PM

Subject: _FW. Safety Report ID 243513 Submission Confirmation
Attachments: i B6__ 118092218480.pdf

Sorry - 1 more document (diet history)
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary NutritionistTM
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: noreply.safetyreporting@hhs.gov <noreply.safetyreporting@hhs.gov>
Sent: Saturday, September 22, 2018 6:34 PM

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

Subject: Safety Report ID 243513 Submission Confirmation

Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 243513, was successfully submitted on 9/22/2018
6:33:37 PM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2055229.

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have questions

please refer to the Portal's Contact Us page for further instructions.

FDA-CVM-FOIA-2019-1704-007842



CARDICLGEY DIET HISTOR “ORK

Please answer tne following gusstions anou: vour pe-

<

name BG Owners nams B Tocavs aare G ) e

Pay

w

"~ How wouig you assess vou- pet's appetite” (mari the Doint on the iine peiow thal DEsTrepresenis vous pet's appeiis
Zxample Poor- ! Excelien:

b

Poor \  Excelien:

2 have vou noticec a change in vour pet's appetite over the jas* 4-2 weaks? icneck all tnat aopiy
)ﬁEata apout tne same amoun: as usua! O=ars iess than usua! SZats more than usual
OSeems o prefer different foods than usua’ OO0tner

3. Overtne iast few wesks, has your pet (check one!
Oicstweight  HGaineo weigh: ﬂStayeo apout ine same weight QDon' know
4. Piease list below ALL pet fooas, peopie food. treats. snack. dental cnews. rawhides, and anv otner food item that vour pe-
currentiy ears. Pisase inciuas the pranc. specific proguc:, and fiavor so we know exactly wrnat vou pst s eafing. '
Food (inciude specific product and fiavor) Form Amoun* How often? Fed since
Examples are snown In the tabie — please provide enougn aetail that we could go qo the store and puv the exact same fooz,
Food {inciude specific product and fiavor: Form Amount How often? Fed since
| Nutro Grain Free Chicken. ienti & Sweet Porato Adul: an’ L oeun zx/dav Jarn 201¢
85% lean hampuraer L asr 2 8ALS RaP mcrowavec 3oz L Txswesk van 207¢
Pupperon original beef flavo:  pemnz max-3 4 BMS-FTR o 7 1x/aay Aug 20%5
Rawhide i = e rreat 6 inch wis: 1X/weel Dec 2015
DMl 0 ‘
: . vys/“ﬂa
Taste ot e UG |, Basgm (OFT Ay A CuPsS \wwydauw aola
BEraen Cinsasa G tondur e Acd B cups Y Aad AO\G Ser
oaou caccots _ . ooy -y gl = S0 8 i
_aceen oeppec ol A EVE Ty ceay - o weex 010
XA Grana\éa Fﬂ(‘”v(‘rg YOXAOMS  deeat B =0 weekr  AOLN
"Any aadifionas diet information car: be [ISTec or tne pack of iris snee:
¢ Do vou aive any disiary suppiements 1o vour pet (fo- exampie: vilamins, giucosamine fatn aciaz o- any otne-
suppiemenis)’ Yes \ANC it yes, pisase iist wnicn ones ana give pranas anc amounts
Brand/Concenrration Amourniper ca:
Taurine HYes dNe_ oA Gred 9 /09 [\ ADOMNG Y X Q)
Carnitine OYes BNC J
Antioxiaants OYes OWNc
Multiviiamin TYes SiNe
Fisn oi Tyes MNc
Coenzyme Q1€ Oyes BNc
Otner (pisass iist)
Zxampie Viiamiin C Nature s Bounr 500 mg tabiets - 7 pa- gav
_ . Pefore Dironsis {ALL USTE of (ite MLDB
& How ac you administer pilis 10 your pet” ; —_
O | go not give anv medications UST -2 @16 S wone ToTw SoulHuss]
TN pu:them directiv in my pet's moutn witnou: fooc _ CASY)
B puttnem in my pet's aogscat food e TuaT, fep 2.4 Biec oF PvcToe
O puttnem in & Pili Pocke: o7 simiiar progus: W FRA fﬂ T
2} puttnem Ir fooas (iist fooas: T PYrefic Sycap

Befote OVE P reific STrispr

FDA-CVM-FOIA-2019-1704-007843



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

To: Jones, Jennifer L

Sent: 10/11/2018 8:29:31 PM

Subject: FW: WB Taurine result fori, ~ B6 |
Attachments: T_22857.pdf T

Lisa M. Freeman, DVM, PhD, DACVN
Board Certified Veterinary Nutritionist' ™
Professor

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

www. petfoodology.org

From: Tufts Veterinary Cardiology Service
Sent: Thursday, October 11, 2018 4:26 PM
To: Freeman, Lisa <lisa.freeman/@tufts.edu>
Subject: FW: Taurine result

Veterinary Cardiology Service
Tufts University Caummings School of Veterinary Medicine

Please note: This account is not monitored on weekends, holidays, or evenings (after Spm). Please allow 24 - 48 business hours for a
reply. For immediate service during business hours, please call the liaison office at 508-887-4696. If you need to speak with the
Emergency Service, please call 508-839-5395.

Foster Hospital for Small Animals
200 Westboro Road

North Grafton, MA 01536
Littp://www.tufts.edu/vet/
508.887.4696 phone
508.887.4363 fax

From: Amino Acid Lab <ucd.aminoacid lab/@ucdavis.edu>

Sent: Thursday. October 11, 2018 4:23 PM

To: Clinical Pathology Lab <clinpath/a@'tufts.edu>; Tufts Veterinary Cardiology Service <cardiovet@ tufts.edu>
Subject: Taurine result

Hello -

Thank you for using the Amino Acid Laboratory at UC Davis, School of Veterinary Medicine.

FDA-CVM-FOIA-2019-1704-007844



Please find attached the results for your patient. You will note that we are now using a new submission form. The
new form requests some additional information that may be useful in interpreting your results. Please note, with the
recent increase in the number of dogs screened for taurine deficiency, we are seeing some dogs with values within the
lower reference ranges (or above the “no known risk for deficiency range”) yet are still exhibiting changes in cardiac
function.

In addition to our new submission form, we have also attached 2 handouts developed by our cardiology service at UC
Davis for your information. The first is a general handout on dilated cardiomyopathy in dogs. The second is a
handout specifically focused on Golden Retrievers, a breed that has been over-represented in the association between
grain-free diet consumption and dilated cardiomyopathy.

We hope your clinic finds this information helpful. Veterinarians are always welcome to contact our laboratory for
assistance in evaluating your patient’s results.

Thank you -

The Amino Acid Laboratory
Department of Molecular Biosciences
School of Veterinary Medicine
University of California, Davis

Phone: 530-752-5058
Email: ucd.aminoacid.lab@ucdavis.edu
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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: 9/24/2018 12:07:50 PM

Subject: RE: Safety Report ID 243513 Submission Confirmation
Thanks, Lisa.

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

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

Sent: Saturday, September 22, 2018 6:37 PM

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

Subject: FW: Safety Report ID 243513 Submission Confirmation

Sorry - 1 more document (diet history)
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary NutritionistTM
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: noreply.safetyreporting@hhs.gov <noreply.safetyreporting@hhs.gov>

Sent: Saturday, September 22, 2018 6:34 PM
To: Freeman, Lisa <lisa.freeman@tufts.edu>
Subject: Safety Report ID 243513 Submission Confirmation

Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 243513, was successfully submitted on 9/22/2018
6:33:37 PM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2055229.

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have questions

please refer to the Portal's Contact Us page for further instructions.
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 9/22/2018 10:34:45 PM

Subject: additional records fori B6
Attachments: labwork.pdf; taurine results.pdf

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www petfoodology.org
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Lab Work

B6

B6
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Lab Work

B6
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Lab Work

forf
L.

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

Accession ID:i B6 i
B6

B6
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Lab Work
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Lab Work

B6
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Lab Wark
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Date/Time PatientDescriptiolr Type Resultsit/Meas:her Res High Low Notes:terinariechnicielospitiessiorfile N&ase Ihg Numk
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7157

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 B 6
Tel: (530)752-5058, Fax: (530)752-4698

/872018 1:22PH

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html SHIP w ICE PACKS,TAURINE

{WHOLE BLOOD)
________________________________ Lithium Heparin

Vet/Tech Contact: | B6 5 _
Company Name:__Tufts Cummings School of Vet Med - Clinical Pathology Laboratory

Address: 200 Westboro Road
North Grafton, MA 01536

Email: clinpath@tufts.edu; cardiovet@tufts.edu

Tel: 508-887-4669 Fax. 508-839-7936
Billing Contact: B6 TAX ID:
Email:i B6

Patient Name: . B6
Species:_canine

Owner’s Name: B6

Sample Type: |__—|Plasma Whole Blood DUrine I:l Food [___]Other:
Test Items: Taurine l:l Complete Amino Acid DOther:

Taurine Results (nmol/ml)

Plasma: Whole Blood BG Urine: Food:

Reference Ranges (nmol/ml)

Plasma Whole Blood

Normal Range No Known Risk for Normal Range No Known Risk for

Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 4/25/2019 3:31:53 PM

Subject: follow-up (not sure if a VL cases)-FW. Homecooked diet - see diet history in medical record: Lisa
Freeman - EON-385937

Attachments: 2066219-report.pdf; Homecooked diet - see diet history in medical record: Lisa Freeman -

EON-374789; 2066219-attachments.zip

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

Sent: Thursday, April 25, 2019 11:29 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Cleary, Michael * <M|chael Cleary@fda.hhs.gov>; HQ Pet
Food Report Notification <HQPetFoodReportNotification@fda.hhs.gov>; B6 ;
Subject: Homecooked diet - see diet history in medical record: Lisa Freeman - EON-385537

A PFR Report has been received and Related PFR Event [EON-385937] has been created in the EON System.

A "PDF" report by name "2066219-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 "2066219-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-385937

ICSR #: 2066219
EON Title: Related PFR Event created for Homecooked diet - see diet history in medical record; 2066219

AE Date 11/15/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Died Other
Breed Doberman Pinscher

Age B6 : Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2066219

Product Group: Other

Product Name: Homecooked diet - see diet history in medical record . .

Description: Arrhythmia identified at primary care vet on 11/15/18. Evaluated at Tuftsi B6 iand diagnosed
DCM with VPCs and APCs. Eating unbalanced homecooked diet. WB taurine, B6 ((plasma not measured

because owner had started taurine supplementation). Owner was recommended fo change diet and we will

recheck in 3 months§ B6 - presented DOA, died at home - sudden death
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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: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number orID | Best By Date

Homecooked diet - see diet history in medical record

This report is linked to:
Initial EON Event Key: EON-374789
Initial ICSR: 2060600

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

_Owner information

B6

| USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-385937

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=08&issueType=10100&
issueld=403065&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.
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Report Details - EON-385937

ICSR: 2066219

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: 2019-04-25 11:20:40 EDT

Initial Report Date: 12/27/2018

Parent ICSR: 2060600

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Arrhythmia identified at primary care vet on 11/15/18 Evaluated at Tufts! B6

and diagnosed DCM with VPCs and APCs Eating Unbalanced homecooked diet
WB taurlne- B6 (plasma not measured because owner had started taurlne

Date Problem Started: 11/15/201 8

Concurrent Medical Yes
Problem:

Pre Existing Conditions:

B6

Outcome to Date; Died Other
Date of Death: | B6 !

Product Information: Product Name: Homecooked diet - see diet history in medical record
Product Type: Other

Lot Number:

Product llse
Information:

Manufacturer
[Distributor Information:

Purchase | ocation
Information:

Animal Information; Name: ! B6 !

Type Of Species: Dog
Type Of Breed: Doberman Pinscher

Gender: Male

Reproductive Status: Neutered
Weight: 40.9 Kilogram
Age: i B6 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product;

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Phon.e: B 6

Email; i

Address:

FOUO- For Official Use Only 1
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Healthcare Professional
Information:

Practice Name:

Sender Information:

Name: Lisa Freeman

Additional Documents:
AttaChment: I _______________________
Description: Medical Records

Type: Laboratory Report

Attachment: Troponin 4-4-19.pdf
Description: Medical Record

Type: Laboratory Report

Contact:

Address:

Address: 200 \Westboro Rd
North Grafton
Massachusetts
01536
United States
Contact: phone:
Email:
Permission To Contact Yes
Sender:
Preferred Method Of Email
Contact:
Reported to Other None
Parties:

United States

Tufts Cummings School of Veterinary Medicine

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

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Name:

5088874523
lisa.freeman@tufts.edu

FOUO- For Official Use Only
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NC State College of Veterinary Medicine

1060 William Moore Dr., RB 326
Raleigh, NC 27607
vcgl@lists.ncsu.edu

Veterinary Cardiac Genetics Laboratory

To request swab collection kits, please visit:
https://cvm.ncsu.edu/genetics/cheek-swab-request/

(919) 513-3314

Doberman Pinscher Dilated Cardiomyopathy (DCM) Genetic Testing

Dilated cardiomyopathy mutation (DCM) is a form of heart disease in the Doberman pinscher dog. It is an inherited
disease, and our laboratory has identified two mutations responsible for the development of DCM. Dogs that are

Owner Name:

Dog’s Name:

ID #:

positive for both mutations are at the highest risk of developing DCM

B6 NCSU Doberman DCM1 Positive Heterozygous
(PDK4) Result:
B6 NCSU Doberman DCM2 Negative
Result:
320320

Below is an explanation for each possible test result so you can better understand all the possible results
and make informed breeding decisions:

Negative Result for
both DCM1 and
DCM2:

The absence of both mutations in a Doberman indicates that the risk of developing DCM is
low. It is still possible for a dog to develop heart disease. However, a negative result for both
DCM1 and DCM2 indicates that a dog does not have either mutation known to cause DCM.

Positive result for
NCSU DCM1 only :

Breeding
recommendations:

About 40% of dogs with this mutation will develop DCM. Dogs that are positive for only
DCM1 will not necessarily develop significant heart disease.

Dogs are positive for DCM1 should NEVER be bred to a dog that is positive for NCSU DCM 2
since this will lead to dogs that are highest risk of developing DCM. Dogs that are positive
homozygous for DCM1 should ideally not be bred.

Positive Result for
NCSU DCM2 only :

Breeding
recommendations:

About 50% of dogs with this mutation will develop DCM. Dogs that are positive for only
DCM2 will not necessarily develop significant heart disease.

Dogs are positive for DCM2 should NEVER be bred to a dog that is positive for NCSU DCM1
(PDK4) since this will lead to dogs that are highest risk of developing DCM. Dogs that are
positive homozygous for DCM2 should ideally not be bred.

Positive result for
both NCSU DCM1
and NCSU DCM2 :

Breeding
recommendations:

Dogs that positive for BOTH DCM1 & DCM2 are at a very HIGH risk of developing
DCM and should be carefully monitored by your veterinarian for signs of disease. Annual
evaluation by a cardiologist with an echocardiogram and Holter monitor after 3 years of age is
recommended.

Dogs that are positive for both DCM1 & DCM2 are at the HIGHEST risk of developing DCM and
should ideally not be bred since they can pass both traits on. They should never be bred to a
dog that is positive for either test.

As always, breeding decisions should be made carefully. Removal of a significant number
of dogs from the breeding population could be very bad for the Doberman Pinscher breed.
Remember that dogs that carry this mutation may also carry other important good genes

that we do not want to lose from the breed.
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Gastrointestinal Laboratory

v Dr. J.M. Steiner
o e Department of Small Animal Clinical Sciences
% I / _;:7’ Texas A&M University
%, N# 4474 TAMU
VETERma A College Station, TX 77843-4474

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

: B6 Phone: 508 887 4669
Tufts University-Clinical Pathology Lab Fax: 9 508 839 7936
Attn:: B6 | . _
200 Westboro Road Animal Name: BG
North Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received: Apr 04, 2019
Clinical Pathology Tracking Number: 320320 Gl Lab Accession:{ B6 |
Test Result Control Range Assay Date
Ultra-Sensitive Troponin | Fasting B6 <0.06 L ______ B6 |
Comments:
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Important Internal Medicine Conference

Notices:
orees Join us for a unique continuing education event in Phuket, Thailand Oct 7th -
11th, 2019. For details see htip://texasimconference.tamu.edu

Ongoing studies

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

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

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

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

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

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

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

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

Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm.tamu.edu
Fax: (979) 862-2864 vetmed.tamu.edu/gilab
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Report Details - EON-374789

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

2060600

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2018-12-27 10:47:28 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:

Date Problem Started:

Concurrent Medical
Problem

Pre EX|st|ng Condltlons -
QOutcome to Date;

supplementatlon) Owner was recommended to change diet and we will recheck
in 3 months

11/15/2018

Yes

B6 i

Stable

Product Name:
Product Type:
Lot Number:

Product Use
Informatlon

' Homecooked diet - see ‘dietkhistbry in medical record

Other

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name: ;
Type Of Species:

Dog

Type Of Breed:

Doberman Pinscher

Gender:

Male

Reproductive Status:

Neutered

Weight:
Age:;

'B6! Years

40.9 Kilogram

Assessment of Prior
Health:

Good

Number of Animals
Given the Product;:

1

Number of Animals
Reacted:

1

Owner Information:

Owner Yes
Information
provided:

Contact: Nime: . B6

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

Phone:

Email:

B6

United States

Address:

Healthcare Professional
Information:

FOUO- For Official Use Only

Practice Name:  Tufts Cummings School of Veterinary Medicine |

Contact: Lisa Freeman

Phone: (508) 887-4523

Name:
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Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: rpt_medical_record_preview.pdf
Description: ._BG medical records

Type: Medical Records

FOUO- For Official Use Only 2
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: 1/14/2019 10:00:15 PM
Subject: B6 iupdate

Hiden_.. ..
i __B6___itaurine came back;B6iplasma.i 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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Report Details - EON-376360
ICSR; 2061170

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-14 16:46:57 EST

Reported Problem: Problem Description: 2 other dogs in household affected previously Eating various BEG diets Early

DCM with infrequent ventricular ectopy Have been following - owner agreed fo
. change diet at December 2018 appointment so will follow Taurine normal

Date Problem Started: 12/21/2017

Concurrent Medical No
Problem:

Outcome to Date: Worse/Declining/Deteriorating

Product Information: Product Name: = Annamaet chicken and rice dry + Honest kitchen beef chicken or turkey
Product Type: Pet Food
Lot Number:

Package Type: BAG

Product Use nescription: | See diet history
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: MNaae: . [ B6
Type Of Species: Dog
Type Of Breed: Doberman Pinscher
Gender: Female

Reproductive Status: Neutered
Weight: 34.6 Kilogram

Age:! Bg /ears

Asseésmént df Prior Excellent

Health:
Number of Animals 3
Given the Product:
Number of Animals 3
Reacted:
Owner Information; Owner Yes
Information
provided:

Contact: Name:

Email: !

Address:

W
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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Sender Information: Name:

Permission To Contact
Preferred Method Of

Additional Documents:
Attachment:

Description
Type

Address:

Contact:

Address: 200 Westboro Rd

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Phone:

Email: lisa.freeman@tufts.edu

Yes

Sender;

Email

Contact:

: Records
: Medical Records

North Grafton
Massachusetts
01536

United States

5088874523

FOUO- For Official Use Only
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

1/14/2019 9:56:41 PM

2061170-report.pdf; 2061170-attachments.zip

A PFR Report has been received and PFR Event [EON-376360] has been created in the EON System.

A "PDF" report by name "2061170-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 "2061170-attachments.zip'

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-376360

ICSR #: 2061170

1

EON Title: PFR Event created for Annamaet chicken and rice dry + Honest kitchen beef chicken or turkey;

2001170
AE Date 12/21/2017 Number Fed/Exposed | 3
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Worse/Declining/Deteriorating

Breed

Doberman Pinscher

Age

BG Years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2061170
Product Group: Pet Food
Product Name: Annamaet chicken and rice dry + Honest kitchen beef, chicken, or turkey

Description: 2 other dogs in household affected previously Eating various BEG diets Early DCM with
infrequent ventricular ectopy Have been following - owner agreed to change diet at December 2018 appointment
so will follow Taurine normal
Submission Type: Initial
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Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating
Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 3

Lot Number or Best By

Product Name D Date

Annamaet chicken and rice dry + Honest kitchen beef, chicken, or
turkey

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-376360

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=393369

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.
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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 B6 |

ICSR; 2061170

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-14 16:46:57 EST

Reported Problem: Problem Description: 2 other dogs in household affected previously Eating various BEG diets Early

DCM with infrequent ventricular ectopy Have been following - owner agreed fo
. change diet at December 2018 appointment so will follow Taurine normal

Date Problem Started: 12/21/2017

Concurrent Medical No
Problem:

Outcome to Date: Worse/Declining/Deteriorating

Product Information: Product Name: = Annamaet chicken and rice dry + Honest kitchen beef chicken or turkey
Product Type: Pet Food
Lot Number:

Package Type: BAG

Product Use nescription: | See diet history
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: MNaae: i B6

Type Of Breed: Doberman Pinscher
Gender: Female

Reproductive Status: Neutered
Weight: 34.6 Kilogram

Age:! B6 years

Asseésmént df P‘riorv Excellent

Health:
Number of Animals 3
Given the Product:
Number of Animals 3
Reacted:
Owner Information; Owner Yes
Information
provided:
Contact: Name:
Phone: B 6
Email: |
Address:

W
oy

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

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Address:

Contact:

Phone: 5088874523

Email: lisa.freeman@tufts.edu

Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:

Additional Documents:

Attachment:

Description: Records
Type: Medical Records

FOUO- For Official Use Only
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Lummings

Veterinary Medical Centen

AT THFEE GhirERETY

Client:
Address: B 6

Home Phone
Work Phone:
Cell Phone:

B6

Referring Information

Foster Hospital for Small Animals

55 Willard Street

North Grafton, MA 01536

(508) 839-5395

All Medical Records

Patient:i B6

Breed:
DOB:

Doberman Pinscher

B6

Species: Canine
Sex: Female

(Spayed)

Initial Complaint:

Initial Complaint:

Initial Complaint:

Page

1/153

FDA-CVM-FOIA-2019-1704-007873



Client; |
Patient: B6

Initial Complaint:
Vomiting

Exam:
Subjective (S): BAR

B6

Objective (O)
' B6

H/L: No murmurs. arrhvthmias or adventitious lung souds

B6

Referral Diagnostics: Blood work (not available at ER visit)

Diagnostics Completed:! B6 i

B6

Diagnostics Pending:
Requested feces be collected and put on hold for possible salmonella testing
EDTA and serum on hold in ER fridge

Treatments Completed:é B6 i

Page 2/153
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Client: B 6

Patient:

Assessment (A)

B6

Plan (P)

B6

Communication Summary:

SOAP Text Feb 16 2015 3:34PM - B6

2/16/2015 3:34:42 PM EXAM, GENERAL

Subjective (S)
No vomiting overnight, kept NPO. QAR and nervous this morning.

Additional history i B6

H/L: NSR, NMA, fpss; cupneic, normal BV sounds bilaterally

B6

Assessment (A)

Page 3/153

FDA-CVM-FOIA-2019-1704-007875



Client: B 6

Patient:

B6

B6

2/17/2015 7:35:35 AM

B6

SOAP Text Feb 17 2015 5:35PM - B6

2/17/2015 6:17:50 PM EXAM, GENERAL

Subjective (S)
Looks brighter this morning. No vomiting, but still having large bowel diarrhea. No interest in food. Owner says thatBst
normally a picky eater.

Objective (0)

B6

H/L: NSR, NMA, fpss; normal BV sounds bilaterally

B6

Diagnostics:

B6

Assessment (A)

B6

Plan (P)

Page 4/153
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Client:
Palt?:nt: B 6

SOAP Text Feb 18 2015 8:49AM - B6 i

2/18/2015 8:49:54 AM EXAM, GENERAL

Subjective (S)
BAR. Ate boiled hamburger and rice at owner visit last night continued to eat purina EN throughout the night. No vomiting noted.

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

Objective (O)

B6

H/L: NSR, NMA, fpss; normal BV sounds bilaterally

B6

Assessment (A)

B6

Plan (P)

B6

2/18/2015 9:29:02 AM.

Prescribed -

Instructions B 6
Initial Complaint:

Emergency

SOAP Text Feb 20 2015 8:41AM B6

2/20/2015 12:51:27 PM NEW VISIT (ER)
Doctor;

Student B6
Presenting complaint; B6

Page 5/153
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Client:
Patient: B 6

On car ride here: vomited small amount of fluid/foam

Past pertinent medical history:

Dietary history:
Type of food: Boiled hamburger and rice
Amount per feeding:
Feedings per day:

Visit is a referral: No
Bloodwork completed prior to arrival: None

Exam;

B6

Obijective (O)

B6

H/L: HR: 120, NMA, NSR, PSS. RR: 36, eupenic, normal BV sounds

B6

Referral Diagnostics: None

Diagnostics Completed:
i B6

Abdominal Radiographs: Normal abdomen

Abdominal 1IS:: B6

[ S

B6

Diagnostics Pending: None

é B6 ;

Assessment (A)

B6

Plan (P)
Page 6/153
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Client:
Palt?:nt: B 6

Additional requests submitted:

Estimate given: $ Deposit collected: $

Initial Complaint:
Emergency

SOAP Text Feb 282015 8:21PM - B6

2/28/2015 8:21:20 PM NEW VISIT (ER)

Page 7/153
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Client: B 6

Patient:

Medications currently administered at home

Dietary history:
Type of food: Raw diet since weaning
Amount per feeding:
Feedings per day:

Visit is a referral: Yes No
Bloodwork completed prior to arrival:

Exam:

B6

B6

Obiective (O)

Treatments Completed:

B6

Assessment (A)

B6

Plan (P)

B6

Communication Summary:!

B6

B6

Additional requests submitted:

Estimate given: $

Deposit collected: $

Prescribed -
Instructions

B6

Page &/153
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Client: B 6

Patient:

Initial Complaint:

recheck

Initial Complaint:
Emergency

SOAP Text May 22015 11:05PM 4 B6

5/2/2015.11:05:54 PM NEW _VISIT (ER)
Doctor:
Student! B 6

Presentinig complaint. i B6 i

Past pertinent medical history:

Medications currently administered at home:

B6

Page 9/153
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Client:
Palt?:nt: B 6

B6

Visit is a referral:  No
Bloodwork completed prior to arrival: No

Exam:

B6

Obiective (O)

H/L: HR 96, NMA, NSR, SSP, RR 28, normal effort, normal BV sounds bilaterally
Abd: soft, non painful, gas filled loops

UG: intact female, normal externally, no discharge

MSI: ambulatory x 4, no ectoparasites, normal hair coat

Neuro: mentally appropriate, full exam not performed

Rectal: mucoid discharge, otherwise WNL

Referral Diagnostics:
None

Diagnostics Completed:
Ocular exam

Diagnostics Pending:
None

Treatments Completed:
None

Assessment (A)

B6

Plan (P)

B6

Communication Summary:

Page 10/153
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Client:
Patient:

B6

Prescribed -
Instructions B 6

Prescribed -
Instructions B 6

Initial Complaint:
Emergency

SOAPText | B6  8:51AM-i B6

9:09:46 AM: TS (FHSA) 6.8

B 6 9:09:46 AM: PCV ** 50

11:19:13 AM NEW VISIT (ER)

Doctor
Studen: B 6
Presenting complaint: ADR this morning

Referral visit? No
Diagnostics completed prior to visit: None

HISTORY:E B 6 presented to Tufts ER for ADR this morning. Not really willing to get out of bed and hunched/shaky.

Signalment: B6 i

Sy fhys P |

Current history: B8

Prior medical history: No concerns

Current medications: None

Dicet:

Vaccination status/flea & tick preventative use:
Travel history: None

EXAM:

B6

B6

B6

C/V: NSR, NMA, fpSS.

ASSESSMENT:
Al: ADR r/o dilated cardiomyopathy vs pyometra vs primary GI
A2: DCM

B6

Page 11/153
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Client:
Patient:

B6

PLAN:

- Thoracic radiographs; mild cardiomegaly with mild right ventricular enlargement

-Cardiology consult

B6

Diagnostics completed:

B6

Diagnostics pending:

B6

Client communication:

Deposit & estimate status:

Resuscitation code (if admitting to ICU):

SOAP approved (DVM to sign):

Initial Complaint:

B6

SOAP Text Dec 212017 9:56AM -

B6

Initial Complaint:

Chief New Soft Tissue, spay

Referred by cardiology

SOAP Text Mar 72018 11:07AM-§

B6

Subjective

_Subiective {S) . 3

B6

Objective (O)

H/L: HR 100, NSR, NMA. fpss. Lung fields clear with normal BV sounds. No crackles/wheezes

B6

Page
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Client:
Patient:

B6

B6

Assessment (A)

Al: Healthy female presenting for spay

A2: LV dilation with occassional VPCS- r/o early DCM-- on carvediolol

Plan (P)

B6

SOAP completed by: B6

SOAP reviewed by:

Initial Complaint:
' B6

SOAP Text Apr 20 2018 7:57AM i B6

Subjective

echocardiogram shows LV dilation, ECG - occasional VPCs, currently on e

of carvediolol

Current medications:
i 1

B6

Referred from cardio -

Subjective (S)

B6

Objective (O)

B6 P gave morning dose

Page 13/153
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Client: B 6

Patient:

H/L: Normal sinus rhythm, no murmur heard. Femoral pulses strong and synchronus. Lung fields clear with
normal BV sounds. No crackles/wheezes

Assessment (A)

A1: Intact female presenting for: B6 |
A2: LV dilation with occasional VPCS- r/o early DCM-- o B6

Plan (P)
SOAP completed by B 6
SOAP reviewed by:

Addendum:

B6

SOAP Text Apr 212018 8:55AM - Clinician, Unassigned FHSA

Subjective
EXAM, GENERAL

i _B6__inow A 4 yo female spayed doberman who presented for B6

Referred from cardio - echocardiogram shows LV dilation, ECG- occasional VPCs, currently on B6

Overnight Update:

Recent Diagnostics:

B6

Page 14/153
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Client:
Palt?:nt: B 6

B6

Current medications:

B6

_Subjective (S)

B6

Objective (O)

B6

H/L: Normal sinus rhythm, no murmur heard. Femoral pulses strong and synchronous. Lung fields clear with
normal BV sounds. No crackles/wheezes

B6

Assessment (A)

A1: 1 Day post- B6 R
A2: LV dilation with occasional VPCS- r/o early DCM-- of  B6

Plan (P)

SOAP completed by:! B6

Page 15/153
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Client:
Patient:

B6

SOAP reviewed by:

SOAP Text Apr 232018 2:32PM -

B6

B6

Subjective

EXAM, GENERAL

Recent Diagnostics:

B6

Current medications:

B6

Subjective (S)

B6

Page
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Client: B 6

Patient:

H/L: Normal sinus rhythm, no murmur appreciated. Femoral pulses strong and synchronous. Normal

bronchovesicular sounds in all lung fields. Eupneic.

B6

Assessment (A)

A1: 3 Day post- B6 ,

inappetent, quiet, intermittent trembling at home--r/o mild nausea vs discomfort vs other
A3: LV dilation with occasional VPCS- r/o early DCM-- stable. on B6

Plan (P)

SOAP completed by B 6

SOAP reviewed by: !

Initial Complaint:
Tech - ECG

SOAP Text May 7 2018 10:5S8AM - Rush, John

Initial Complaint:

Page 17/153
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Client:
Patient:

Recheck -

B6

Initial Complaint:

Recheck -i

L

SOAP Text Dec 112018 10:40AM -

B6

Disposition/Recommendations

Page
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Client:
Patient:

B6

Page
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Client:
Patient:

B6

bumminas

Veterinary Medical Centes

Foster Hospital for Small Animals

AT TEFEE BRIV REFTT
Client: B6
Veterinarian:

Patient ID: 1. ________ BG ''''''
e i
Lab Results Report

Nova Full Panel-ICU

North Grafton, MA 01536

55 Willard Street

(508) 839-5395

Patient: | B6 |

Species:  |Canine

Breed: Doberman Pinscher
Sex: Female (Spayed)
Age: i'__ﬁ_(j__iYears Old

2/15/2015 8:33:00 PM

|'1'est [Results IReference Range IUnits
TCO2 (POC) 0-0 mmol/L
CA (ionized) 1.17-1.38 mmol/L
NA POC) 140 - 154 mmol/L
MG 0-0 mmol/L
nCA 0-0 mmol/L
Fi02 0-0 %

HB (POC) 12.6- 16 g/dL
BEDb 0-0 mmol/L
MG (POC) 01-04 mmol/L
A 0-0 mmHg
CLPOC) B 6 109 - 120 mmol/L
GLUCOSE (POC) 80 - 120 mg/dL
LLACTATE 0-2 mmol/T.
HCT (POC) 38 - 48 %
NOVA SAMPLE 0-0

CA/MG 0-0 mol/mol
GAP 0-0 mmol/L
K (POC) 3.6-48 mmol/L
CREA'T (POC) 02-21 mg/dL
BUN (POC) 12 - 28 mg/dL
BEecf 0-0 mmol/L

20/153
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Client:
Patient: B 6

S02% 94 - 100 %

PO2 80 - 100 mmHg

PCO2 36 - 44 mmHg

PH B6 7.337 - 7.467

PCO2 36 - 44 mmHg

PO2 80 - 100 mmHg

HCO3 18- 24 mmol/L

Nova Full Panel-ICU 2/15/2015 9:45:12 PM Accession ID:{ B6 |

|Test |Results IReference Range IUnits |

Blood Glucose (Glucometer) - FHSA 1 B6! 0-0 mg/dl

Nova Full Panel-ICU 2/16/2015 1:33:00 PM Accession ID: B6 |

|Test |Results IReference Range IUnits |

WBC (ADVIA) 44-151 K/uL,

RBC(ADVIA) 58-85 ML

HCT(ADVIA) 39 - 55 %

MCV(ADVIA) 64.5-77.5 L,

MCHC(ADVIA) 31.9-343 g/dL

MCH(ADVIA) 21.3-259 pg

COMMENTS (HEMATOLOGY) 0-0

HGB(ADVIA) 133-20.5 g/dL

PLT(ADVIA) 173 - 486 K/uL.

RDW (ADVIA) 11.9-152

MPV (ADVIA) 829-13.2 fl

Nova Full Panel-ICU 2/16/2015 1:33:00 PM Accession IDi_B6 |

|Test |Results IReference Range IUnits

TRIGL YCERIDES 30 - 338 mg/dl

GLUCOSE 67 - 135 mg/dL

ALT 14 - 86 U/L

T BILIRUBIN 0.1-03 mg/dL

I BILIRUBIN 0-02 mg/dL

T. PROTEIN 55-78 g/dL

GGT 0-10 UL

D BILIRUBIN B6 0-0.1 mg/dL

CREATININE 06 -2 mg/dL

CALCIUM2 94-113 mg/dL

AMYLASE 409 - 1250 UL

POTASSIUM 37-54 mEq/L

A/GRATIO 07-16

NA/K 29 - 40

GLOBULINS 23-42 g/dL
21/153 B6 |
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Client:

B6

Patient:
CHLORIDE 106 - 116 mEq/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
PHOSPHORUS 26-72 mg/dL
AGAP 8-19
CHOLESTEROL 82 - 355 mg/dL
ALBUMIN 28-4 g/dL
CK B 6 22-422 U/L
SODIUM 140 - 150 mEq/L
COMMENTS (CHEMISTRY) 0-0
tCO2 (BICARB) 14 - 28 mEq/L
AST 9-54 U/L
UREA 8-30 mg/dL
MAGNESIUM 2+ 1.8-3 mEq/L
ALK PITIOS 12 - 127 U/L
Nova Full Panel-ICU 2/16/2015 1:33:00 PM Accession ID:| B6 |
|Test Results IReference Range IUnits
EOS (ABS)ADVIA 0-14 K/l
MONOS (ABS)ADVIA 0.1-15 KL
SEGS% 43 - 86 %
MONOS% 1-15 %
EOS% 0-16 %
L YMPHS% B6 747 %
LYMPHS (ABS)ADVIA 1-48 KL
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities
SEGS (AB)ADVIA 28-115 K/ul
POIKILOCYTOSIS 0-0
Nova Full Panel-ICU 2/20/2015 8:41:00 AM Accession ID:| B6 !
|Test Results IReference Range IUnits
K (POC) 36-438 mmol/L,
CA (ionized) 1.17-1.38 mmol/L
Fi02 0-0 %
nCA 0-0 mmol/L
HCT (POC) 38 -48 %
NA (POC) B 6 140 - 154 mmol/L,
nMG 0-0 mmol/L
CL(POC) 109 - 120 mmol/L,
CA/MG 0-0 mol/mol
SO2% 94 - 100 %
CREAT (POC) 02-21 mg/dL
22/153 B6 :
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Client: B 6

Patient:
TCO2 POC) 0-0 mmol/L
A 0-0 mmHg
NOVA SAMPLE 0-0
HB (POC) 12.6- 16 g/dL
BUN (POC) 12-28 mg/dL
LACTATE 0-2 mmol/L
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L
MG (POC) B 6 01-04 mmol/L
GAP 0-0 mmol/L
GLUCOSE (POC) 80 - 120 mg/dL
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
PII 7.337 -7.467
PCO2 36 -44 mmHg
PO2 80 - 100 mmlg
HCO3 18 - 24 mmol/L
Nova Full Panel-ICU 2/20/2015 9:24:29 AM Accession ID: BB
|Test Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl

Nova Full Panel-ICU

9/28/2016 9:06:21 AM

|Test IResults IReference Range IUnits |
Lactate (FHSA) * B6: 0-0 mmol/L

Nova Full Panel-ICU 9/28/2016 9:06:11 AM Accession ID: | B6 |

|Test Results IReference Range IUnits |
WBC (ADVIA) 44-15.1 K/uL
RBC(ADVIA) 58-85 ML
HGB(ADVIA) 13.3-20.5 g/dL.
HCT(ADVIA) 39-55 %
MCV(ADVIA) 64.5-77.5 fL
MCH(ADVIA) B6 213-259 pg
MCHC(ADVIA) 31.9-343 g/dL

RDW (ADVIA) 11.9-15.2

PLT(ADVIA) 173 - 486 K/l

MPV (ADVIA) 829-13.2 fl
RETIC(ADVIA) 02-1.6 %

RETICS (ABS) ADVIA 14.7-113.7 KAhL

Nova Full Panel-ICU

9/28/2016 9:06:28 AM

Accession ID: |

23/153
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Client: B 6

Patient: !
Test Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 1.8-3 mEq/L
T. PROTEIN 55-178 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
tCO2 (BICARB) 14 -28 mEq/L
AGAP B 6 8-19
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
GGT 0-10 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CK 22 -422 U/L
CHOLESTEROL 82-355 mg/dL
TRIGLYCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
COMMENTS (CHEMISTRY) 0-0
Nova Full Panel-ICU 9/28/2016 9:06:09 AM Accession ID:| B6
|Test Results IReference Range IUnits
SEGS% 43 - 86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
EOS% B 6 0-16 %
SEGS (AB)ADVIA 28-11.5 K/l
LYMPHS (ABS)ADVIA 1-4.8 KL
MONOS (ABS)ADVIA 0.1-15 KL
EOS (ABS)ADVIA 0-14 KL
. 24/153 B6
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Client:

Patient: B 6
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities B 6
POIKILOCYTOSIS 0-0
Nova Full Panel-ICU 9/28/2016 9:09:47 AM Accession ID: | B6
|Test [Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU 12/21/2017 11:10:21 AM Accession ID:._B6
|Test Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8- 30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-12 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55.-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-16
SODIUM 140 - 150 mEq/l.
CHLORIDE 106 - 116 mEq/L
POTASSIUM B6 37-54 mEq/L
NA/K 29 - 40
T BILIRUBIN 01-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
1 BILIRUBIN 0-02 mg/dL
ALK PHOS 12.- 127 U/L
ALT 14 - 86 U/L
AST 9-54 UL
CHOLESTEROL 82 - 355 mg/dL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L
COMMENTS (CHEMISTRY) 0-0
Moderate lipemia Slight hemolysis
Nova Full Panel-ICU 4/20/2018 8:18:34 AM Accession ID:| Bg
|Test Results IReference Range IUnits
TS (FHSA) 0-0 o/dL
AZO (FHSA) 0-0
BG (FHSA) B6 0-0 g/dL,
TS (FHSA) 0-0 g/dL
PCV * 0-0 %

25/153 i

B6

Printed Monday, January 14, 2019

Page 25/153

FDA-CVM-FOIA-2019-1704-007897



Client: B 6

Patient:

Nova Full Panel-ICU

4/20/2018 8:20:00 AM

|Test Results IReference Range IUnits
VWE:AG | B6 0-0 %
Nova Full Panel-ICU 4/20/2018 4:10:35 PM Accession ID:!_B6 !

|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %

TS (FHSA) 0 g/dl
Nova Full Panel-ICU 4/20/2018 9:44:29 PM Accession ID: | B6 |

|Test Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
POV #* B6| 0-0 %

TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU 4/23/2018 2:13:08 PM Accession ID: | B6

|Test Results IReference Range IUnits
WBC (ADVIA) 44-151 K/ul,
RBC(ADVIA) 58-85 ML
HGB(ADVIA) 13.3-20.5 g/dL
HCT(ADVIA) 39 -55 %
MCV(ADVIA) B6 64.5-77.5 L
MCH(ADVIA) 21.3-25.9 pg
MCHC(ADVIA) 31.9-343 g/dL
RDW (ADVIA) 11.9-152

COMMENTS (HEMATOLOGY) 0-0

Platelet estimate and/or platelet count may be affected by slight platelet clumping, 10-25 platelets/ 100x field
(estimated count of 200,000-500,000/ul)

Nova Full Panel-ICU

4/23/2018 2:13:27 PM

|Test Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8- 30 me/dl,
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN B6 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL.
A/GRATIO 07-106

SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L

26/153
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Client:
Patient: B 6

POTASSIUM 37-54 mEq/L
tCO2 (BICARB) 14 -28 mEq/L
AGAP 8-19
NA/K 29 - 40
T BILIRUBIN 0.1-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
I BILIRUBIN 0-0.2 mg/dL
ALK PHOS B6 [t U/L
GGT 0-10 U/L
ALT 14 -86 U/L
AST 9-54 U/L
CK 20 -409 U/L
CHOLESTEROL 82 - 355 mg/dL
TRIGLYCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 UL
OSMOLALITY (CALCULATED) 291-315 mmol/L
Nova Full Panel-ICU 4/23/2018 2:13:09 PM Accession ID:__B6 |
Test Results IReference Range IUnits
SEGS% 43-86 %
L YMPHS% 7-47 %
MONOS% =15 %
EOS% 0-16 %
SEGS (AB)ADVIA 28-115 K/ul
LYMPHS (ABS)ADVIA B 6 1-4.8 K/ul
MONOS (ABS)ADVIA 01-15 K/uL
EOS (ABS)ADVIA 0-1.4 K/uL
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities
POIKILOCYTOSIS 0-0
Nova Full Panel-ICU 5/7/2018 10:59:13 AM Accession ID: | B6 |
|Test IResults IReference Range IUnits
WBC (ADVIA) 44-151 K/uL
RBC(ADVIA) 58-85 ML
HGB(ADVIA) 13.3-20.5 g/dL
HCT(ADVIA) 39-55 %
MCV(ADVIA) B6 64.5-77.5 fL
MCH(ADVIA) 21.3-25.9 pg
MCHC(ADVIA) 31.9-343 g/dL
RDW (ADVIA) 11.9-15.2
PLT(ADVIA) 173 - 486 K/uL
B6 i
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Client:
Palt?:nt: B 6

MPV (ADVIA) 829-13.2 fl
PLTCRT 0.129 - 0.403 %
RETIC(ADVIA) B 6 02-16 %
RETICS (ABS) ADVIA 14.7-113.7 KAL
COMMENTS (HEMATOLOGY) 0-0

Nova Full Panel-ICU 5/7/2018 10:59:28 AM Accession ID: i_ﬁ_ﬁ__i

|Test |Results IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL.
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-1.6

SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
tCO2 (BICARB) 14 - 28 mEq/L
AGAP B 6 8-19

NA/K 29 -40

T BILIRUBIN 0.1-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
I BILIRUBIN 0-0.2 mg/dL
ALK PHOS 12 - 127 U/L
GGT 0-10 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CK 22-422 U/L
CHOLESTEROL 82 -355 mg/dL
TRIGLYCERIDES 30-338 mg/dl
AMYLASE 409 - 1250 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L
COMMENTS (CHEMISTRY) 0-0

Slight hemolysis; Moderate lipemia
Nova Full Pancl-ICU

5/7/2018 10:59:10 AM

Accession ID: E

Test

Results

IReference Range IUnits

SEGS%

43 - 86 %

28/153
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Client:

B6

Patient:

LYMPHS% 7-47 %

MONOS% 1-15 %

EOS% 0-16 %

NRBC =1 /100 WBC

SEGS (AB)ADVIA 28-115 K/ul

LYMPHS (ABS)ADVIA B 6 1-48 K/uL

MONOS (ABS)ADVIA 01-15 K/ul,

EOS (ABS)ADVIA 0-1.4 K/l

WBC MORPHOLOGY 0-0

No Morphologic Abnormalities

POIKILOCYTOSIS 0-0

Nova Full Panel-ICU 12/11/2018 12:15:00 PM Accession ID:! B6 |

Test ]_R@:__s_lil_ts IReference Range IUnits

T4/TOSOH | B6 1-4.1 ug/dl
. 297153 B6

Printed Monday, January 14, 2019
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Client: B 6

Patient:

Archived RDVN

B6

ref and labs 4/2014-5/2014
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Client: B 6

Patient:

Archived RDVM B6 -f and labs 4/2014-5/2014
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Client:

Patient: B 6

Archived RDVM

B6

ref and labs 4/2014-5/2014
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Client: B 6

Patient: i

Archived RDVM B6 :ref and labs 4/2014-5/2014

i
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Client:
Patient; | B 6
Archived RDVM B6G  ref and labs 4/2014-5/2014
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Client: B 6

Patient:

Archived RDVV B6 ef and labs 4/2014-5/2014
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Client:
Patient:

B6

Archived RDVN

B6

f and labs 4/2014-5/2014
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Client:
Patient: B 6
Archived RDVN B6 ref and labs 4/2014-5/2014
g
=
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Client:
Patient: B 6
Archived RDVT BG ref and labs 4/2014-5/2014
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Client: B 6

Patient:

Archived RDVN. ~ B6  iref and labs 4/2014-5/2014
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Client:

Patient: B 6

Archived RDVM:

B6

ef and labs 4/2014-5/2014
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Client:
Patient: B 6
ArchivedRDVE B6

ref and labs 4/2014-5/2014
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Client: B 6

Patient:

Archived RDVN B6 ref and labs 4/2014-5/2014
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Client: B 6

Patient:

Archived lab results notes 4/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client:
Palt?:nt: B 6

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client:
Palt?:nt: B 6

Archived 1/20/2014-5/5/2014
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Client:
Patient:

B6

Archived 1/20/2014-5/5/2014
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Client:
Palt?:nt: B 6

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client:
Patient: B 6

Archived 1/20/2014-5/5/2014
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Client:
Patient: B 6

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client:
Patient: B 6

Archived 1/20/2014-5/5/2014
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Client:
Palt?:nt: B 6

Archived 1/20/2014-5/5/2014
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Client:
Palt?:nt: B 6

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client:
Patient: B 6

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014

» o

Page 73/153

FDA-CVM-FOIA-2019-1704-007945



Client:
Paltei::;t: B 6

Archived 1/20/2014-5/5/2014
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Patient: B6

Archived 1/20/2014-5/5/2014

i1
1
&
T

WG A "1 MBI i

Page 75/153

FDA-CVM-FOIA-2019-1704-007947



Client; i
Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Palt?:nt: B 6

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Patient: B 6

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Palt?:nt: B 6

Archived 1/20/2014-5/5/2014
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Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient: B 6

Archived 1/20/2014-5/5/2014
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Client:
Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Patient:

B6

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Patient:

B6

Archived 1/20/2014-5/5/2014
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Patient: B

Archived 1/20/2014-5/5/2014
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Patient: B 6

Archived 1/20/2014-5/5/2014
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Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Archived 1/20/2014-5/5/2014
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Client:

Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Archived 1/20/2014-5/5/2014
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Patient:

B6

Archived 1/20/2014-5/5/2014
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Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Client: B 6

Patient:

Archived 1/20/2014-5/5/2014
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Patient:

Archived 1/20/2014-5/5/2014
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Client: i
Patient: B 6

Archived 1/20/2014-5/5/2014
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Patient:

B6

Inpatient notice
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Lab Results: B6 ?et Clinic 5/7/14 - 2/11/15

Page 116/153

FDA-CVM-FOIA-2019-1704-007988



Client:
Patient: B 6

Lab Resultsi B6 Vet Clinic 5/7/14 - 2/11/15
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Patient:

B6

Cortisol 2/17/15
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Client: B 6

Patient:

Salmonella SP 2/20/15
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Patient:
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Patient:
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Client | B6

Patient:!

Lab Image-IDEXX-CardioPet proBNP, 9/29/2016
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Client: B 6

Patient:

B6 Request for Diagnosis (DOS: 9/28/16)
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Client: B 6

Patient:

B6 Request for Diagnosis (DOS: BG,
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Client:
Patient: B 6

Lab Image: NT pro BNP - IDEXX - 12/21/2017
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Patient: B 6

Insurance B6 ;Request for Diagnosis (DOS: 12/21/17)
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Patient:

B6

Insuranc

B6 iRequest for Diagnosis (DOS: 12/21/17)
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Client: BG

Patient}

Anesthesia Record and checklisi _B6 |
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Patient: B 6

IDEXX BNP - 5/7/2018
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Patient: B 6

IDEXX BNP - 12/11/2018
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Client: B 6

Patient:

Lab Results; Gastrointestinal Lab, Texas A&M 12/11/18
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Client:
Palt?:nt: B 6

Diet history 12/11/18
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Client:
Patient:

B6

Vitals Results

B6

3:33:03 PM

8:33:04 PM

3:33:05 PM

3:33:06 PM
8:33:07 PM
8:33:08 PM

3:33:09 PM

3:33:10 PM
8:42:20 PM
9:45:54 PM
10:58:29 PM
11:21:35PM
1:00:02 AM
1:00:10 AM
5:30:18 AM
5:30:24 AM
6:18:24 AM
0:22:14 AM
9:17:23 AM
9:17:30 AM
0:49:47 AM
11:11:25 AM
11:11:35 AM
11:11:49 AM
11:12:49 AM
11:55:50 AM
1:27:55PM
1:28:14 PM
1:28:45 PM
2:54:51 PM
3:32:30 PM
3:35:23 PM
3:35:46 PM
3:57:16 PM
5:08:54 PM
5:09:04 PM

Appropriate treatments completed
prior to transfer

Cage card transferred to new ward,
scanned to new cage

Cage set up in wards (note which
ward)

Fluids transferred to new ward
Meds transferred to new ward

ICU tech has rounded with ward tech
prior to transfer

Patient cleaned, catheters clean and
patent

Patient ID band is in place
Quantify IV fluids (mls)
Eliminations
Respiratory Rate

Heart Rate (/min)
Quantify IV fluids (mls)
Eliminations

Quantify IV fluids (mls)
Eliminations
Respiratory Rate

Heart Rate (/min)
Weight (kg)
Eliminations

Notes

Respiratory Rate

Notes

Heart Rate (/min)
Eliminations
Eliminations

Quantify IV fluids (mls)
Eliminations

Notes

Eliminations

Notes

Respiratory Rate

Heart Rate (/min)
Eliminations

Quantify IV fluids (mls)

Notes
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Client: i

B6

Patient:
Vitals Results

------------------------ :09:22 PM Eliminations
:11:58 PM Amount eaten
:15:55PM Eliminations
:32:14 PM Eliminations
:01:22 PM Heart Rate (/min)
:01:30 PM Notes
:03:29 PM Temperature (F)
:03:36 PM Respiratory Rate
:34:44 PM Nursing note
:32:21 PM Eliminations
:32:32PM Notes
:35:19PM Quantify IV fluids (mls)
:39:59 PM Amount eaten
1:10:42 PM Notes
1:12:46 PM Respiratory Rate
1:13:05 PM Heart Rate (/min)
:07:37 AM Quantify IV fluids (mls)
:08:57 AM Eliminations
11:21 AM Eliminations

B 6 :13:02 AM Amount eaten

:34:40 AM Notes
:01:57 AM Notes
:03:40 AM Respiratory Rate
:04:50 AM Heart Rate (/min)
:49:58 AM Eliminations
:08:53 AM Weight (kg)
:09:02 AM Eliminations
:09:46 AM Quantify IV fluids (mls)
:13:10 AM Amount eaten
:37:49 AM Notes
:51:52 AM Temperature (F)
:52:15 AM Notes
:52:27 AM Respiratory Rate
:52:34 AM Heart Rate (/min)
:53:05 AM Eliminations
:17:23 AM Notes
:18:45 AM Quantify IV fluids (mls)
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Client:
Patient: B 6

Vitals Results
9:26:43 AM Weight (kg)
9:27:31 AM Eliminations
9:31:32 AM Amount eaten
10:51:45 AM Eliminations
11:19:18 AM Notes
11:21:18 AM Heart Rate (/min)
11:21:26 AM Respiratory Rate
12:02:10 PM Eliminations
1:27:19 PM Eliminations
1:28:17 PM Quantify IV fluids (mls)
1:28:53 PM Notes
1:32:35 PM Amount eaten
1:50:51 PM Nursing note
3:10:50 PM Notes
3:24:37 PM Heart Rate (/min)
3:24:43 PM Respiratory Rate
3:54:26 PM Eliminations

B 6 5:27.08 PM Quantify IV fluids (mls)
5:29:21 PM Notes
5:31:27 PM Amount eaten
7:43:47 PM Amount eaten
7:49:25 PM Temperature (F)
7:49:34 PM Notes
7:53:14 PM Respiratory Rate
7:53:21 PM Heart Rate (/min)
7:53:48 PM Eliminations
7:54:21 PM Quantify IV fluids (mls)
9:32:20 PM Notes
10:14:06 PM Amount eaten
10:22:46 PM EKG: Note rate and rythm.
10:54:24 PM Respiratory Rate
11:07:06 PM Eliminations
11:07:22 PM Notes
11:07:34 PM Heart Rate (/min)
11:10:14 PM Quantify IV fluids (mls)
11:26:54 PM Eliminations
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Client:

B6

Patient:
Vitals Results

1:31:45 AM Notes
1:38:26 AM Amount eaten
1:51:41 AM Cage or Walk notes
3:48:25 AM Weight (kg)
3:48:47 AM Notes
3:50:37 AM Quantify IV fluids (mls)
3:50:48 AM Eliminations
3:56:41 AM Respiratory Rate
3:57.01 AM Heart Rate (/min)
5:08:13 AM Notes
5:09:25 AM Amount eaten
7:27:56 AM Notes
7:33:58 AM Eliminations
7:34:32 AM Weight (kg)
7:50:20 AM Heart Rate (/min)
7:50:28 AM Respiratory Rate
7:50:38 AM Temperature (F)
9:02:38 AM Notes
9:10:44 AM Amount eaten

B 6 9:44:23 AM Nursing note
11:14:32 AM Heart Rate (/min)
11:14:40 AM Respiratory Rate
12:51:27 PM Heart Rate (/min)
12:51:28 PM Temperature (F)
12:51:29 PM Respiratory Rate
12:51:30 PM Weight (kg)
3:52:29 PM Amount eaten
8:21:21 PM Heart Rate (/min)
8:21:22 PM Temperature (F)
8:21:23 PM Respiratory Rate
8:21:24 PM Weight (kg)
1:05:55 PM Heart Rate (/min)
1:05:56 PM Temperature ()
1:05:57 PM Respiratory Rate
1:05:58 PM Weight (kg)
8:51:58 AM Temperature (F)
8:52:06 AM Respiratory Rate
8:52:13 AM Heart Rate (/min)
8:59:16 AM Weight (kg)
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Client:
Patient: B 6

Vitals Results
11:19:14 AM Heart Rate (/min)
11:19:15 AM Temperature (F)
11:19:16 AM Respiratory Rate
79:59:14 AM Weight (kg)
1:10:48 AM Weight (kg)
7:54:11 AM Weight (kg)
7:57:36 AM Interest in water
7:57:44 AM Eliminations
8:19:19 AM Temperature (F)
8:19:20 AM Heart Rate (/min)
8:19:21 AM Respiratory Rate
10:57:38 AM Notes
11:12:14 AM Cryoprecipitate (text)
11:12:15 AM Donor ID (text)
11:12:16 AM Dose and Time Frame Confirmed
(boolean)
11:12:17 AM Transfusion Form (boolean)
11:15:18 AM Temperature (F)
11:15:25 AM Heart Rate (/min)
11:15:31 AM Respiratory Rate
B 6 11:15:39 AM Mucous membranes
11:18:21 AM Interest in water
12:13:20 PM Temperature (F)
12:13:21 PM Heart Rate (/min)
12:13:22 PM Respiratory Rate
12:13:33 PM Mucous membranes
1:58:37 PM Cryoprecipitate (text)
1:58:37 PM Cryoprecipitate (text)
1:58:38 PM Donor ID (text)
1:58:38 PM Donor ID (text)
3:19:48 PM Temperature (F)
3:19:49 PM Heart Rate (/min)
3:19:50 PM Respiratory Rate
4:39:28 PM Anesthesia Notes
5:21:35PM Catheter Assessment
5:35:40 PM Bandage check
5:36:31 PM Eliminations
5:37:03 PM Pain assessment
5:56:06 PM Temperature (F)
6:50:07 PM Temperature (F)
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Client: i
Patient: B6

Vitals Results

7:13:54 PM Weight (kg)
i/:14:04 PM Temperature (F)
7:14:05 PM Heart Rate (/min)
7:14:06 PM Respiratory Rate
i/:14:59 PM Catheter Assessment
i/:15:17 PM Amount eaten
7:50:50 PM Temperature (F)
0:35:37 PM Bandage check
9:35:52 PM Temperature (F)
9:36:08 PM Pain assessment
9:37:01 PM Eliminations
9:41:26 PM Catheter Assessment
11:04:16 PM Temperature (F)
11:04:17 PM Heart Rate (/min)
11:.04:18 PM Respiratory Rate
11:48:31 PM Eliminations
1:40:39 AM Amount eaten
1:56:11 AM Bandage check

B 6 1:56:35 AM Catheter Assessment
1:56:46 AM Temperature (F)
1:57:42 AM Pain assessment
3:20:49 AM Temperature (F)
3:20:50 AM Heart Rate (/min)
3:20:51 AM Respiratory Rate
3:27:51 AM Eliminations
5:13:59 AM Catheter Assessment
5:14:24 AM Bandage check
5:14:52 AM Pain assessment
7:20:19 AM Eliminations
i/:56:20 AM Temperature (I)
7:56:21 AM Heart Rate (/min)
7:56:22 AM Respiratory Rate
R:02:40 AM Catheter Assessment
8:02:57 AM Amount eaten
8:48:54 AM Bandage check
9:03:16 AM Pain assessment
9:03:44 AM Bandage check
9:04:01 AM Catheter Assessment
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Client:

B6

Patient:
Vitals Results

9:13:32 AM Weight (kg)
9:13:40 AM Eliminations
10:07:21 AM Nursing note
11:21:19 AM Eliminations
11:25:23 AM Temperature (F)
11:25:24 AM Heart Rate (/min)

B 6 11:25:25 AM Respiratory Rate B 6
2:32:56 PM Heart Rate (/min)
2:32:57 PM Respiratory Rate
2:32:58 PM Temperature ()
2:32:59 PM Weight (kg)
0:02:36 AM
310:40:25 AM Weight (kg)
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notificationi B6
Sent: 1/14/2019 10:08:36 PM

Subject: Taste of the Wild Sierra Mountain dry: Lisa Freeman - EON-376361
Attachments: 2061171-report.pdf; 2061171-attachments.zip

A PFR Report has been received and PFR Event [EON-376361] has been created in the EON System.

A "PDF" report by name "2061171-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 "2061171-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-3763601

ICSR #: 2061171
EON Title: PFR Event created for Taste of the Wild Sierra Mountain dry; 2061171

AE Date 01/02/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2061171

Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain dry

Description: Eating Taste of the Wild Sierra Mountain since June 2018 (Acana Heritage Poultry before that).
This diet was fed to multiple dogs - have not screened other dogs yet so unknown whether they are also affected.
Echo showed reduced contractility and mild left atrial enlargement. BNP and troponin mildly elevated, troponin

= B6 .Taurine WNL | B6 i Changing to Pro Plan Sensitive Skin/Stomach dry and will recheck in 3

months
Submission Type: Initial

FDA-CVM-FOIA-2019-1704-008026



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: 7

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain 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-376361

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=393370

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Client:
Address: B 6

Home Phone
Work Phone:
Cell Phone:

B6

Referring Information

Foster Hospital for Small Animals

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

All Medical Records

Patient: i "Be |

IS

Breed: Goldeh Retriever

poB: | B6 |

Species: Canine
Sex: Female

B6

Client:
Patient:

B6

Initial Complaint:
Scanned Record

Initial Complaint:
New ‘BG """"" - DCM study

SOAP Text Jan 22019 11:10AM - B6
Initial Complaint:
Drop Off Lab Sample
Disposition/Recommendations
Page 1/23
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Client:
Patient:

B6
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Client:
Paltei::rtlt: B6

: Foster Hospital for Small Animals
u m m | n g S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center i s

AT TUFTS UNIVERSITY

Client: . _....B8 Patient: | B6 |
Veterinarian: Species:  [Canine
PatientID: | _B6 _: Breed: Golden Retriever
Visit ID: Sex: Female
Age: iB6! Years Old
Lab Results Report =
Accession ID:

|'1'est IResults IReference Range IUnits

~ 3/23 B6

stringsoft Printed Monday, January 14, 2019
Page 3/23
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Client:
Patient:

RDVM |~

B6 t records

B6

13-Dec 2018 091

#55091 4 B6 i

Netes

Mutiple emails with o fe. aplions for cardiology corsults o area or et food labels (feeding tnale va Ioe=ulaton © Mest aafon guidelnes. all B3ge dets v
Mainianance; M@urng supplementation is not going 10 X 2 grain free et )

Nolified o that | have heard corfitmation from D, Freeman at T ol Leah oualifes for a new study oo O gave po umhdemNum eiffem Par

s evakunted ihere . and they daect hev 1o Fansdor io rew ot

"lmmmlmwmm:mmlmwmmm 1 172 yo. as she wanied 1o scroen before considering tveeding O to
tang all records with her n ke Tults wouild ke 1o see basalns acho memmuwnentl. aiso collect all label of food she has fed in Das! yaar of 80, INCILGING
drylcannedfreats and st of any pecple foods she feeds e gven sl 33 oats o snacks.

GF

07-Dec 2018 . 0745 o
#55041 4 B6 i

Notes
Ses labwork results. CBC wnl, Chem wnl, HWT neg. proBNP slevated at 1 390

Rec echo to n'o DCM
PCTC. disc results, 0 would il 10 pursus scho- can do Hem with IM specialist (not speciic 10 cardology ) but would have to deley untl next semester. can rofer

far outpaten] echo [ooann stale. v 0 vea ) of tuft MY G 2 O would like 1o go 10 s il Not oo proey- will enguire about consultecho Tee. will also
enguire aboul conlacts for golden refricver siudy mortioned in Dr. Freeman's @ana artcle from 1207 edition
“GF

D4-Dec 2018 o 0% )5 e

454942 (T
Motet

B6 i
Examination Report Canine

Presanting For:  rochock values iom thes summes

Vitals: Diet: Wedical History: Vaccines given: none
Temp: 881 F Lasie of 1B wild lamt Estng. yos Duration Locaton
HR T2 bom prandres Drirkang yes D5
RR: 24 bpm Amourt? 2 cups bio Coughing: no Bamars
MM pank frmiat Dertal Grane 1 M Sneezngno Borgotola
CRT. <2 C5U Pain Scale 0 4 VYortsgno Legto
weight: 68 s Flea Comb neg Diarrhea ro Lyma
BCS: 5N Other urr wal cw

4DX: not done Loday

History'Ownemn Concorns: Rachocking Iabwork as rec’d by RS this summer. Doing well. Oaly concemn is that ahe ats things she shouldn- chews
on carpet, was sating soil with all the other doge recently (rabbil droppings 7). coprophagic. Wesrs & basket muzzle 1o prevent ingestion. last haat
cycle Sept? |0 nol sure) Would like to broed in fulure. T dogs al home. No further ravel to FloridaBack planned.

Current Meds & Supplements one

Page 4/23
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Client:
Patient:

Flaa & Tick Prevention: k-8 advantix

M 2Pt

monthly year round
Prevention: ivermectin monthly year round
Physical Exam Anitude: BAR

Mydration Status nermal it Alyrvorma »

Cardiovascuisr

& MSP ey

Mouth
x Nermal X N
Abnormal iy
Dt Mot Exarmir Ensmirm

7

Eyas
_x_ Normal

Aol

Cther: verified micrachip
F oy Notes
DDx::% yo Fi En i mpp boaihy | g o Labvwwork ad = ki)

Musculoskrintal

wed in 818 &

WA

ol low K

¥ Eanrming

ph Wmdes

and pi v

b forhecked ir

v
Rocommaendations/Plar!

B6

Meds Dispensad. non

1.08 Bio Hazard Waste Dispo

100 Canine Young w' Cardopet proBNP (28248999 Staniand HW AG
1.0 Exan Whom Vit - SnelSecheck
D=0 ?018
e e ;
. . BE e H
Notes
Appomrtment masan comsull lo discuss biood work pedfarmnd 0 Augui! and gomng foreard
}-€ 018
i B6 i
H

Notes
Date and Time 110 pm 4B

B6
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Client:
Palt?:nt: B 6

i B6
Note
Diate ar g
Cier B6 i
Bé
86 |
!'h:trs
Colier : B6
T
! B6
Noten
i B6 i

Examination Report Canine

Current Meds & Supplament

Page 6/23
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Client:
Patient:

Filea & Tick Prevention: Agvanth

Heartworm Provention: monthly ivermed

Physical Exam Anitude: BAR
Hydration Status Narrmal
Mouth

WosalThrost
X Normmal
Al Wl
Dud Mot Exarrene
Other
Exam Notes

slight tartas

il Abnpermal L™

Cardiovascular

OBl Uavels there

Muscu'tsskgletal

Bernmmendat

B6

Meds Diopensed

Tech

. v
Veterinarian:;

1 Physscal Exam / D%ep Vist - (Anraal wireminides
o0 T3] san (1 ¥
I dFee J.00E Tax
Ne 81 19A
1.00 rarmure Max Sy
154
1.00 anine Standard Chem 26 40X [25049999)
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Client: !
Palt?:nt: B6

Oydered « Updated Statun  Order

Source
IDEXX
e

Laborataring

Page /23
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Client:
Patient:

Page 9/23

IDEXK
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Client:
Patient: B 6

RDVM: B6 irecords
Ordered Updsted 1 T ya—
IDEXX
Reference
Laboralor
IDEXX
Referenc-e
Laboratorias
P — =
A._BS__ i
oLOGY
Hat
MC
MCH
v He
=]
T
e
E
A
i &%
E¢
Wt
Plat
P
DEX
B
BUN Creatining Ral
[
Ul

Page
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Client:
Patient:

Pyt gl

Ma: K Ratio
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Client:
Patient:

irecords

SEROLOGY

a The Maerices Mesrheors Sotiety reloemsnds et & conflrastory teat be run on all
Poditive MLigen teit rei=lti prios to therapy, ®ipeiially when & positive Test resalt
It anewpectied. For 3 potitive Medrtwdrm redull om 8 20w Plus, =e réconmend Lest code
113, Heartworw hetipen by FLISA av & confirmntory tost.

The Fhrlichia caminiFnrlichis svingli antibody portion of the test uses peptided 4rom
e3En organise ThAt Bre senilitive a0 SpeClfic for delEltlag expoaure 1O theis
patnogess. I positive, suteission of & fresk whole blood wemple with oo ai--dried
war for 3 (ompreberalve (B0, teit code 38, li recosmended 1o ldewtify abeormalilies
congintent mith Infection, primarily throsbocytopenis and anewis. PCR testing L

poma] esestary T0 40-0logy 3% may De wieful Tor confirsation of Infectlon amd for
Setection of iafection in patiests eerly in isfectlon prior to serocosversion,
eipecially in patients with cliafcal siprs Coasider tes® code 2834, bhrlichis spe
BealPTR Test, o Lol code 26001, TichNector {seoroheative RealPCR Panel Add-on
(preferred)

The iy=e (Borrelis Surgdarferi) antibedy portion of The test Setects Lywe CE
antibodies. A ponitive Lyss 5 antibody response Inglicates Infection (o dogs, rather
thas exposure o vadcliastion. This teat say detect sotibodies before clinical aigm
ef jolmt dizsesns. The guentitative susay for Lyee C6 antibodiex (Lyme Quaat Ci
Antibody by ELISA, test coce T246) 13 proferned for asesslng redpomse (o Lredtmend.
& peaserable decline s quastitative Lyme (6 aatibedy leveli «ithin & months
worrelates with effective Trestzent, sherean the 40m Plus test may remain positive.
For more informstion on Lyme, please wini® Btton:/jwes fdess. comiina] lanisal Macts-
about - lyme Sl

The A=splases phagocytophiles/Aneplssss platys serisedy portion of the Teit usés &
peprics that (s sessitiee and specific for detecting exposcre o thess argonisms. 1/
poritive, s.tmitsior of 4 fresh shale Dlocd sample with a¢ slr-dried seesr Ly
Fectmmonded To ldest]dy Sheormalitied Corilitent with irfectiom, primicily
throsbagylopenia. MR teiting {v cosplementary to serology and mey Be usefal for
confirmation of imfection aad for dotection of irfaction inm patierts sarly in
infection prior to serocosversics, mapecially im patients with clinical sipns.
Comider test code MM, Ansplass spe FealPCR Test, or test code 20791, Tick/Vector
Cospranversive Real POn Fanel Aad-on (prefer ed).

collapne remull
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Client:
Palt?:nt: B 6

RDVM

Client Information:

~ B6

Birthday:
Neutered: N

Cardiovascular Examination Summary

fori B6

8-Dec 2016

B6 i The results of that

‘evaluation are found below.

Referred by: | B6 i

Presenting Complaint: Congenital cardiac OF & certification

“ihas no history of a murmur with no clinical signs of cardiac disease or heart failure

Cardiovascular Physical Examination: BCS 2/5, BAR, MM pink, moist, CRT 2.0 sec, no jugular pulsations, RR 36 BFM,
lung sounds slightly increased but no crackles or wheezes noted, HR 60-80 BPM with a regularly regular rhythm, no murmur is
noted, femaoral pulse is regular, symmetrical, and equal.

Diagnostics Performed:
Laboratory Findings: Mot recommended or performed at this evaluation.

Imaging:
Thoracic Radiegraphs: Not recommended or performed at this evaluation.

Echocardiogrant Mot recommended or performed at this evaluation.

Other:
Electrocardiogram Mot recommended or performed as part of this evaluation

Page 13/23
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lient:
(PEaltei::rtlt: B 6

RDVM

In-Hospital Treatments: MNone

Diagnostics Pending: Mone

Cardiovascular Case Assessment: Normal cardiovascular physical exam
Medical Therapy/Treatment Recommendations: MNone

Diet Recommendations: Mo change in diet is recommended at this time.

Exercise Limitations: Mo specific imitations are recommended based on this evaluation. Please allawg__g_q__gto cortinue to
set the pace and rest asneeded.

F ollow-up: Mo follow-up evaluation is indicated

If you have any questions or concerns, please feel free to call.

Sinceraly,
B6

MEDICATIONS MAY HAVE PRICE CHANGES THAT AREBEYOND OUR CONTROL. WEAPOLOGIZE FOR ANY INCONVENIENCE.

MEDICATION REFILLS {only for medications from ] Bé with a refill option):

*Refill requests can be called into the Specialty Center during normal business hours: Mon-Fri 8am-5pm. We will not ahavay s be ableto
accomodate refill requests after hours or on weekend s. ¥You can pick the preseriptions up after hours only if you call before 5pm on
Friday.

WEEKEND OR AFTER HOUR S MEDICATION REFILLSWILL HAVE A 520 FEE IF CALLED IN AFTER 5PM ON FRIDAY*
IF YOU CALL BEFORE 5PM ON FRIDAY, WEWILL HAVEIT READY FOR PICK UP ANYTIME, EVEN AFTER HOURS AND WEEKEND 5
Thank you for your understanding!

Page 14/23
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Client: B 6

Patient:

IDEXX BNP - 1/2/2019

IDEXK Reference Laborstories

Speciess CANINE
Breed: GOLDEN_RETRIEVE
Gender: FEMALE 5 PAYED

CARDIOPET proBNP- CANINE

CARDIOPET proBNP r-—-=-3
- CANINE i B6 !

Comments:

Requisition f:t 434853

IDEXX VetConnect 1-885-433-9987

TUFTSUNIVERSITY

200 WESTBORO RD

NORTH GRAFTON, Massachusets (1336
508-339-5385

B6

1
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Client:
Paltei::rtlt: B 6

CBC/CHEM - 1/2/2019

Tufts Cummings School Of Veterinary Medicine

m ’ 200 Westboro Road
g, =" North Grafton, MA 01536

DUPLICATE
Name/DOB Provider:t i
Patient ID: BG X COrder Location: B6 i
Phone nuiriber: 1iB6; Sample ID: 1901020129
Collection Date: 1/2/2019 11:22 AM Species: Canine
Approval date:  1/2/2019 1:17 PM Bread: Golden Retreiver

CBC, Comprehensive, Sm Animal (Research)

SMACHUNSK] Ref. Range/Females
WEC (ADVIA) 440-15.10 KL
REC (Adwia) I 5.80-8 50 MulL
Hemoglobin (ADVIA) 133-205 g/idL
Hematocrit (Adwvia) 39-35%
MCV (ADVIA) B6 64.5-77.51L
MCH (ADVI4) 21.3259pg
MCHC (ADVIA) 319-343 g/dL
RDW (ADVIA) 11.9-15.2
Platelet Count (Advia) i : 173486 K/ul.
01/02/19 1:17 PM i B6 :
Mean Platelet Volume 'B6 | 8291320 f
(Ad‘\_“laj | S 1
01/02/19 11:41 AM BG
Platelet Cnt i B6 ! 0.129-0.403 %
01/02/15 11:-41 BM

Reticulocyte Count (Advia) BG 0.20-1.60 %
Absolute Reticulocyte 147-113.7 Kl
Count (Advia)

Microscopic Exam of Blood Smear (Advia)

SMACHUMSK] Ref. Range/Females
Seg Neuts (%) 43-86 %
Lvmphocytes (o) T-47%
Monocytes (%) B6 1-15 %
Eosinophils (%) _ 0-16 %
Nucleated RBC i 0-1 /100 WBC
01/02/19  11:41 AM B6 H
Seg Neutrophils (Abs) 2.80-11.50 K/l
Advia i
Lymphs (Abs) Advia ‘B6 1.00-4 80 KAl
Mono (Abs) Advia i 0.10-1.50 Kl
Eosinophils (Abs) Advia i 0.00-140 K/l
WBC Morphology
Echinocytes B6

Research Chemistry Profile - Small Animal (Cobas)

Sample ID: 19010201291 Reviewed by
This report contitmes. .. (Final)

Page 16/23
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Client: |
Paltei::rtlt: B6

CBC/CHEM - 1/2/2019

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01336

A 2

DUPLICATE
Name/DOB: Provi der:
Patient I BG Sex F_ Order Lucalion:i BG
Phone numiber: Age:ias'g Sample ID: 1901020129

Collection Date: 1/2/201911:22 AM
Approval date:  1/2/2019 1:17 PM

Species’ Canine
Breed: Golden Retreiver

Research Chemistry Profile - Small Animal (Cobas) (cont'd)

DNOYES e, Ref. Range/Females
Glucozse 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-71.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 18-30mEqL
Total Protein 5.5-7.8 g/dL
Albumin 28-40 gidL
Globulins 23-42 gidL
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
CHloride 106-116 mEq/L
Potassium 37-54mEgL
tCO2(Bicarb) B 6 14-28 mEq/L
AGAP 8.0-19.0
NAK 20-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 U/L
ALT 14-86 U/L
AST 9-54 U/L
Creatine Kinase 22422 UL
Cholesterol §2-355 mg/dL
Triglycerides 30-338 mg/dl
Amyiase 400-1250 U/L
Osmolality (calculated) 291-315 mmol/L

Sample [D: 19010201292

REPRINT: Orig printing on 1/2/2019 (Final)

Page 17/23
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Client:
Patient:

B6

diet history 1/2/19

CARDIOLOGY DIET HISTORY FORM
Risaca-qnswer the following questions about your pet

Pet's name: BG Dwner's name : | B6 . Today's date! ////ﬁ/*

1

2

2.

6.

How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetltej

Example: Poor { Excellent

Poor Excellent

|
i

Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
OEats about the same amount as usual OEats less than usual DEats more than usual
“HSeems to prefer different foods than usual OOther

QOver the last few weeks, has your pet (check one)
OlLost weight DOGained weight DOStayed about the same weight ODon't know

Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats. Please include the brand, specific product and flavor so we know exactly what you pet is eating.

Examples are shown in the table — please provide enough detail that we could go to 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, & Sweef Potato Adult dry . 1 %cup 2x/day Jan 2018
85% lean hamburger B microwaved 3oz 1xfweek Jan 2018
Pupperoni an'g;'naJ beef flavor _treat % | 1xMday Aug 2015
Rawhide I freat G inch fwist Tx/veek Dec 2015
iarfe Jf 4’3}{ id Mexrm Hodntain Diey [ Vb | X 0gg | Tiung 200/ F
Hille Saendl Adut {almorn Vdame | canned | Jepoan§, | 3 N dad | ZnT 4078
Thaumph (Ma i ngiral [Af o T | reat” 1 hcug X Ad | Tk 2078
Oravet' Tunlind | Chuils .} freat i ".Fuwzf, Tudli 20/7
Lrnem cim Toutd) (almen £ Twidl Bty Dayg | 1 V2 000 | woxday 1B 2411 L4y ¥
Dl mo M ubhndd (Najone Bin(ddF | wht rjj wr, | 10N Ay TINITT Medy!
| Vichor e fyman Frze Dnir Al _Dvdald| LA T
Lwnild Bardh nrm Nndl B | Jwradi | Tunl/l— JV‘/:’

LBeana  Jsn tal8 Bre Fun Vo i Dt Y2 | v damby 1Tu 15~ Tidn 171
*Any additional diet information can be listed on the bdck of this sheet d

Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any other
supplements)? OYes ONo  If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil SEYes ONo g ;ﬁf"ﬁ‘ 1

Coenzyme Q10 OYes ONo
Other (please list).
Exampls: Vitamin C Nature's Bounty 500 mg tablets - 1 per day

How do you administer pills to your pet?
O | do not give any medications my
/}ELI put them directly in my pet's mouth without food (i} [ /V i{ i FL?LUﬂfé? /&/
O | put them in my pet's dog/cat food
O | put them in a Pill Pocket or similar product i
put them in foods (list foods): [ )f‘/-"?j!}l- rﬂ{ﬂa;

Page 18/23
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Client: B 6

Patient:

diet history 1/2/19

Prana Wild Marnfic mﬁ'«sz Ture 2005

@{v{»ﬁ Flu,f% W e nest
Leb 14— Ty polY

Lime  God
Dread
Cheell
Sleal
Ham
Hang A,

vy

Gl (i Sartls & Uzw Tif
T,

Chwﬁm Zg}’ﬁ @cf/r

/ﬁ?nﬁj-’v' cam ﬁﬂ’”’}’l&/ LL}}/O(] W@u /&ow

(U [meon O:/ ‘ |
UV 2013 -~ }mgﬂf’f//

| Hles e

/ ,ﬁ'dswﬂﬁ

Diwdr by,
w-?‘%ic%n /Gm“ (wrtf{ ﬁagg
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Client:
Patient: B 6

UCDavis Taurine Level

1634y eL
z‘ﬁ;'fintlﬁint:i icid Laboratory Sample Submission Form ML!’MMWMM

Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 95616 [~
Telephone: 530-752-5058, Fax: 530-752-4698 B8 T

. = . " HURTRE HasEL
Email: ucd.aminoacid.lab@ucdavis.edu Lithium Heparin
www.vetmed.ucdavis.edu/flabs/amino-acid-laboratory

Veterinarian Contact: | B6 i

Clinic/Company Name:

Address: 200 Westhoro Road, North Graflon MA 015360

i - 1
Email: _Clinpath@tufts.edy (b vET 2 A4S GAW

Telephone: _ 508-BR7-48R0 Fax: __ G0B-B30-TH38

Billing Contact: | "Be 1 Email: | Bé6 B
Billing Contact Phone: 4B6 ''''''''' Tax ID:

Patient Name: BG Species: t[« Wit t\.»Q

Breed: t\ ( M il Owner’'s Nam B6

3 : ,
Current Diet : ‘E’l'f:i PR j’; ——~'1 ) I'.;\_J.'L{*\

Sample type: P(asmé\ ) ¢ ‘:'Vhole Blabd Urine Food Other

e
Test: Taurine’ Complete Amino Acids Other:

L

Taurine Results (lab use only)

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

* please note with the recent increase in the number of dogs screened for taurine deficiency, we
are seeing dogs with values within the reference ranges (or above the "no known risk for deficiency
range") yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our
laboratory for assistance in evaluating your patient's results.

Page 20723
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Client:
Patient: B 6

Vitals Results

1/2/2019 10:17:06 AM

Patient History

Weight (kg)

30.4000

12/13/2018 10:44 AM

12/27/2018 12:24 PM

01/02/2019 10:00 AM
01/02/2019 10:17 AM
01/02/2019 10:21 AM
01/02/2019 11:06 AM
01/02/2019 11:06 AM
01/02/2019 11:42 AM

01/02/2019 11:45 AM
01/02/2019 11:45 AM
01/02/2019 12:14 PM

Appointment

Appointment

UserForm
Vitals
Treatment
Purchase
Purchase
UserForm

Purchase
Purchase
Email

Page 21/23
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Te lephone {508} 8395395

Veterinary Medical Center Fox (508} 230-79%1

AT TUFTS UNIVERSITY htip/feetmed tuftz eduf

Canine Golden Refriewer Cream
LT85S

ou far — s it theirp,  B6

H you have any questions, or moncems, please contad: us at 508-887-4088.

Thank you,

B6

FDA-CVM-FOIA-2019-1704-008049



Veterinary Medical Center Lgt o s
AT TUFTS UNIVERSITY hitp ffvetmed tufts eduf
L10f2019

H you have any questions, or moncems, please contad: us at 508-887-4088.

Thank you,

B6
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From:

To:

Sent:

Subject:

Attachments:

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

ICareV. Lauren; Cleary, Michael *; HQ Pet Food Report Notification;

B6

6/11/2019 6:00:45 PM

Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-390196

2068087-report.pdf; 2068087-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390196] has been created in the EON System.

A "PDF" report by name "2068087-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 "2068087-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-390196

ICSR #: 2068087

EON Title: Related PFR Event created for Taste of the Wild Sierra Mountain Dry; 2068087

AE Date 01/14/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Better/Improved/Recovering

Breed Retriever - Golden
Age 5 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068087
Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain Dry
Description: BEG diet being fed to 7 dogs. We evaluated her other dog
BNP, with reduced contractility and elevated troponin found on exam (

BG who had a murmur and elevated

Seeprevious report - 2061171). Owner

worried about this dog's breathing so we screened her and found reduced contractility, elevated troponin, but
normal BNP. Changing diet on both dogs to Pro Plan Sensitive Skin/Stomach Salmon and will recheck in 3

FDA-CVM-FOIA-2019-1704-008051



3 years old4 B6 Golden 3 years 5 months | B6 iGolden 3 years 9 months
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: 7

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain Dry

This report is linked to:
Initial EON Event Key: EON-380714
Initial ICSR: 2063118

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-390196

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=10100&
1ssueld=407468& 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

FDA-CVM-FOIA-2019-1704-008052



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-390196

reaction or disease associated with the product)

ICSR: 2068087

Type Of Submission: Followup

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

Report Submission Date: 2019-06-11 13:56:24 EDT
Initial Report Date: 02/24/2019

Parent ICSR: 2063118

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

BEG diet being fed to 7 dogs. We evaluated her other dogi B6 |
murmur and elevated BNP. with reduced contractility and elevated troponin folnd

_0n exam (see previous report - 2061171). Owner worried about this dog's

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

breathing so we screened her and found reduced contractility, elevated troponin,
but normal BNP Changlng diet on both dogs to Pro Plan Sensitive Skmlstomach

01/14/2019

No

Better/Improved/Recovering

Product Information: Product Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name:

Type Of Species:
Type Of Breed:
Gender:
Reproductive Status:
Weight:

Age:

Assessment of Prior
Health:

Number of Animals
Given the Product;

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

_Taste ofthe Wild Sierra Mountain Dry

Pet Food

BAG

Description: _ Please see diet history for additional information

Retriever - Golden

Female

Neutered

25.8 Kilogram

5 Years

Excellent

Owner Yes
Information

provided:

Contact: Name:

Phoneﬂ

Email:;

Address: | B6

FDA-CVM-FOIA-2019-1704-008054



Healthcare Professional

Sender Information: Name:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Additional Documents:
Attachment:
Description:
Type:
Attachment:
Description:
Type:

Information:

Address:

Practice Name:

Contact:

Address:

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Phone:

Yes

Email

Follow-up medical records pt 2.pdf
Med records
Medical Records

Follow-up medical records pt 1.pdf
Med records
Medical Records

B6

Tufts Cummings School of Veterinary Medicine

200 Westboro Rd
North Grafton
Massachusetts

United States

5088874523

Email: | lisa.freeman@tufts.edu

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

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

Diet Hx 5/3/2019
CARDIOLOGY DIET HISTORY FORM BG
Please answer the followinn nuestions_about your pet
Pet's name: BG . Owner's name: B6 i Today's date: S
1. How would you assess your pet's appetite? (mark the GGt o 1HE Wiie bEIGW That best represents your pet's appetite)
Example: Poor 1 Excellent

I
Poor | _Excellent
]

2, Eave you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
JBlEats about the same amount as usual OEats less than usual OEats more than usual
OSeems to prefer different foods than usual OOCther

3. Over the last few weeks, has your pet {check one)
OlLost weight DOGained weight 'ﬂ_Stayed about the same weight ODon't know

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

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

Food (include specific product and flavor) Form Amount | How often? Dates fed
| Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult dry 1 % cup 2x/day | Jan 2016-present
85% lean hamburger microwaved Joz 1x/week June -Aug 2018
| Pupperoni original beef fiavar - treat bz 1x/day Sept 2016-prasent
gwhide A l treat 6inch twist |  1x/wgek | Dec 2018-present
20900 WD }r}fﬁﬂ i f _ [ fnl LEYE Wddr | gn ZW?H?L?Z
_,%m;%; ;’u&m (T%:\ U e L [ CixwdV ] 301 7018 7 )}
hw W50 o g IS Al t et | Sreald | (}ml}f Y4 it 20/% ;?.Mﬂ

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

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

supplements)? OYes WNo  |f yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo

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

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

Page 4/14
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Client; |
Paltei::rtlt: B6

Idexx NT-proBNP 5/3/2019

IDEXK Reference Laborstories

Client RODRIGUES  Patient: CHLOE

Speciess CANINE

Breed: LABRADOR_RETRIE
Gender: FEMALE 5 PAYED
Ape: 3Y

CARDIOPET proBNP- CANINE

CARDIOPET proBNP -
CANINE H

0 - 900 prmeal /L

Date: 05032013
Requisition #:14,
Accesion i

IDEXX VetConnect 1-885-433-9987

TUFTSUNIVERSITY

200 WESTBORO RD

NORTH GRAFTON, Massachusets (1336
508-339-5385

B6

Page 5/14
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Client: B 6

Patient:

Troponin 5/31/2019

Dr. J.M. Steiner

Texas A&M University
4474 TAMU

Gastrointestinal Laboratory

Department of Small Animal Clinical Sciences

College Station, TX 77843-4474

H B6 j
Tufts Cummings School of Vet Med - Cardiology/Mutrition
200 Westboro Road
MNorth Grafton, MA 01536
USA

Phone:

Fax:
Animal Name:

Owner Name:
Species:
Date Received:

508 887 4606

B6

Caning
May 30, 2019

Tufts Cummings School of Vet Med -
Cardiology/Nutrition Tracking Number:

Gl Lab Accession:| B6 !

L..B6__i
Test Result Reference Intenval Assay Dafe
Ultra-Sensitive Troponin | Fasting T B <0.06 05/31/19
Comments:

Gl Lab Contact Information

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

Page 6/14

Email: gilab@cvm tamu.edu

veimed tamu.edu/gilab
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Cardiology Liason: SOB-BE7-9696

Dabe: 532019

Atterching Cardiclopist
_ [ 1ohn E_ Rush DVM, M5, DACVIM {Cardiology}, DACVECC

B6

B6

Presenting Complaint: 3 month rechedk - DCM siady

B6

Stulent B6

General Medical History:

Initially presented n Jan 2019 for heart screen; no murmur or amhythmias ausoulbed, strong femoral
pulses, no concerns at home but had been on BEGdiEL Echo showed hypocontradtility, VPCs, LAE, right
heart enlarpement. Marginally low taurne levels. Hx n‘ B6 !

Doing well st home. Very active, no dhanges since last visit.

Diet ardd Supplements : Purina sensitive stomadh

Canbowmscular History:

Prior CHF diagnosis? N

Prior heart murmur? N

Prior ATE? N

Prior aurhythmia? ¥

Monitoring respirabory rate and effort at home? N
Cough? N

Shortness of breath or difficulty breathing? N

Syncope or collapse? N
Sudden onset laneness? N

FDA-CVM-FOIA-2019-1704-008059



Bxercise miolerance? N

Cunrent Medicaiions Pertnent o OF System:

none
__ Candiiac Plwysical Exasnination:
Muscle condition:
Normal [l moderate cachexia
| i mussdie loss [ marked cacherda
Condiownceulnr Phwsienl Boom:
Murmur Grade:
M None O ivpn
Oian BETRY
Ll L wian
IR

Murmur location/desoiption:

Jupular vein:
M Bottom 1/3 of the ned [ 172 way up the neck
O Middie 173 of the neck I Top 2/3 of the neck
Arterial pulses:
[ weak ] Beanwling
[ Fair [ pukse deficits
U Good L pulsus paradooms
M strong Ll other:
Arrhythmiac
! None U Bradycandia
Ll snus arhythmea U Tachycardia
[ premature beats
Gallop: -
Ul ves L proncunced
=™ [ other:
[ intermittent
Pulmonary assesaments: o
M Eupneic Ll pulmonary crackles
D]luidd'ﬁmea [ wheezes
Qlllhhaddmm I upper ainway stidor
L Normal BY sounds
Abdomnal exam:
¥/ Normal 1 wld ascites

U Hepatomegaly U Marked asdtes
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1| Abdominal dis tension

Problesns:
Hx of VPCs
Hypoconiractifity, LAE, right heart enlarpement seen on previous echo

Differentinl Diapnoces:
Mildly reduced LV contractility - diet-associated vs primary

% U Dialysis profile

%ﬂlmiﬂwpﬂﬁe g'lhnmm:mlingm:hs
| ECG NT-profny

[ Renal profile ¥ Troponin |
Dﬂknlprmm [ other tests:

B6

B6

g Psendonomal
Ll Restrictive

Assecoment ond recommendolions:

Reduced contractile function and BNP levels are stable compared o last exame Considering that 1A s
stahle m size, recommend recheck echocardiogram n 3 months or sooner if patient develops dinical
sipns consistent with worsening of the disease.

Final Dingyosis:
Mildly reduced LV contractile hnction RfO diet related vs variation of normal_

Hesrt Foihee Clos sificntion Soone:

ISACHC Classification:
M I3 O nia
H 1y b
Oin

ACVIM Classification:
Ol a de

FDA-CVM-FOIA-2019-1704-008061



M B1 LD

O e2
M-Mode
Ivsd cm
1IvIDd cm
1vPwd cm
IVSs cm
IVIDs cm
LVPWs cm
DV Teidh} mil
B Teich} mil
EH{Teich} %
%S %
SV{Teich} mil
An Diam cm
LA Diam Cm
LAfAD
Max LA cim
Time ms
HR BPM
T Teich} |/min
Cl{Teidch} I fminm
PSS Cim
M-Mode Normalized B 6
WVSdN {0290 - 0520} !
LVIDdN {1.350- 1.730}!
IvPWdN {D_330- 0530} !
IVSsN {0 420- 0. 710} !
IVIDsN {0790 - 1.140} !
IVPWsN {0530 - 0.780} !
Ao Diam N {0_GED - D_E9D}
1A Diam N {0.640- D900} !
2D
SA LA cm
An Diam cm
SA LA J Ao Diam
IV5d cm
viDd cm
IvPwd cm
EDV{Teidh} mil
1V5s cm
1¥IDs cm
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1IVPW's
BSV{Teich}
EH{Teich}
S

Sv{Teich}
LV Major

LV Minor
Sphericity Index
LVLd AIC

LVEDV MOD A4C
VLS AAC

LVESY MOD A4C
LVEF MOD A4C
SV MOD A4C

Doppler
MV E Vel
MV DecT
MV Dec Slope
MV A Vel
MV E/A Ratio

A
IVRT

AV Vmax

AV maxPG
PV Vmax

PV maxPG
PR Vmax

PR maxG
PRend Vmax
PRend PG
TR Vmax
TRmaxPG

B6
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: Rotstein. David; Cleary, Mlchael * HQ Pet Food Report Notification;
i B6 .

Sent: 6/11/2019 6:08:45 PM

Subject: Taste of the Wild Sierra Mountain dry: Lisa Freeman - EON-390197

Attachments: 2068089-report.pdf; 2068089-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390197] has been created in the EON System.

A "PDF" report by name "2068089-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 "2068089-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-390197

ICSR #: 2068089
EON Title: Related PFR Event created for Taste of the Wild Sierra Mountain dry; 2068089

AE Date 01/02/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068089

Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain dry

Description: Eating Taste of the Wild Sierra Mountain since June 2018 (Acana Heritage Poultry before that).
This diet was fed to multiple dogs - have not screened other dogs yet so unknown whether they are also affected.
Echo showed reduced contractlllty and mlld left atrial enlargement BNP and troponin mlldly elevated, tropomn

months
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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: 7

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain dry

This report is linked to:
Initial EON Event Key: EON-376361
Initial ICSR: 2061171

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-390197

USA

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=407469& 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
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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-390197

ICSR:

Type Of Submission:
Report Version:
Type Of Report:
Reporting Type:
Report Submission Date:
Initial Report Date:
Parent ICSR:
Follow-up Report to
FDARequest:
Reported Problem:

Product Information:

Animal Information:

2068089

Followup

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-06-11 14:02:24 EDT

01/14/2019

2061171

Yes

Problem Description:

Eating laste of the Wild Sierra Mountain since June 2018 (Acana Heritage
Poultry before that). This diet was fed to multiple dogs - have not screened other
dogs yet so unknown whether they are also affected. Echo showed reduced

k Dafe Probiem Staﬂed: 01/02/2019
No

Concurrent Medical
Problem:

Outcome to Date: Stable

Product Name: Taste of the Wild Sierra Mountain dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use

Description:
Information:

See diet history for more details. TOTW fed June, 2018 to
present. Acana Heritage Free Run Poullry before that

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species:

Type Of Breed: Retriever - Golden

Gender: Female
Reproductive Status: Intact
_Pregnancy Status: Not Pregnant

Lactation Status: Not lactating
Weight: 30.4 Kilogram
Age: 3 Years

Assessment of Prior
Health:

Number of Animals 7
Given the Product:

Excellent

Number of Animals 1
Reacted:

Owner Information: Owner Yes
Information
provided:
Contact: Name: E
Phone:i B6
Email:i

FOUO- For Official Use Only 1
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Practice Name:
Contact:

B6

United States

Tufts Cummings School of Veterinary Medicine

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

Name:

Address:

Contact:

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 medical records pt 2 pdf.pdf
Med records
Medical Records

Follow-up medical records pt 1.pdf
Med records
Medical Records

FOUO- For Official Use Only
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Client: B 6

Patient: :

Diet Hx 5/3/2019

CARDIOLOGY DIET HISTORY FORM
Please answer the f

Example: Poor

Owner's name Sj 5*]2[
How woild you assess your pet's appetite? {mark the point on tHe line below that best represents your pet's appetite)

B6

B6

bout your pet

Today's

o

Excellent

Poor

{ Excellent
[

date:

2. ve you noliced a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
ats about the same amount as usual OEats less than usual OEats more than usual
OSeems to prefer different foods than usual OOther
3. Over the last few weeks, has your pet (check one)
OLost weight DOGained weight Stayed about the same weight ODon't know
1. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats and that you have fed in the last 2 years.
Please provide encugh 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
MNutro Grain Free Chicken, Lentil, & Sweet Potato Adulf dry 1 Mcup 2x/day Jan 2016-present
| 85% lean hamburger microwaved 3oz Ix/wesk |  June -Aug 2018
Pupperoni original beef flavor treat ¥ 1x/day Sept 2016-present
Rawhide -h treat 6 inch twist 1x/wegk Dec 2018-present
_,ELL:}, Vlﬂﬂ ; _dma (VNP2 | X gy | Tgn 207 4,74‘
i T A NaReME Sved T T L Tkl [ Tin2odt s d.
‘IHQUEJM Gﬂ Prsoui J{waﬁf 5 trealt d.cuhff Tim [0 4L fr=d7
*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, glucesamine, fatty acids, or any other
supplements)? es ONo If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine MYES ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo
Coenzyme Q10 OYes ONo
Other (please list):
Example: Vitamin C Nature's Bounty 500 mg tablets — 1 per day
3. Hopw do you administer pills to your pet?

| do not give any medications
O | put them directly in my pet's mouth without food
put them in my pet's dog/cat food
0 | put them in a Pill Pocket or similar product
O | put them in foods (list foods):

Page 4/14
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Client:
Palt?:nt: B 6

Idexx NT-proBNP 5/3/2019

IDEXK Reference Laborstories

Species CANIME
Breed: GOLDEN_RETRIEVE
Gender: FEMALE 5 PAYED

AgesiB6!

CARDIOPET proBNP- CANINE

CARDIOPET proBNP s
- CANINE i

Comments:

Date: 05/ 42015
Requisition #: 14
Accession #]

Ordered by

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTBORO RD
NORTH GRAFTON, Massachusets (1336
508-339-5385

0- 900 pmaoll HIGH

B6

1

Page 5/14
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Client: B 6

Patient:

Troponin 5/31/2019

Gastrointestinal Laboratory
Dr. J.M Steiner
Department of Small Animal Clinical Sciences
Texas A&M University

4474 TAMU
College Station, TX 77843-4474

Website User ID: lisa.freeman@tufts.edu OR B6  tufts.edu
Gl Lab Assigned Clinic ID: 23523
: """""" B6 i Phone: 508 887 4696
TUfts Cummings School of Vet Med - Cardiology/MNutrition Fax:
200 Westboro Road Animal Name:
North Grafton, MA 01536 ' B6
USA Cwner Mame:

Species: Canine

Date Received: May 30, 2018
Tufts Cummings School of Vet Med - Gl Lab Accession] B6 !
cardiclogy/Nutriticn Tracking Number: I
434853
Test Result Reference Interval Assay Date
Ultra-Sensitive Troponin | Fasting B8 ; <0.06 05/31/19
Comments:

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

Page 6/14
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Lummings
Veterinary Medical Center

AT TUFTS UNIVERSITY
Cardiology Liason: SOB-BE7-4696

Cardiology Appointment Report
DCM STUDY
Date: 5/3/2019

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

B6

B6

Studient: | B6

Presenting Complaint DCM study recheck; o reports doing well st home, good energy, no other
CONCEIMs.

Conasment Disences: None

1o chedk bfc of grain-ree diet. Echo n Januany showed mild systolic dyshunction w/mild LAE. Transitioned
1o new diet. CBC, chem, BNP WNL

Diet ol Supplesnents:
Purina sensitive stomach

Cordiovasceulor History:

Prior CHF diagnosis? N

Prior heart murmar? N

Prior ATE? N

Prior asrhythmia? N

Monitoring respiratory rate and effort at home? N
Cough? N
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Shorness of breath or difficulty breathing? N

Syncope or collapse? N

Sudden onset lameness? N
Exercioe into lerance? N

Cunvent Medicalions Pertinent 1o OV System:

Medication: Toaarine

Formulation/Tab Size: 500mg capsules
Administration Frequency: 2 capsules PO BID

Need refills?

Cordior Physical Examanaolion:

Muscle condition:
M Nomal
[ midmuscielos

Cordiovaseulor Physienl Exom:

Mumuwur Grade:
E None
1
i
T A

Murmaur location/desoription:

Jupular vein:
M Bottan 1/3 of the neck
T mickdie 1/3 of thenedk

Arterial pulses:
= wweak
H rair
H ood
] Strong

DSiu;mhﬂh'n
X remature beats

Gallop:
EF—JI_‘I'E;
M np
| wetermittenst

Pulmonary assesaments:
] Euymnesic

= 1/2 way up thenack
Top 22 ofthenak

E pounding
L mutse deficits

Dntuipﬁnﬂnus
[ other:
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I mild dysprea L wheeres
I Marked dysprea L upper airway stridar
& normal BY sounds

Abhdominal exam:
i Normal [ mild ascites
[ Hepatamegaly Il marked ascites
[ abdominal distension

Problems:
Hx of asymptomatic heart disease

Differential Dispnoces:
Nutritional DCM

% = Dial';sis_pldile

[ ecs M NT-proBNP
[ Renal profile M Troponin|
Dﬁlmdplmma ] other tests:

Mitral inflow:
] surmmated L] peevimonmal
Eﬂurml Dﬂstn:twe
LI Detayed retmartion

B6

Ascecoment and recommendotions:

Stable systolic function compared to previous exams, despite mild increase in LV cavity size {r/fo daily
variation or internbserver variation). Recommend keeping curment supplementation with Taurine and
rechedk echocardiogram n 3 months or sooner if patient develops clinical signs consistent with
worsening heart disease such as increased RR/RE, cough, exercise intolerance, or sncope.

Fnal Dispnosis
Mild systolic dysfunction with mild LA enlargement- rfo early stage DCM vs_diet induced systolic
dyshmnction
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Heaort Faihee Oassihcation Score:

ISACHC Clasification:
Hia Hma
M b b
En

ACVIM Classification:
Oa EHc
A m Op
M B2

M-Mode
Ivsd

LvIDd
LvPwd
1VSs

LVIDs
LVPWs
EDV{Teich}
ESV{Teich}
EHTeich}

5V{Teich}
Max LA
Time

HR BPM
CO{Teich} I/min
Cl{Teich} I/minm

Ao Diam cm

LA Diam Cm
LASAD
TAPSE

cm
EP5SS cm

®RIT595883

33

M-Mode Normalized
IVSdN {0290 - 0520}

LVIDdN {1350 - 1730} !
LvPWdN {0330 - 0530} !
IVSsN {0.430 - 0.710} !
LVIDsN {0.790 - 1.140} !
LVPWaN {0530 - 0780}

20
Ivsd

wvind
LVPwWd
EDV{Teich}

38§85
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IVSs

LvIDs

LVPWs
ESV{Teich}
EH{Teich}

%FS

SV{Teich}

LV Major

LV Minor
Sphericity Index
LVLd AdC

LVEDV MOD AAC
LVLs A4C

LVESV MOD AdC
LVEF MOD A4C
SVMODAAC

Doppler
MV E Vel

MV DecT
MV Dec Slope
MV A Vel

MV E/A Ratio
[y

E/E

A

o

IVRT

AV Vmax

AV maxPG

PV Vmax

PV maxPG

Al

B6

33i®*33883

mjs

mfs
mfs

mjs

mJfs
mfs

mfs
mmHg
mjs
mmHg
mjs
mfs
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Report Details - EON-390196

ICSR:

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

Report Submission Date:

Initial Report Date:
Parent ICSR:

Follow-up Report to
FDARequest:
Reported Problem:

Product Information:

Animal Information:

2068087

Followup

FPSR.FDA.PETF.V.V1

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

Voluntary

2019-06-11 13:56:24 EDT

02/24/2019

2063118

Yes

BEG diet being fed to 7 dogs. We evaluated her other dog-_____B__§__ iwho had a

murmur and elevated BNP. with reduced contractility and slevatad troponin folind
_0n exam (see previous report - 2061171). Owner worried about this dog's

breathing so we screened her and found reduced contractility, elevated troponin,

but normal BNP Changlng diet on both dogs to Pro Plan Sensitive Skmlstomach

Problem Description:

__B_G Solden 3 years B"'rh'c';rfchvi ______ B6__(Golden 3 years 9 months
Date Problem Started: 01/14/2019
Concurrent Medical No
Problem:

Outcome to Date; Better/Improved/Recovering

Product Name: _Taste ofthe Wild Sierra Mountain Dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use  pescription:
Information:

_ Please see diet history for addifional information

Manufacturer
[Distributor Information:

Purchase Location
Information:

Name:
Type Of Species:

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered

Weight: 25.8 Kilogram

Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product;

Number of Animals 2

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name: i
Phone:i B6
Email: |

Address: | B6

FOUO- For Official Use Only 1
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Additional Documents:

Attachment:
Description:
Type:

Attachment:
Description:
Type:

Practice Name:

Contact:

Address:

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

Phone:

Yes

Email

Follow-up medical records pt 2.pdf

Med records
Medical Records

Follow-up medical records pt 1.pdf

Med records
Medical Records

B6

United States

Tufts Cummings School of Veterinary Medicine

200 Westboro Rd
North Grafton
Massachusetts

United States

5088874523

Email: | lisa.freeman@tufts.edu

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

FOUO- For Official Use Only
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Report Details - EON-390197

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

ICSR: 2068089

Type Of Submission: Followup

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

Reporting Type: Voluntary

Report Submission Date: 2019-06-11 14.02:24 EDT
Initial Report Date: 01/14/2019

Parent ICSR: 2061171

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Eating laste of the Wild Sierra Mountain since June 2018 (Acana Heritage
Poultry before that). This diet was fed to multiple dogs - have not screened other
dogs yet so unknown whether they are also affected. Echo showed reduced

: 01/02/2019

No

Problem:

Outcome to Date

: Stable

Product Information: Product Name:

Product Type

Taste of the Wild Sierra Mountain dry
: Pet Food

Lot Number:

Package Type:

Product Use

Information:

BAG

Description: See diet history for more details. TOTW fed June, 2018 to

present. Acana Heritage Free Run Poullry before that

Manufacturer

{Distributor Information

Purchase Location
Information

Animal Information: Name:

Type Of Species:

Type Of Breed
Gender:
Reproductive Status
Pregnancy Status
_Lactation Status
Weight

Age

Assessment of Prior

: Retriever - Golden

- Female

: Intact

: Not Pregnant

: Not lactating

Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:

Owner Information:

FOUO- For Official Use Only

: 30.4 Kilogram
: 3 Years
Excellent
7
1
Owner Yes
Information
provided:
Contact: Name:
Phone: B 6
Email:
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Practice Name:
Contact:

B6

United States

Tufts Cummings School of Veterinary Medicine

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

Name:

Address:

Contact:

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 medical records pt 2 pdf.pdf
Med records
Medical Records

Follow-up medical records pt 1.pdf
Med records
Medical Records

FOUO- For Official Use Only
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: _,_2/24/2.(2.19_.11;.19_:_] 9 PM
Subject: B6 :
Attachments: rpt_medical_record_preview.pdf
Hi Jen

Sorry — only attached the dog's previous visit, not the current one. Here's the full record.
This is a housemate of a previously reported dog.

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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bummings

Veterinary Medical Center

AT TUFTS UNIVERSITY

Client:
Address: B 6

Home Phones
Work Phone: |
Cell Phone: ¢

Referring Information

Foster Hospital for Small Animals

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

All Medical Records

Breed: _Labrador Retlriever

poB: : B6 |

Species: Canine
Sex: Female

(Spayed)

B6

Client:
Palt?:nt: B 6

Initial Complaint:
Emergency

B6

B6 i

Doctor:é
Presentiing ¢omplaiii:

B6 5

Diagnostics completed prior to visit: Recent blood work at tDVM per owner, normal results before dental cleaning

HISTORY:

Signalment; 3 yo_FS_Labrador retriever

Current history:

B6

Prior medical history:

B6 i

Current medications: None
Diet: Acana, whole earth

Vaccination status/flea & tick preventative use: Ivermectin, Advantix II

Page 1/20
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Client:
Palt?:nt: B 6

C/Vno murmurs_or arrhvthmias ausculted. femoral pulses strong and svnchronous

ASSESSMENT: _
Al B6
PLAN;

" Be

B6 __jl:25:46 PM

Prescribed 4 B6 g
Instructions - Give 1/2 tablet orally every 12 hours. Give with food. - Expires: 7/1/2018 No Refills

Initial Complaint:
Cardiology DCM study

SOAP Text Jan 16 2019 3:09PM - Rush, John

Subjective
Objective
Assessment

Plan
Disposition/Recommendations

Page 2/20
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Client:
Patient:

B6

Page 3/20
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Client: B 6
Patient:

Foster Hospital for Small Animals

Cummings

North Grafton, MA 01536

Veterinary Medical Center i s

AT TUFTS UNIVERSITY

Client: B6 Patient: . _____ B 6 ______
Veterinarian: Species:  |Canine
PatientID: | B6 Breed: Labrador Retriever
Visit ID: Sex: Female (Spayed)
Age: B6 Years Old
Lab Results Report | ——1=
Accession ID:

|'1'est IResults IReference Range IUnits

, 4120 B6

stringsoft

Printed Sunday, February 24, 2019

Vitals Results
Patient History
12:14 PM UserForm
12:15 PM UserForm
12:21 PM Vitals
12:21 PM Vitals
B 6 12:21 PM Vitals
12:21 PM Vitals
221 PM Vitals
1:37 PM Prescription
1:44 PM UserForm
1:48 PM Purchase

Page 4120
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Client:

B6

Patient:
Patient History

2:06 AM Vitals
2:06 AM Vitals
2:06 AM Vitals
2:06 AM Vitals
2:06 AM Vitals

BG 11:40 AM Email
1:27 PM Appointment
1:30 PM UserForm

02:03 PM Treatment

3:14 PM UserForm

Page 5/20
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Cummings B6

\eterinary Medical Center A

AT TUFTS UNIVERSITY BG

STANDARD CONSENT FORM

| am the owner, or agent forthe owner, of the above desoribed animal and have the autharity 1o eenste oonsent. |
herely authwire the Cummings School of Velerinary Medicdne at Tults University (herein after Cummings Schinol) to
prearibe fortreaiment of said animal acmading o the following temmes and onditions

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

Currmings School and iis officers, agents, and employess will use all reasonable care inthe treatment of the abowe
mertioned animal, bt will not be [iable for any loss or accident that may ooour or any disease that may develop as a
result of the care and treatment provided.

| understand that the abwwe ident ied animal may be treated by Gummings School shuderds under the-supernvision and
assistance of Cummings Sdhool siaff membars

in eecuting this fom, | herdby exqres iy adoowledoe that risks, benefits and altemative forms of treabment have
been explained 0 me. | understand said explanation, and | consenit totreatment. Should any additional treatments or
diagnostics be required during the oontinued care of my animal, | understand that | will be given the opportunity to
ditars and consent o these additional procedures. | understand that further or additional treatment may bereqpeired
withumut an opportunity for disoussion and consideration by me, inthecaceof thedesslopmeent of any lile-threatening
emergency during the oontinued creof my animal and | expressly consant to all sudh reasonahle treatme it as
required | realize and understand that results carnot be ;uaranteed

if arw equipment is kel with theanimal, it will be aocepted with the unders tanding thal Curmmings School assumes no
responsihility for any loss of eqpuaipment that may ooor.

| agreeto pidk up the animal when notified that it s ready for relase

in the evenit the animal i not picked up, and iTten {10) days have expired since aregstaad letier was sent o the
addres given above, notiying me o call for the animal, the animal may be sold or otherwise disposad of ina lumane
marmser and the procesds applied to the dvarges noumed in aring and treating the animal.  Faiiure to remove said
anamal will not and does not reliese me from ablisation for the oosts of services rendered.

| herelyy grant 1D the Cummings Sdhwool of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevocahble nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
photngraphs and images for, and in cormection with, a Grantes’s medical, soertific, educational, and publicity
puEpsEs, by anvy means, methods and media {prinit and electronic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photgraphs and imapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.
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| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &
campuizd ona manthly rate of 1.33% par maonth, which 5 an annual parcentage rate of 16% applied to the average
dhily balance oulstanding, with a mindmum fee of S50,

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

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

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

Owner'snames  B6 | Date  B6 |
Ownax's address: B6
Owrner's Name Spmabare Date

i the individal adenitting the aninal & sosneone other than the lepall owner,
please comnplictr the portion belowe

o pay the velerinary medical services provided at Cummings School pursuant tothe terms and oonditions desaribed
above

Audhwized Agerd - Please Print Agerd's Spnahre
Street Address Date
Town/ Gty State 7ip
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Cummings B6

\eterinary Medical Center = ——

AT TUFTS UNIVERSITY B6

Female (Spayed)

STANDARD CONSENT FORM

| am the owner, or agent forthe owner, of the above desoribed animal and have the autharity 1o eenste oonsent. |
herely authwire the Cummings School of Velerinary Medicdne at Tults University (herein after Cummings Schinol) to
prearibe fortreaiment of said animal acmading o the following temmes and onditions

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

Currmings School and iis officers, agents, and employess will use all reasonable care inthe treatment of the abowe
mertioned animal, bt will not be [iable for any loss or accident that may ooour or any disease that may develop as a
result of the care and treatment provided.

| understand that the abwwe ident ied animal may be treated by Gummings School shuderds under the-supernvision and
assistance of Cummings Sdhool siaff membars

in eecuting this fom, | herdby exqres iy adoowledoe that risks, benefits and altemative forms of treabment have
been explained 0 me. | understand said explanation, and | consenit totreatment. Should any additional treatments or
diagnostics be required during the oontinued care of my animal, | understand that | will be given the opportunity to
ditars and consent o these additional procedures. | understand that further or additional treatment may bereqpeired
withumut an opportunity for disoussion and consideration by me, inthecaceof thedesslopmeent of any lile-threatening
emergency during the oontinued creof my animal and | expressly consant to all sudh reasonahle treatme it as
required | realize and understand that results carnot be ;uaranteed

if arw equipment is kel with theanimal, it will be aocepted with the unders tanding thal Curmmings School assumes no
responsihility for any loss of eqpuaipment that may ooor.

| agreeto pidk up the animal when notified that it s ready for relase

in the evenit the animal i not picked up, and iTten {10) days have expired since aregstaad letier was sent o the
addres given above, notiying me o call for the animal, the animal may be sold or otherwise disposad of ina lumane
marmser and the procesds applied to the dvarges noumed in aring and treating the animal.  Faiiure to remove said
anamal will not and does not reliese me from ablisation for the oosts of services rendered.

| herelyy grant 1D the Cummings Sdhwool of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevocahble nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
photngraphs and images for, and in cormection with, a Grantes’s medical, soertific, educational, and publicity
puEpsEs, by anvy means, methods and media {prinit and electronic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photgraphs and imapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.

FDA-CVM-FOIA-2019-1704-008090



| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &
campuizd ona manthly rate of 1.33% par maonth, which 5 an annual parcentage rate of 16% applied to the average
dhily balance oulstanding, with a mindmum fee of S50,

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

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

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

B6 " B6

please comnplictr the portion belowe

o pay the velerinary medical services provided at Cummings School pursuant tothe terms and oonditions desaribed
above

Audhwized Agerd - Please Print Agerd's Spnahre
Street Address Date
Town/ Gty State 7ip
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Cummings

\leterinary Medical Center

AT TUFTS UNIVERSITY

Emerpency & Critical Care Liatson: {508) 837 - 4745

Foster Hospital for Small Animals
75 Willard Strect

Horth Graflon, MA 01536
Telephone [S08B] 8395395

Fax {508} 839-8730
hittp-ffwetme d tufts eduyf

PEd Owmner
Mo ..B6 | Namnc
Sigrolment: "B6 VewsOdYelowFamale  Address B6
............ :
Patient mX ...B6_;
Emnerpency Clnicioer B6 NI
R Supervisor:
Discharge Instructions

_____________________________

Patient Care Instrnadiions:

B6
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B6

B6

For the saofely ondwell-beimg of our petients_ your pel must hove had on coomination by onre of our welerimonions within the
past yeor i onder o olidomn prescription me dicol ions.

Onderiog Food:

Pleose check with your primory velerimorion o pordnse Lhe recommended diels). I you wish o mrchose your food from ws,
ecse aoll 7- 10 doys i odvonce [S08-8R7-0620) 1o ensare the ford & in siock. Allermolive by, velerimary dicls con be ordered
{from onlne relole s with o presoption/vel erimory opprovel.

Clivic ol Trinds:
Chniee] Lrioks ore shelies in which our velerimory doclors weork with your ond your pel io imve stigole o speclfic diseose frooess or
o rombarg new ied orireolment. Pleose see ourwelsie : vel hofts edufovwnifcliniesl siudies

e B6 | Ownes B6 : Dichage Indructions
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Cummings -

. - North Grafion, MA 01536

\eterinary Medical Center i v

AT TUFTS UNIVERSITY hitipffwetmed tafts eduf
Discharpe Instructions

=gy oS poticrt w6

'?i:: FHC'ITi;!E{S{Hm Labwador BG

Atiending Cardiologist:
Emgmmmmmmmﬂm

B6

B6

U s e i

beats {arrhwthmia - venirioular premahre depolarizations). Her et atrom was also slighily enlansed, and her right heart
was also slioht iy endarged. These dhanges could perhaps be a variation of nommal inathiletic dos, but wethink it s more
liety that she has mild heart disease, because of the premabhure heartheats (ardwthmia).

binod tests and will cordarct you with the requlis when available The tarine levels will ale up in 23 wedes to osmeback
and wewould lie o stat torine supplementation in the nierime. Fthe tasne level oomes badk low, we'll givetarine
supplemeriation. Bther way, it's very important to dhange her diet, and we would haveyou continue with the Porina diet

the shudy fhased on an elevated NT-proBNP or an elevatad tropaonin), we will want to follow up with another edho in 3
moriths, now that her diet has been changerd.

if her NTHproB NP and troponin are nonmal then she does not gqualify for the sturdy, but we would recsmsmend a repeat edho
in 8 1010 muniths, becaseof the dhanges we saw tnday with the heart and the premahore heart beats

Medic alinns and supplesnenis:

FDA-CVM-FOIA-2019-1704-008094



uilqse,mlmm cough or distension of the belhy. tfwlnmzeal;:irnnnli‘hammld lketnseeherfora
recheck ecam

I)letiwﬂm

Rechedk Visills and Follow Uip: Thetaurne levels will iale 23 werles sowelll let you lnow when we get these backe [Fshe
dnes qudlity for the shirdy {based onan elevated NTHEBR NP or an devated troponin), we will wart to follow op with
annther echo in 2 maorths and in 6 months. I she does not qualify then a rechack andiac eam s recommended in 8 o 10
morths

Please contact our Cardiology lFaison at (503]-887-4696 or email us at cardiowetEtuits edo for sdweduling and
MN-EMETEENL (UBSLIONS o OFKETTS

Mease visit our HeartSmart webhsite for more rommation
nttpe/fwet tulfts echyheartamear

Presrpdao Befill Desclosower-
For the sofely ond well-being of our polients_ your pef mast vove hod on exominotion by one of ourvelerinorions within the post
yveor in order o obioin preseription medicotons.

Ovdening Food:-Picose check with your primory velerinonion o porchose the ecommended dicl{s). §F you wish o pochose your
food from o5 pleose coll 7-10 doys in odvonee [(S08-887-3629) Lo ensuvre the food & it stock. Alle rmoliely. velerimory dicls can
be ordered from online reloders with o presoriptionfvel erinony oppreval.

Choio Traoks-
Chniend trioks ore studies in whick ourvelterinory doctors work with you ond your pett in imestiqode o speciie disecose process org
promsing new iest orirealment. Pleose see our welsie: vel hufls edu/ovmec/oliniosl siudies
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Lummings B6

Veterinary Medical Center petirt 1

AT TUFTS UNIVERSITY EBGE ET;E . _
Cardiclogy Liason: S0B-BE7F-4606 i jars Old Female {Spayed) Labradar Retriever

Yellow
Cardiology Appointment Report
ENROLLED IN DCM STUDY
Date: 1/16/2019
Attercling Condiclopixt:

M Iohn E. Rush DVM, MS, DACVIM {Cardiology}, DACVECT {peamary)

B6

B6

Possible exercise intolerance, eats grain free food
Exercise intolerance start at about one year - breathes loudly, more hard, will sometimes lay down; same
all year, been at a stable state since noticing at one year old

General Medical History:
Overall gond at home, gond appetite, no coughing

Diet and Supplements :
Taste of the wild, has had Acana n the past
On purma pro plan switched ahout 1 week apo

Cordiowvaceulnr Hishory:

Prior CHF diagnosis? no

Prior heart murmur? no

Prior ATE? no

Prior aarhythmia? no

Monitoring respiratory rate and effort at home? no

Cough? no

Shortness of breath or difficulty breathing? yes but since a puppy

FDA-CVM-FOIA-2019-1704-008096



Syncope or collapse? no

Sudden onset lameness? no

Exercise intolerance? yesbut since dog is a puppy

Cusrent Medications Pertiment 1o CV Systeme

None
Cordine Physical Examination:
Murmur location/desription:
None heard
Jupular vein:
¥ Bottem 1/3 of the nedk [ 1/2 way up the neck
| weddie 1/3 of the neck U Top 2/3 of the neck
Arterial pulses:
[ weak [ Bounding
[ Fair [ pulse deficits
Gooad O pulsus paradars
= Strong O other:
Arrhgmia: -
None Ll Bradycandia
] Sinus anrtwythméa I Tachycardia
[l premature beats
Gallop:
L Yes U pronounced
™ U other:
[ i termittent
Pulmonary assessmernts
Epneic O Pulmonary orackles
= Maked dyspnea U upper airway stridor

FDA-CVM-FOIA-2019-1704-008097



b Mormal Ll mEld asdites
L Hepatomegaly LI marked ascites
[ Abdominal distension

Problems: Exercise mitolerance

Differemntial Dispnoses:
DCM v= pain related {hee TPLO x2} vs congenital

%ﬁm [ Dialysis profile

= Chemisiry prefile [ Thorac radiographs

e O NT-proBNe

| Rendl profile U Troponin |

[ Hood pressure L Other tests:
Echoeardingy san Finding<-

B6

Assessment and recommendations:
Overall the LV cavity has slight ly reduced contractile function and the LA looks to be mildly enlarged.

Final Dingnosis:
Mildly reduced LV contractile function RfO diet related vs variation of normal

Henst Foihere Clos sification Score:

ISACHC Classification:
la O ia
Hib Hnib
Ey

ACVIM Classification:
M Avs
B1
= 2

(mf=
y
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M-Mode
IVSd

LviDd
LvPwd
IV5s

LVIDs
LVPWs
EDV{Teich}
ESV{Teich}
EHTeich}
%FS
SV{Teich}
Ao Diam
LA Diam
LASAD
Max LA
EPSS

M-Mode Normalized

B6

IVSdN
LVIDdN
LvPWdN
IWSsh
LVID=N
LVPWsN
Ao Diam N
LA Diam N

2D

5A LA

Ao Diam

SA LA f Ao Diam

LvIDd
LvPWd
EDV{Teich}

LVIDs
LVPWs
ESV{Teich}
EF{Teich}

SV{Teich)

LV Major

LV Minor
Sphericity Index
LVId LAX

LVAd LAX
LVEDV AL LAX

B6

B6

33R®RIIZIIFH5§

3

om
om

{0290 - 0520}
{1.350 - 1.730}
{0330 - 0,530}
{0.430 - 0.710}
{0790 - 1140} !
{0530 - 0.780}

393®RI3§339579

38
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LVEDV MOD LAX

LVIs LAX
LVAs LAX
LVESV A-L LAX

LVESV MOD LAX

HR

EF Al LAX
LVH MOD LAX
5V AL LAX
5V MOD LAX
COAL LAX
CO MOD LAX
R-R

HR

COAL LAX
CO MOD LAX

Doppler
MV E Vel
MYV DecT
MY Dec Slope
MV A Vel
MYV E/A Ratio

A‘

AV Vmax
AV maxPG
MV Ymax
PV maxPG

B6

B6

m/s

m/s
mfs

mys

my/s
mfs
mys
mmHg
m/s
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\eterinary Medical Center Lgt o s
AT TUFTS UNIVERSITY hitp ffvetmed tufts eduf
B 6 cmisn ' abrador F""ﬂi’rfeum
B6
. _B6__
R E—

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

H you have any questions, or moncems, please contad: us at 508-887-4088.

Thank you,

John Rutsh DVM, DACYIM (Gartioloqy), DACVECC

FDA-CVM-FOIA-2019-1704-008101



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

To: Cleary, Michael *; HQ Pet Food Report Notification;; B6
Sent: 2/24/2019 11:24:38 PM

Subject: Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-380714
Attachments: 2063118-report.pdf; 2063118-attachments.zip

A PFR Report has been received and PFR Event [EON-380714] has been created in the EON System.

A "PDF" report by name "2063 118-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 "2063118-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-380714
ICSR #: 2063118
EON Title: PFR Event created for Taste of the Wild Sierra Mountain Dry; 2063118

AE Date 01/14/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063118

Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain Dry

Description: BEG diet being fed to 7 dogs. We evaluated her other dog, LBG who had a murmur and elevated
BNP, with reduced contractility and elevated troponin found on exam (see previous report - 2061171). Owner
worried about this dog's breathing so we screened her and found reduced contractility, elevated troponin, but

normal BNP. Changing diet on both dogs to Pro Plan Sensitive Skin/Stomach Salmon and will recheck in 3

FDA-CVM-FOIA-2019-1704-008102



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: 7

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain 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-380714

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=397723

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

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

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

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

FDA-CVM-FOIA-2019-1704-008103



you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380714
ICSR; 2063118

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 18:16:40 EST

Reported Problem: Problem Description:  BEG diet being fed to 7 dogs. We evaluated her other doq B6 iwhohada

murmur and elevated BNP, with reduced contractility and Blavatad troponin found
_ On exam (see previous report 2061171). Owner worried about this dog's
breathing so we screened her and found reduced contractility, elevated troponin,
but hormal BNP Changing diet on both dogs to Pro Plan Sensitive Skin/Stomach

i Bs iGolden 3 years B months B6 -Golden 8 years 9 months

Date Problem Started: 01/14/2019

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Information: Product Name: Taste of the Wild Sierra Mountain Dry
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use  pescription: . Please see diet history for additional information
Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Name: i B6 |
Type Of Species: Dog
Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered
Weight: 25.8 Kilogram
Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product:

Number of Animals 2

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

B6

Phone;

Email:

- B6

Unlted States

Address i

Healthcare Professional practice Name:  Tufts Cimmings School of Veterinary Medicine

FOUO- For Official Use Only 1
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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: Phone: 5088874523
Email: | lisa.freeman@tufts.edu

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Atftachment: rpt_medical_record_preview.pdf

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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Report Details - EON-376363
ICSR; 2061172

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-01-14 17:14:59 EST

Reported Problem: Problem Description:  Eating BEG diet. developed DCM and CHF 4/11/18 Owner changed diet to Royal

Canin Early Cardiac and dog has improved significantly. Will recheck again in 3
_months. Have not gotten approval for you o contact owner but sent an email today

Date Problem Started: 04/11/2018

Concurrent Medical No
Problem:

Outfcome to Date: Better/Improved/Recovering

Product Information: Product Name: = Zignature kangaroo dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use Description: = See diet history for more details. Zignature Sept 2017-April
Information: 2017 Acana Pork/Squash before that
Manufacturer

/Distributor Information:

Purchase Location
Information:

Animal Information: Name: : B6 |
Type Of Species: Dog
Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered
Weight: 26.3 Kilogram

Age: iB6} Years

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name:
Phone:é B 6
Email:|

Address: ; B 6

United States
Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine
Information: _

Contact: Name: = lisaFreeman
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: rpt_medical_record_preview BG pdf

Description: Records
Type: Medical Records

FOUO- For Official Use Only 2
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification§

10/8/2018 7:28:33 PM

B6

Pro Plan Savory dry - chicken: Lisa Freeman - EON-367850

2055797-report.pdf; 2055797-attachments.zip

A PFR Report has been received and PFR Event [EON-367850] has been created in the EON System.

A "PDF" report by name "2055797-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 "2055797-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-367850

ICSR #: 2055797

EON Title: PFR Event created for Pro Plan Savory dry - chicken beef or lamb (1 cup TID); 2055797

AE Date B6 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Retriever - Labrador
Age 7 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055797
Product Group: Pet Food

Product Name: Pro Plan Savory dry - chicken, beef, or lamb (1 cup TID)
Description: Presented to ER o

B6 E‘for CHF and DCM (had rads at RDVM for cough). Full echo on

8/28/18. Unlikely to be associated with diet but reporting because he is sometimes fed the lamb formula Pro Plan.

Taurine WNL

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

Product Name Lot Number or ID | Best By Date

Pro Plan Savory dry - chicken, beef, or lamb (1 cup TID)

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.cov/eon//browse/EON-367850

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=384772

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-367850
ICSR; 2055797

Type Of Submission: Initial
Report Version: FPSR.FDA.PETF.V.V1
Type Of Report: Adverse Event (a symptom, reaction or disease associated with the product)
Reporting Type: Voluntary
Report Submission Date: 2018-10-08 15:17:24 EDT
Reported Problem: Problem Description:  Presented to ER on_ B8 _ifor CHF and DCM (had rads at ROVM for cough).
Full echo on 8/28/18 Unlikely to be associated with diet but reportmg because he
_Is somefimes fed the lamb formula Pro Plan. Taurnine WNL ,
Date Problem Started::  "Be |
Concurrent Medical Yes
Problem:
Pre Existing Conditions:i B6
Outcome to Date. Stable
Product Information: Product Name: Pro Plan Savory dry - chicken, beef, or lamb (1 cup TID)
Product Type: Pet Food
Lot Number:

Package Type: BAG

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Animal Information: Name:. | B6:
Type Of Species: Dog
Type Of Breed: Retriever - Labrador

Gender: Male

Reproductive Status: Neutered
Weight: 37.7 Kilogram
Age: 7 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product;

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: -------- B6 | i
Phone:.:._._._._._.é_é._._ |
Email:! B6

Address: |

Unlted States

Healthcare Professional Ppractice Name:  Tufts Cummings School of Veterinary Medicine
Information: ’

Contact Name: Lisa Freeman

Phone: (508) 887-4523

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

Address: 200 Westboro Rd
North Grafton
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 recordsE_ _Epdf

..... ¥ Ny |
Description: Compiled medical records

Type: Medical Records

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-008112



Foster Hospital for Small Animals

Lummings e
Uterinary Medical Centes I

AT THFEE GhirERETY

All Medical Records
Client: Patient:|_B6_
Address: B 6 Breed:  Labrador Retriever Species: Canine
DOB: | B6 i Sex: Male

(Neutered)

Referring Information

B6

Client: i
Patient:éL B6

Initial Complaint:
Emergency

SOAPText | B6
NEW VISIT (ER)

th

4PM - Clinician, Unassigned FHSA

Presentlng complalnt cardiomegaly
Referral visit? yes
Diagnostics completed prior to visit: CXR {on disk), cardiomegaly,i B6 ;

HISTORY:

Signalment: 7yo NM lab
Current history: Presented for cardiomegaly diagnosed at rDVM. Developed cough and went to rDVM on Tuesday,

day. However, Iast night was coughlng a lot and seemed uncomfortable. Restless last night and th|s morning. Seems to
have increased effort breathing. Productive cough this am. Took to rDVM this am where they took chest rads and saw
cardiogenic pulmonary edema and cardiomegaly. Non-febrile at that time. Was coughing quite a bit previously at
rDVM. No prior ¢/s/v/d/PU/PD. This past week had decreased appetite and lethargic.

Prior medical h|story Hx of kennel cough last year. Was boarded again last week. Other dog doesnt show any signs. Hx
of s B6 iTakes B6 ifrom June throuhout summer. ! B6 5

Current medications:i B6 i Got; B6 ithis morning.

Diet: Purina ProPlan.

Vaccination status/flea & tick preventative use: UTD. Flea/tick and heartworm preventative. Just had heartworm test

Page 1/27
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Client:

Patient: BG
(negative)
Travel history: None

EXAM:

B6

C/V: grade IV-V/VI L systolic heart murmur, thready pulse quality, no arrythmia ausculted

ASSESSMENT:

Al: Heart murmur, cardiomegaly, r/o DCM, CHF

- B6

~ B6

Diagnostics completed: NOVA

Diagnostics pending: CBC/Chem, cardio consult

Client communication:
Told O that gavef B6 Also told them that he had significant heart murmur today. On rads he has

oxygen supplementation. O asked if common to see acute signs with DCM. Told O that likely had minor progreesive
changes culminating in breathing difficulty. O asked if fluid could be related to pneumonia. Told O that unlikely, but

Page 2127
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Client:

Patient: BG
with contractility. Also informed O that with DCM are at risk for arrhythmia, which we havent noticed yet but he may
need medication for if he develops it. O asked if drugs might shrink his heart. Told it likely won't make a significant
difference in heart size. However, may shrink heart enough to relieve any compression on trachea and may help with
relieving cough. rDVM was worried that cardiomegaly was contributing to his coughing. Told O that coughing is likely
related to pulmonary edema. O asked about prognosis and told them that the goal is 6 months without another
episode of failure. Some dogs may live longer than that, but on average they generally come back in failure in 6
months. O asked when they might be able to take him home, told them likely Monday. O was very distressed about 6
month timeline, was very surpirsed and upset. Told O that we frequently have dogs live past the 6 months, but it is
hard for us to tell beyond that. Told O that he will need to be on medications and have follow-up with Cardio. O asked if

he can go back to his normal acitivty levels. Told O that he will need to have pretty strict exercise restriction and that
Cardio will guide them further.

SOAP approved (DVM to sign):i B6 | DVM ECC Resident
SOAPText| BG | 9:40AM B6
7 yo MN LRT

- Coughing since start of the week, initially received doxy b/c boareded at week; not febrile at rDVM

Subjective:
- BAR, friendly, lovely dog

Objective:
B6
CVS: 3-4/6 systolic left murmur, crt normal, pulses SS, mmbr PM, peripheral limbs warm

Assessment:
1. CHF, suspected secondary to DCM

Plan:

Page 3/27
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Client: B 6

Patient:

Disposition/Recommendations

Page 4127
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Client:
Patient:

B6
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Client: B 6

Patient:

bumminas

Veterinary Medical Centes

AT FTUFEE DRl &R

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: . B6 Patient: | B6

Veterinarian: Species:  [Canine

Patient ID: B6 Breed: Labrador Retriever

Visit ID: Sex: Male (Neutered)

Lab Results Report Age B8 Fers Od

Nova Full Panel-ICU i Accession IDLBG

|'1'est [Results IReference Range IUnits
S0O2% 94 - 100 %

HCT (POC) 38 - 48 %

HB (POC) e e o/dL
NA (POC) 140 - 154 mmol,
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 me/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
CA/MG 0-0 mol/mol
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L,
A 0-0 mmHg
NOVA SAMPLE 0-0

6/27 B6

Printed Monday, October 08, 2018
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Client: B 6

Patient:
N — ”
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
PH B 6 7337 - 7.467
PCO2 36 - 44 mmilg
PO2 80 - 100 mmiTg
HCO3 18 - 24 mmol/L,
Nova Full Panel-ICU ___B6__10:02:12PM Accession ID:| B6
|Test Results IReference Range IUnits
WBC (ADVIA) 44-151 KAL
RBC(ADVIA) 58-85 ML
HGB(ADVIA) 13.3-20.5 g/dL
HCT(ADVIA) 39-55 %
MCV(ADVIA) 64.5-77.5 L.
MCH(ADVIA) 21.3-25.9 g
MCHC(ADVIA) B6 31.9-34.3 g/dL
RDW (ADVIA) 11.9-15.2
PLT(ADVIA) 173 - 486 KAL
MPV (ADVIA) 829-13.2 fl
PLTCRT 0.129 - 0.403 %
RETIC(ADVIA) 02-16 %
RETICS (ABS) ADVIA 14.7-1137 KAL
Nova Full Panel-ICU B 10:02:28PM Accession ID: _B6
|Test |Results IReference Range IUnits
GLUCOSE 67- 135 mg/dL
UREA 8-30 mg/dL
CREATINING 0.6-2 mg/dL,
PHOSPHORUS 26-72 mg/dL,
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS B6 23-42 g/dL
AJ/G RATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 3.7-54 mEq/L
{CO2 (BICARB) 14 -28 mEq/L
AGAP 8-19
NA/K 29-40

7127 B6

Printed Monday, October 08, 2018
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Client:
Patient: B 6

T BILIRUBIN 0.1-03 mg/dL

D.BILIRUBIN 0-0.1 mg/dL

I BILIRUBIN 0-02 mg/dL

ALK PHOS 12 - 127 U/L

GGT 0-10 U/L

ALT 14 - 86 U/L

AST 9-54 U/L

CK 22 -422 U/L

CHOLESTEROL 82 -355 mg/dL

TRIGLYCERIDES 30 - 338 mg/dl

AMYLASE 409 - 1250 U/L

OSMOLALITY (CALCULATED) 291 - 315 mmol/L

COMMENTS (CHEMISTRY) 0-0

Nova Full Panel-ICU . B6__ 10:02:07PM Accession ID: | :

Test Results IReference Range IUnits

SEGS% 43 - 86 %

LYMPHS% 7-47 %

MONOS% 1-15 %

SEGS (AB)ADVIA B6 28-11.5 Kl

LYMPHS (ABS)ADVIA 1-438 K/l

MONOS (ABS)ADVIA 01-15 K/l

WBC MORPHOLOGY 0-0

No Morphologic Abnormalities

RBC MORPHOLOGY 0-0

No morphologic abnormalities

Nova Full Panel-ICU BG 110:49:36 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

Nova Full Panel-ICU . B6  11:4225AM Accession ID:{ B6 |

|Test Results IReference Range IUnits

SO02% 94 - 100 %

HCT (POC) 38 -48 %

HB (POC) 12.6- 16 o/dL,

NA (POC) B6 140 - 154 mmol/L.

K (POC) 36-48 mmolL

CL(POC) 109 - 120 mmol/L

CA (ionized) 1.17-1.38 mmol/L

MG (POC) 0.1-04 mmol/L
. 827 B6

Printed Monday, October 08, 2018
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Client: B 6

Patient:
GLUCOSE (POC) 80 - 120 mg/dL
LACTATE 0-2 mmol/L,
BUN (POC) 120-28 mg/dL
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmol/L,
nCA 0-0 mmol/L
nMG 0-0 mmol/L
GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEecf B 6 0-0 mmol/L
BEDb 0-0 mmol/L
A 0-0 mmHg
NOVA SAMPLE 0-0
Fi02 0-0 %
PCO2 36 -44 mmHg
PO2 80 - 100 mmHg
PH 7.337 - 7.467
PCO2 36-44 mmHg
PO2 80 - 100 mmHg
HCO3 18-24 mmol/L,
Nova Full Panel-ICU B6 i11:47:47 AM Accession ID:|_B6_|
|Test |Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
PEN B6 0-0 %
TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU 8/28/2018 5:24:21 PM Accession ID:; B6 |
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN BG 28-4 g/dL
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29 - 40

9127 B6

Printed Monday, October 08, 2018
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Client: :
Patient: | B6

e

T BILIRUBIN

DBILIRUBIN

[ BILIRUBIN

ALK PHOS

ALT

AST

CHOLESTEROL

OSMOLALITY (CALCULATED)
COMMENTS (CHEMISTRY)
Slight hemolysis; Slight lipemia

Nova Full Panel-ICU

B6

8/28/2018 5:27:40 PM

0.1-03 mg/dL
0-0.1 mg/dL
0-0.2 mg/dL
12 -127 U/L

14 - 86 U/L
9-54 U/L
82-355 mg/dL
291 -315 mmol/L
0-0

Accession ID:: B6 |

Limimsmimim e

|Test |Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
. 10127 B6
Printed Monday, October 08, 2018
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Client:
Patient: BG
RDVM B6 referral_____B___s_____'
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Client:
Palt?:nt: B 6

Taurine Level
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Clifznt: B6

Patient: |
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Clifznt: | B 6

Patient:

Amino Acid Labs Taurine results 8/28/18
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Client:
Paltei::;t: B 6

Amino Acid Labs Taurine results 8/28/18
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Client:
Palt?:nt: B 6

Amino Acid Labs Taurine results 8/28/18
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Amino Acid Labs Taurine results 8/28/18

Cﬂgﬁm

ik %%k.% @.aﬁ Tl qﬁnﬁﬁm @i il o ; - 0 i #
. “Em;.aﬁ%%ég i??%%% TR g@%i i ig,g%%a

F ! %%%jﬁ%&-mﬁu ............ A ..
T L i?@a%?ﬁ%@&%

WNM@ 17/27

FDA-CVM-FOIA-2019-1704-008129



Client:
Patient:

B6

Vitals Results

B6

7:19:38 PM
7:19:39 PM
7:19:40 PM
7:19:41 PM
8:01:18 PM
10:51:29 PM
10:51:30 PM
10:52:15PM
10:55:36 PM
11:11:46 PM
11:15:36 PM
11:59:29 PM
11:59:30 PM
1:06:28 AM
1:06:38 AM
1:06:39 AM
1:07:29 AM
1:16:20 AM
1:16:30 AM
1:16:40 AM
1:24:55 AM
1:59:16 AM
1:59:17 AM
2:00:45 AM
3:07:42 AM
3:07:43 AM
3:08:14 AM
3:51:34 AM
3:51:49 AM
3:51:50 AM
3:56:33 AM
4:53:31 AM
4:53:41 AM
4:53:42 AM
5:05:59 AM
5:47:32 AM
5:47:33 AM
5:47:43 AM
6:58:01 AM
6:58:02 AM

Heart Rate (/min)
Respiratory Rate
Temperature ()
Lasix treatment note
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Lasix treatment note
Respiratory Rate
Eliminations
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Catheter Assessment
Temperature ()
Amount eaten
Eliminations
Cardiac rhythm
Heart Rate (/min)
Nursing note
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Catheter Assessment
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
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Client:
Patient: B 6
Vitals Results

6:58:10 AM Respiratory Rate
7:36:37 AM Weight (kg)
7:36:43 AM Eliminations
7:36:58 AM Respiratory Rate
7:40:41 AM Amount eaten
7:40:57 AM Cardiac rhythm
7:40:58 AM Heart Rate (/min)
8:15:42 AM Lasix treatment note
8:57:02 AM Cardiac rhythm
8:57:03 AM Heart Rate (/min)
8:57:12 AM Respiratory Rate
9:02:45 AM Catheter Assessment

B 6 9:02:59 AM Eliminations
9:58:29 AM Respiratory Rate
11:03:50 AM Respiratory Rate
11:36:45 AM Respiratory Rate
11:36:53 AM Heart Rate (/min)
11:42:00 AM Eliminations
12:53:35PM Respiratory Rate
1:51:27 PM Amount eaten
2:11:08 PM Respiratory Rate
2:32:31 PM Lasix treatment note
2:32:41 PM Catheter Assessment
2:46:00 PM Respiratory Rate
2:50:43 PM Eliminations
4:29:41 PM Weight (kg)
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Client:
Patient:

B6

RDVM,

B6
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Client:
Palt?:nt: B 6

RDVM B6 *Radss B6
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Client: B 6

Patient:

RDVM, B6 *Radsi B6 !
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Client:

Patient:
Patient History
06:37 PM UserForm
7:19 PM Vitals
7:19 PM Vitals
7:19 PM Vitals
7:19 PM Vitals
7:19 PM Vitals
8:01 PM Vitals
8:13 PM Prescription
9:.00 PM UserForm
9:24 PM Purchase
9:24 PM Purchase
9:25 PM Purchase
9:25 PM Purchase
9:25 PM Purchase
9:58 PM Purchase
10:02 PM Purchase
10:.02 PM Purchase
10:06 PM Purchase
10:06 PM Purchase
10:49 PM Labwork
10:51 PM Treatment
B 6 10:51 PM Vitals
10:51 PM Vitals
10:52 PM Treatment
10:52 PM Vitals
10:55 PM Vitals
10:55 PM Treatment
11:11 PM Treatment
11:11 PM Vitals
11:11 PM Treatment
11:15 PM Treatment
11:15PM Vitals
11:59 PM Treatment
11:59 PM Vitals
11:59 PM Vitals
1:06 AM Treatment
1:06 AM Vitals
1:.06 AM Treatment
1:06 AM Vitals
1:06 AM Vitals
1:.07 AM Treatment
1:.07 AM Vitals
1:16 AM Treatment
1:16 AM Vitals
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Client:

B6

Patient:

Patient History
01:16 AM Treatment
01:16 AM Vitals
01:16 AM Treatment
01:16 AM Vitals
01:24 AM Treatment
01:24 AM Vitals
01:59 AM Treatment
01:59 AM Vitals
01:59 AM Vitals
02:00 AM Vitals
03:07 AM Treatment
03:07 AM Vitals
03:07 AM Vitals
03:08 AM Treatment
03:08 AM Vitals
03:51 AM Treatment
03:51 AM Vitals
03:51 AM Treatment
03:51 AM Vitals
03:51 AM Vitals
03:56 AM Treatment

B 6 03:56 AM Vitals
04:53 AM Treatment
04:53 AM Vitals
04:53 AM Treatment
04:53 AM Vitals
04:53 AM Vitals
05:05 AM Treatment
05:05 AM Vitals
05:06 AM Treatment
05:47 AM Treatment
05:47 AM Vitals
05:47 AM Vitals
05:47 AM Treatment
05:47 AM Vitals
06:58 AM Treatment
06:58 AM Vitals
06:58 AM Vitals
06:58 AM Treatment
06:58 AM Vitals
07:36 AM Treatment
07:36 AM Vitals
07:36 AM Treatment
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Client:

B6

Patient:
Patient History
7:36 AM Vitals
7:36 AM Treatment
7:36 AM Vitals
7:40 AM Treatment
7:40 AM Treatment
7:40 AM Vitals
7:40 AM Treatment
7:40 AM Vitals
7:40 AM Vitals
8:15 AM Vitals
8:16 AM Treatment
8:57 AM Treatment
8:57 AM Vitals
857 AM Vitals
8:57 AM Treatment
8:57 AM Vitals
9:.02 AM Treatment
9:.02 AM Vitals
9:02 AM Treatment
9:02 AM Vitals
B 6 9:11 AM Purchase
9:22 AM Purchase
9:52 AM UserForm
9:58 AM Treatment
9:58 AM Treatment
9:58 AM Vitals
10:04 AM Deleted Reason
11:.03 AM Treatment
11:03 AM Vitals
11:29 AM Treatment
11:31 AM Purchase
11:.36 AM Treatment
11:36 AM Vitals
11:.36 AM Treatment
11:36 AM Vitals
11:42 AM Treatment
11:42 AM Vitals
11:42 AM Treatment
11:42 AM Purchase
11:47 AM Labwork
12:53 PM Treatment
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Client:

B6

Patient:

Patient History
12:53 PM Vitals
01:51 PM Treatment
01:51 PM Treatment
01:51 PM Vitals
02:11 PM Treatment
02:11 PM Vitals
02:30 PM Prescription
02:31 PM Prescription
02:32 PM Vitals
02:32 PM Treatment
02:32 PM Treatment
02:32 PM Vitals
02:34 PM Purchase
02:46 PM Treatment
02:46 PM Vitals
02:50 PM Treatment

B 6 02:50 PM Vitals
03:05 PM UserForm
12:25 PM Appointment
04:00 PM UserForm
04:00 PM Purchase
04:04 PM Treatment
04:29 PM Vitals
04:49 PM Purchase
05:24 PM Purchase
05:27 PM Labwork
06:02 PM UserForm Cardio Discharge - DCM CHF Form Saved to

Record

06:17 PM Prescription
06:19 PM Purchase E
09:54 AM Prescription
09:54 AM Purchase
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