Report Details - EON-388254
2067175

ICSR:

Type Of Submission: Initial

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

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

Report Submission Date: 2019-05-20 10:56:29 EDT

Reported Problem: Problem Description:

_ Patient presented to the UF Cardiology Service after roughly two weeks of

coughing. YWhen coughing initially started, patient was seen by primary care

Amoxicillin, and Vetprofen. On 2/19/19; Bé ipresented to his primary care

veterinarian again He had cyanotic mucols membranes, an enlarged heart and

_pulmonary edema Patient was referred to UF and was diagnosed with Dilated

Date Problem Started:

Concurrent Medical
Problem:

Pre Existing Conditions:

Qutcome to Date:

Cardiomyopathy.
02/20/2019

Yes

Patient was diagnosed with reactive seizures two years ago and was started on
Phenobarbitol (60mg q12) at that time. Patient also receives Spring Valley Fish,
Flax, and Borage Oil once daily and Good Morning Healthy Joints twice daily.

Stable

Product Information: Product Name:

Product Type:
Lot Number:
Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name:
Product Type:
Lot Number:

Product Use
Information:

Manufacturer
IDist_ribu_tor lnformation:_
Purchase Location
Information:

Product Name:
Product Type:
Lot Number:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name:

FOUO- For Official Use Only

. Good Morning Healthy Joints

Other

Description: supplement given twice daily

Spring Valley Fish, Flax, and Borage Ol
Other

Description: supplement given ence daily

Milkbone peanut flavor dry mini treats
Pet Food

Description:  Used as treats

First Exposure 01/01/2012
Date:

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

4Health Salmon and Potato canhed

FDA-CVM-FOIA-2019-1704-001220
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Product Type: Pet Food

Lot Number:

Product Use Dpescription:

Information: First Exposure

Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:

Adverse Event
Abate After
Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

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

1 TPSP fed twice per day
01/01/2016

02/20/2019

3 Years

Yes

Unknown

No

Possibly related

Yes

Manufacturer
[Distributor Information:

Purchase L ocation
Information:

Product Name:
Product Type: Pet Food

_ Pure Balance Salmon and Potato dry

Lot Number:

Product Use
Information:

Description:

First Exposure
Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use
Stopped After the
Onset of the
Adverse Event:
Adverse Event
Abate After
Product Stop:

Product Use
Started Again:

Perceived
Relatedness to
Adverse Event:

Other Foods or
Products Given

1 cup dry food fed twice per day
01/01/2016

02/20/2019

3 Years

Yes

Unknown

No

Possibly related

Yes

FDA-CVM-FOIA-2019-1704-001221




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:

Healthcare Professional

to the Animal
During This Time
Period;

Cattle Dog - Australian (blue heeler, red heeler, Queensland cattledog)

Male

Neutered

24 Kilogram

10 Years

Fair

Owner No
Information

provided:

Practice Name: University of Florida

Information: o ...
Contact: Name: Darcy Adin
Phone; (614) 582-9798
Other Phone: 3522948606
Email: adind@ufl.edu
Address: 2015 SW 16th Ave
2015 SW 16th Avenue
Gainesville
Florida
32608
United States
Sender Information: Name: Darcy Adin
Address: 5015 S\ 16th Ave
2015 SW 16th Avenue
Gainesville
Florida
32608
United States
Contact: 51458209798

Permission To Contact
Sender:

Preferred Method Of
Contact;

Reported to Other
Parties:

e B0
Other Phone: 3522948606

Email: adind@ufl.edu

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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Report Details - EON-388244
2067171

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2019-05-20 10:49:42 EDT

Reported Problem: Problem Description:

Date Problem Started:
Concurrent Medical
Problem;

Pre Existing Conditions:

03/19/2019

Yes

History of dermatologic skin issues, but no other relevant medical history. Patient
is on Heartgard and Seresto collar as preventatives.

Outcome to Date: Stable
Product Information: Product Name: Nudges Chicken Jerkey
Product Type: Pet Food
Lot Number:
Product Use | pescription: 2-3 slices fed 2-3 times per day as a treat
Information: ;64 Exposure 02/01/2019
Date;
Manufacturer
/Distributor Information:
Purchase Location
Information:
Product Name: @ Nubs Chicken Treals
Product Type: Pet Food
Lot Number:
Product Use  pescription: ohe bone once perday as atreat
Information: ¢t Exposure 10/01/2017
Date:
Manufacturer
/Distributor Information:
Purchase Location
Information:
Product Name: Sam's Club Chicken Jerky
Product Type: Pet Food
Lot Number:
Product Use pescription:  fed as treats 2.3 slices, 2-3 times per day
Information: &5t Exposure 01/01/2018
Date:
Manufacturer

/Distributor Information:

Purchase Location
Information:

Product Name:
Product Type:
Lot Number:

Product Use
Information:

FOUO- For Official Use Only

Red Barn Bully‘sticks and slices
Pet Food

Description: treats - 1 slick per day
First Exposure 08/01/2018

1
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Manufacturer
[Distributor Information:

Purchase Location
Information:

Product Name:
Product Type:
Lot Number:

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:

Healthcare Professional
Information:

FOUO- For Official Use Only

Taste of the Wild Pacific Salmon Grain Free
Pet Food

2 cups fed once per day
01/01/2017

Description:

First EXpoéuré
Date:

Last Exposure 03/19/2019

Date:

Time Interval 2 Years
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Unknown
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Possibly related

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

B6 i

R ———— -

American Pit Bull Terrier

Male

Neutered

35.9 Kilogram

7.5 Years

Good

1

1

Owner No
Information
provided:

Practice Name:  University of Florida

Contact: Name:

Darcy Adin

FDA-CVM-FOIA-2019-1704-001229



Sender Information:

Additional Documents:

Phone: (614) 582-9798
Other Phone: 3522948606
_ Email: adind@ufl.edu

Address: 2015 SW 16th Ave
2015 SW 16th Avenue

Name:

Address:

Contact;

Permission To Contact

Sender:

Preferred Method Of

Contact;

Reported to Other

Parties:

Gainesville
Florida
32608
United States
 Darcy Adin

2015 SW 16th Ave

2015 SW 16th Avenue

Gainesville

Florida

32608

United States

Phone: 6145809798

Other Phone: 3522948606
Email: adind@ufl.edu

Yes

Email

None

FOUO- For Official Use Only
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ICSR:

Report Version:
Type Of Report:
Reporting Type:

Reported Problem:

Animal Information:

Report Details - EON-351034

2045680

Type Of Submission:

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2018-04-12 13:51:10 EDT

Product Information:

Problem Description:

 Her disease has been stable Due to reports of DCM related to taurme deﬂclency ,

Date Problem Started:

Concurrent Medical
Problem:;

Pre Existing Conditions:

Outcome to Date:

Product Name:
Product Type:
Lot Number:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
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:

FOUO- For Official Use Only

on grain free diets, a whole blood taurine level was submitted on 3/2/2018 by the
cardiology service Whole blood taurine was 57 (ref range 200-350 critical <150)

_owner was advised to stop current diet and start taurine supplementation

08/04/2016

Yes

Heart murmur first documented 4/3/2016 - 2/6 left basilar systolic

Stable

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

Description: Owner has been feeding daily for several years. Briefly
switched diets for 3 months over 1 year prior but switched
. _back as the Kirkland was better tolerated by the dog's Gl

fract.

Last Exposure 03/09/2018

Date:

Product Use Unknown
Stopped After the
Onset of the

Adverse Event:

Perceived
Relatedness to
Adverse Event:

Possibly related

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

_ Costco Wholesale

Retriever - Golden

Female

Neutered

31.1 Kilogram

11 Years

Good

FDA-CVM-FOIA-2019-1704-001234




Owner Information:

Owner Yes
Information

provided:

Contact:

Address: |

Healthcare Professional
Information:

Practice Name:

Contact:

Address: !

United states

Type of Referred veterinarian

Veterinarian:

Date First Seen: 08/04/2016

Sender Information: Name:

Address:

Contact:

Reporter Wants to
Remain Anonymous:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

B6 |

B6

United States

Phone:

Email:

No

Yes

Email

None

Additional Documents:

FOUO- For Official Use Only
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Accession # 800.183 Species FE
Date CCl46411 Study # 800 Ini 1r dsr
B6
Diagnostic Report:

Summary:
Pyothorax

Isolates:

Dr. Rotstein

e Anaerobic Culture of Thorax fluid- isolates identified using MALDI-TOF:
Filifactor villosus (formerly Clostridium villosumj-many

@)
o
@)
@)

Actinomyces sp-many
Fusobacterium sp-many
Porphyromonas sp-few

e  Acrobic Culture of Thorax fluid-isolates identified MALDI-TOF:

@)

E. coli-few

e  Gram Stain of thorax fluid:
very many gram positive rods & many fungal elements consistent with yeast
e  Mycoplasma culture of thorax fluid:

@)

O

Negative

Organ

Diagnosis

Slide #

Photo

Nervous/Sensory

Brain

NSF

8,9,10

Peripheral Nerve

Eye

Cardiompulmona
ry

Nares

Heart

Trachea

NSF

Lung

Lung:

a. Pleuritis, fibrinosuppurative, subacute,
diffuse, marked with intralesional
bacterial coccobacilli.

b. Atelectasis, marginal, multifocal,
moderate.

¢. Alveolar histiocytosis, multifocal, mild.

1,2

X{O|o|d

Digestive/Hepato
biliary

Liver

NSF

Gall Bladder

Tongue

NSF

Esophagus

NSF

oogit

X = examined
lg = liver glycogen
Severity codes:
1 - minimal
- mild
- moderate
- marked
- severe

[ SRRV )

Extent codes
F - focal
M - multifocal
D - diffuse

Gonad codes
Organ
t - testis
0 - ovary

Stage
i - immature
d -developing
s - spent

FDA-CVM-FOIA-2019-1704-001271



Accession #

800.183

Species

EE

CCl46411

Study #

800 Ini rr dsr

Organ

Diagnosis

Slide #

Photo

Stomach

Intestine

NSF

5,6,7

i

Peritoneum

Salivary Gland

Pancreas

Mesentery

giojioioigp o

Hematopoietic/
Lymphoreticular

Spleen

NSF

Thymus

Lymph Node,
NOS

NSF

3.4

>

Mesenteric
Lymph Node

Tonsil

Bone Marrow

Urogenital

Kidney

NSF

Urinary Bladder

NSF

Repro

oo (0o g gjgio

Musculoskeletal

Diaphragm

A. Diaphragmitis, fibrinosuppurative, subacute, 2.5

diffuse, moderate with intralesional bacterial

cocci.

B. Mpyofiber degeneration,multifocal, mild.

Skeletal Muscle,
NOS

O

Integumentary

Skin

Endocrine

Thyroid Gland

Adrenal Gland

NSF

Parathyroid
Gland

Pituitary Gland

10

Misc

ojioiooyigioio; ogyy (g

X = examined
lg = liver glycogen
Severity codes:
1 - minimal
- mild
- moderate
- marked
- severe

[ SRRV )

Extent codes
F - focal
M - multifocal
D - diffuse

Gonad codes

Organ Stage
t - testis i - immature
0 - ovary d -developing

s - spent

FDA-CVM-FOIA-2019-1704-001272



Accession # 800.183 Species FE
lDate . CCl46411 Study # 800 Ini rr dsr
........ B6
Ancillary Diagnostics:
Test Sample Result Comment

Summary Diagnoses

Pyothorax

Primary Diagnostic Category: Infectious

Linked to Food Exposure: Likely not related

Comments:

The cause of death of this feline is from pyothorax. Mixed bacterial populations were isolated and may represent

post-mortem overgrowth with a sole initiating bacte

David S. Rotstein, DVM, MPVM, Dipl. ACVP

X = examined
lg = liver glycogen

Severity codes: Extent codes
1 - minimal F - focal
2 - mild M - multifocal
3 - moderate D - diffuse
4 - marked
5 - severe

ria.

Gonad codes
Organ
t - testis
0 - ovary

Stage
i - immature
d -developing
s - spent

FDA-CVM-FOIA-2019-1704-001273
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Report Details - EON-384905

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;

2065743

Followup

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2019-04-12 14:38:15 EDT

02/24/2019

2063119

Yes

Problem Description:

Has been regularly rechecked after PDA occlusion. Progressive reduction in left
ventricular contractile function noted on most recent echo. Eating BEG diet.

 Owner changed to Royal Canin Early Cardiac diet and we will recheck in April

Date Problem Started:
Concurrent Medical
Problem:;

Pre Existing Conditions:
Outcome to Date:

Abril cardiology recheck - echo measurements improved overall - eating Royal
Canin Cardiac diet, no additional medications prescribed. PDA remains occluded,
Patient has purposeiully lost weight.

01/02/2019

Yes

PDA - occluded 2018; overweight

Better/Improved/Recovering

Product Name:
Product Type:

Lot Number:

Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

MName:
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

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

Pet Food
BAG
Description: 1/4 cup kibble (divided into 2 meals) 1 thsp cooked chicken
o . BID Owner switched to \Welight Control version of same diet
_ (salmqn, Ientil, green bean)vjust_ a few days befo_re vi_sit v
' 'B6 |
oG~
Chihuahua
Female
Neutered
3.72 Kilogram
9 Years
Good
1
1
Owner Yes
Information
provided:
Contact: Name: :
Phone:i B 6
Email:é

FDA-CVM-FOIA-2019-1704-001382



Healthcare Professional

Sender Information: Name:

Contact:

Information:

Address:

Practice Name:

Contact: Name:

B6

United States

Tufts Cummings School of Veterinary Medicine

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

Address:

Permission To Contact
Sender:
Preferred Method Of
Contact:
Reported to Other
Parties:
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

5088874523
Email: lisa.freeman@tufts.edu

Phone:

Yes
Email

None

NT-proBNP & Diet Hx 4-5-19.pdf
Medical records
Medical Records

Medical record 1 as of 4-12-19.pdf
Medical record to date
Medical Records

FOUO- For Official Use Only
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B6 B4, B6

All Medical Record:
Client: | ____B6 | Patient: | _B6_|
Address: B 6 Breed: Bulldog Cross Species: Canine
DOB: BG Sex: Male
(Neutered)
e Dhioas lBG ...........
Work Bhire: {753 ._'
GellPhone:{ =~ B6 |
Referring Information
._.B6 | B6 B6 L. B6_ ]
Client: | Y
Patient:{ " "B

Initial Complaint:
Emergency

SOAPText | B6 _ 6:17PM-| B4, B6
NEW VISIT (ER)-{ _B6 __}
Doctor: | B4, B6 iDVM

Student:i __B4,B6 __V'19

Presenting complaint: vomiting, anorexia
Referral visit? Yes

Diagnostics completed prior to visit (approximately 2 PM on B6
-CBC: HCT 36.9%, MCV 61.2 fL, LYMPH 0.89 k/uL, EOS 0.01 k/uL
-Chemistry: ALT 256 U/L

-Abdominal radiographs + 1 VD thoracic view available on ER e-mail

HISTORY

this morning, consisting of bile and has not been drinking. Owner does not notice any change in behavior or lethargy
(owner says patient is typically quiet and sleeps a lot). rDVM performed abdominal radiographs and CBC/chem and
referred patient here for further evaluation.

Prior medical history: Ear infections and seasonal atopy managed with shampoos and limited ingredient diet. Adopted

from rescue organization wherﬁ B6 Ewas approximately 9 months old. Patient is hypothyroid; well controlled.

| IR |

Page 1/52
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Patient: _

Current medications: levothyroxine 0.5 mg PO q 12 hrs
Diet: Raw Limited Ingredient Salmon

EXAM

ASSESSMENT
Al: Arrhythmia - suspect atrial fibrillation secondary to enlarged left atrium
A2: Vomiting - r/o gastritis vs pancreatitis vs neoplasia vs obstruction vs other

PLAN

Page 2/52
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HISTORY
Signalment: 10 yr. M/C Bulldog mix o
Current history: Owner states that for the past 3-4 weeks,i B6 ihas been eating random things out of the garbage

this morning, consisting of bile and has not been drinking. Owner does not notice any change in behavior or lethargy
(owner says patient is typically quiet and sleeps a lot). rDVM performed abdominal radiographs and CBC/chem and
referred patient here for further evaluation.

Prior medical history: Ear infections and seasonal atopy managed with shampoos and limited ingredient diet. Adopted

Current medications: levothyroxine 0.5 mg PO g 12 hrs
Diet: Raw Limited Ingredient Salmon - Rawz for about 1.5-2 years, but been on grain free for a long time
Might have tried hydrolyzed food in the past but unsure

EXAM

ASSESSMENT
Al: Arrhythmia - suspect atrial fibrillation secondary to enlarged left atrium
A2: Vomiting - r/o gastritis vs pancreatitis vs neoplasia vs obstruction vs other

Page 3/52
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PLAN

Disposition/Recommendations

Page 4/52
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Client: _
Patient:i B6

Page 5/52
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B4, B6

Client: i B6 Patient: || B6 1
Veterinarian: Species:  |Canine
PatientID: i___B6 i Breed: Bulldog Cross
Visit ID: Sex: Male (Neutered)
Lab Results Report Age: 10.02 Years Old
Nova Full Panel-ICU BG.BSZZS PM Accession ID:BG
|'1'est IResults ..... IReference Range IUnits
SO2% 94 - 100 %
HCT (POC) 38 - 48 %
HB (POC) 12.6-16 g/dL
NA (POC) 140 - 154 mmol/L,
K (POC) 36-48 mmol/L.
CL({POC) 109 - 120 mmol/L,
CA (ionized) 1.17-1.38 mmol/L
MG (POC) 01-04 mmol/L,
GLUCOSE (POC) 80 - 120 mg/dL
LACTATE 0-2 mmol/L
BUN (POC) B 6 12 -28 mg/dL
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmol/l,
nCA 0-0 mmol/L
MG 0-0 mmol/L
GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEect 0-0 mmol/L
BEDb 0-0 mmol/L,
A 0-0 mmHg
NOVA SAMPLE 0-0
- 6/52 ...B6 | ..B6_|
stringsod

Printed Monday, October 08, 2018
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Client: i

Patient: i
F102 0-0 %
PCO2 36-44 mmHg
PO2 80 - 100 mmHg
PH B 6 7.337 -7.467
PCO2 36 -44 mmHg
PO2 80 - 100 mmHg
HCO3 18-24 mmol/L
Nova Full Panel-ICU B S Accession ID:!  B6
Test |Results IReference Range IUnits
HW ANTIGEN-CANINE 0-0
LYME C6 0-0
A PHAGO/PLATYS 0-0
E CANIS/EWINGI 0-0
Nova Full Panel-ICU L B6 8:54:13PM Accession ID: | Bg :
|Test IResults ..... ] IReference Range IUnits
WBC (ADVIA) 44-15.1 KL P
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) 21.3-259 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 il
PLTCRT 0.129 - 0.403 %
RETIC(ADVIA) 02-16 %
RETICS (ABS) ADVIA 14.7 - 113.7 KL
COMMENTS (HEMATOLOGY) 0-0
Nova Full Panel-ICU i B6  8:54:27PM 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

- 7152 {_Bs_| ..B6 |

strinasof
I Printed Monday, October 08, 2018

Page 7152
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Patient: | B 6'
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 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
6068 Result(s) verified
CHOLESTEROL 82-355 mg/dL
TRIGL YCERIDES 30 - 338 mg/dl
AMYLASE 409 - 1250 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
Nova Full Panel-ICU | B6 8:54:11PM Accession ID:| Bg |
|Test Results IReference Range IUnits
SEGS% 43 - 86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
SEGS (AB)ADVIA 28-11.5 Kl
LYMPHS (ABS)ADVIA 1-438 K/l
MONOS (ABS)ADVIA 01-1.5 K/l
WBC MORPHOLOGY 0-0
Occasional reactive lymphocytes
ACANTHOCYTES 0-0
KERATOCYTES/BLISTER CELLS 0-0
POIKILOCYTOSIS 0-0
SCHISTOCYTES 0-0
SPHEROCYTES 0-0
Nova Full Panel-ICU B 313300 M Accession ID: lBG
Test RS IReference Range IUnits
CBC Review 0-0

See comment.

Poikilocytosis can be associated with liver disease and vascular pathology among other causes; it is a nonspecific

stringsod

8/52
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Client: L
Patient: l

finding; B4,B6 DVMPhD DACVP

Nova FullPanel-ICU L _______ B _6_._._._.‘?:54:00 PM Accession ID: lBG:

|Test IResults ....... IReference Range IUnits

T4/TOSOH B6 1-4.1 ug/dl

Nova Full Panel-ICU Be  8:58:31 PM AccessionID: | B |

|Test Results IReference Iéange IUnits

TS (FHSA) Fr— 5o o7l

POV * B 6 0-0 %

TS (FHSA) 0-0 g/dl
. 9152 | B6 | . B6 |

string

Page 9/52
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Client: i

K i S i ]

Patient: { "Be |

RDVM | B6

imedical records 5/31/18-10/4/18

[—

o

S

|1

W

Page

o |
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Client: |_____| B6 ...

Patient: | B6 |
RDVM B6 imedical records! B6
PAGE:
OWNER'S
PATIENT
NAME HAME
DATE
o’ | soap MEDICAL RECORD

Page

11/52

FDA-CVM-FOIA-2019-1704-001446



Client: »,,. B6 :

TS

Patient:; B6 |
RDVM B6 imedical record; B6
PAGE: )
' OWNER'S
PATIENT
NAME ‘ HAME
DATE
“wo. | oar | ¥R ”Egﬂ SOAP MEDICAL RECORD
e
|
Page 12/52
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i medical records

B6

PAGE:
AT OWNER'S
PATIEMNT
NAME | namEe
| oare
5o [ oar R | mo | soa MEDICAL RECORD

Page
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Client BG
Patient:il B6 i

RDVM | B6 ‘medical records; B6

PAGE:
OWNER'S
NAME

PATIENT
NAME
DATE
Mo, | DAV R F?ga SOAP MEDICAL RECORD
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Client: H B6

Patient: | B6
RDVM | B6 Emedical records B6
PAGE:
PATIENT == OWNER'S
NAME MAME
DATE
W [ oar [ VR | no | soas MEDICAL RECORD
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Client: i

Patient: _BG '''''
RDVM! B6 i medical records B 6
PAGE:
OWHER'S
PATIENT
HAME MAME
| oare PROA.
YA MO SOAR

M0 | DAY
|

MEDICAL RECORD

Page
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Client: | B6
Patient: | B6__}
RDVM‘ B6 Emedical records B6
PAGE:
BATIENT a OWNER'S

NAME — NAME

DATE
PROB.
wo | Day | YA MO, | S0aP MEDICAL RECORD

Page
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...............................

Client: | B6

Patient: | B6 1 J
RDVM; B6 imedical records B 6
Ll &,
) PAGE:
PATIENT OWNER'S
NAME NAME
DATE
wo T oar 7| na | soar MEDICAL RECORD

Page 18/52

FDA-CVM-FOIA-2019-1704-001453



Client: l

Patient:;

RDVM

medical records

B6

Page

19/52
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Client: |
Patient:

RDVM!

Emedical recordsi B 6

Page 20/52
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Client: L
Patient: |

B6 |

RDVM

B6

i medical record

B6

Page 21/52
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Client: { _ B6 !
Patient: | B@ |
RDVM BG medical records 5/31/18-10/4/18

Gender. Malg/Castraled
Weight: T0.40 lbs
Age: 10 Years

Species: Canine Doctor:! BE  OVM
Bfﬂfd' | ]
Test Hesults Refarance Inerval LOW MNORMAL HIGH
PoCyie D @@ . 24 PM) 53118
iz ik
RBL 555 - 08T
HGE 131-205
MCH 22259
MCHE 20-318
R 136207 =
SNRETIC
RETIC 1001100
RETIC-HG 923.208
WEC 505 18.76
wMNEL
%LYM
EMOMND
WEQS
NEASY
HEL 285 - 11,64
NG 018- 1,12
BASO 0,00 - 340
AT 144 - 40048
WEY B7-112
POW B1-19.4
PCT 014 - 046
RBC Run VWECRLA
picied; B O 1:32 PM Page 1af2 B 6
N i
Page 22/52
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RDVM B6 medicalrecordi B /G

v Client] B6 | Gender Male/Castrated
i B6 Weight: 7040 bz
Patient Mamei B6 !
Specieys: Caning
Bread:
Test Resuits Reference interal LOW MNORMAL HIGH
Catalyst One 7 439 PMY S
L Th- 143
CREA 05-18 i
Blix 7-27
BUNICREA
PHOS 25-B8
CA Ta-120
™ £2-82
ALE 21-38
08 dh.ab
BLHP 73-212
GET =11
TBiL ]
CHOL 116 - &30 i
LiFA 00 1800
LT a4 - 980
K 35-58 |
i
o 108 - 122 I
Oem Calc

Printed. g g “hz PM Page 2 of2 B 4 y B 6

Page 23/52
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Client:
Patient:i B6 i

RDVM B6 Eallergy test results 10/5/16

;-,-_l.-.i-,.:"—,.-";:.i;‘. 17:46 i B4,BS _i i BB i BAGE.._ A

B4, B6

s | B4, B6

Logh: 736495ER

Patient Name: B6 i

Diety Kecommended

- 1ams - Skin & Coat Plus Response FF: Potato,

herring meal, catfish, animal fat, beet pulp, fish

digest (Dry)

- FirstMate - Grain Free Wild Tuna Formula:

Tuna, water, potato, kale (Can)

. FirstMate - Grain Free Salmon Formula: Wild

bonelesy/skinless salmon, water, potato, kale (Can)

- Hill's - d/d Canine Salmon Formula: Water, o
salmon, potate, ﬁﬁhiﬁ'iii}éﬂ.'iiﬁﬁfﬁ protein, ' &
soybean oil, fish oil, powdered cellulose (Can)

- Brothers Complete - Bare Bites: Beef liver
(Treat)

- Capine Caviar - Turkey: Turkey, water, torkey
Jiver, guar gum (Can); Can be mixed with potato
« Canine Caviar - Duck: Duck, duck liver, sweet
potatoes, water, guar gum (Can)

- Hill's - d/d Canine Duck Formula; Water, duck,
potato, duck liver, potato starch, soybean oil,
powdered cellulose, fish oil (Can)

- Hill's - &/d Canine Venison Formula: Water,
vemison, potatoes, potato starch, potato protein,
soybeaa oil, powdered cellulose, fish oil (Can)

- Camine Caviar - Venison: Venison, water,
venison tripe, venison liver, guar gum (Can); Can
be mixed with potato

- lams - Response KO: Oat flour, kangaroo,
capola meal, animal fat, beet pulp, fish il (I'ry)

- Canine Caviar - Reaver: Beaver, water, guar m e —— — |
gum (Can)

« Canine Caviar - Buffalo: Buffale, water, guar

SELTEE

Euiarruba culckiobaeom » laem famecom * Hill's hills
pp. o + Mo nateo som < Roysd Canm myalCaanus ~ Wellnosd e

Page 24/52
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Client: |
Patient: |’

RDVM

B6 allergy test results 10/5/16

18/85/ 281

B R : B6 ! PAGE  B3/83

ke B4, B6

B4,B6 | Test Results B4. B6
Date Received: %T}Izmﬁ aie Ketumed m 0186 Dr.:i B4,B6 | )
Clinie: 4 B6 i .l.cmu.ﬂt No:%___ _B6 ___ i
S SemmenI T I,
o Sum?mdm;g__ BeZip/Postal Codei_B6_Fountry:
Phooes  B6 1 FAX:: B6 !
Logh: 256495ER Pat_ggg_t_g{ggg:*_ ...... 35 Breed: Bulldog Mix Age: Tyr M Speciess Dog ]
{}wnﬂ' s First hm.- B6 §_ Owoer's Last Name: - B6 1
PRIMARY FOODS
Allergen Class Score  Allergen Class Seore
Exg Milk
Salmon Wheat:
e o Janation of Results;
Sovhean Pork Exp ey
Beel ™ Turkey” i R — (lasser [, L 14, 5 and 6 peproscnt levels
A f IgE sotibody gpecific for  the
Chicken Lausly : respective allergen. Consider Class 3 kevel
ED md greates for allergon e theragy.
] | Sr: lass ] Clasy 6- Ulra bigh level
. %&L %MH %ﬂﬁfﬂ ; s L gk
Salmon 0 Wheat 9 S
Comn ] ‘-’TR,-":?'-\ 3 Class 2 Low level
Soybean 1 Pork 0 Class. 1- Very low jevel
?‘.EEL 1 T_u,rkE}r 0 Ilnse Do dbasotorandeioctable
Chicked 2 <Lamb) 3
Dhick ] Potato 0
Rabbit ] Vemison L
Yeast 0 Pea 0
Oat 0 Batley 0 B 4 B 6
M P L. PANE )
Allergen  ClassSeore  Allergen Class Score
Penicillium Cladosporium d |
Aspergillus Mucor
Alternaris Helminthosprium M
Fusarium Stemphylium 2
Ehizopus Auvrecbasidium
Phoma Epicoccum

s YERY IMPORTANT** Please read

_ Y
IF REQUESTED b
FOODS AND SPECIAL PANELS ON THTS PAGE y
Flea hypersensitivity is &
mlti-companent
tiscase. I s not alwayi
toally IE antibody-
medinted. MNegative in
J ¥ilro 1es probebly
Indicstes & Type IV
Cell-medizted {Delayed-
tpe Hyperseasitivy )
VETERINARIAN
Page 25/52
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B6

4:57:35PM
4:57:36 PM
4:57:37PM
4:57:38 PM
7:23:44 PM
7:23:45PM
7:23:46 PM
9:34:16 PM
10:12:31 PM
10:12:32 PM
10:12:52 PM
11:52:54 PM
11:52:55PM
11:53:07 PM
11:53:16 PM
1:00:47 AM
1:00:48 AM
1:37:16 AM
1:38:12 AM
1:50:37 AM
1:50:38 AM
2:49:03 AM
2:49:04 AM
3:35:48 AM
3:36:03 AM
3:36:04 AM
4:44:11 AM
4:44:12 AM
5:37:23 AM
5:37:33 AM
5:38:50 AM
5:39:04 AM
5:39:36 AM
6:30:19 AM
6:30:20 AM
7:28:56 AM
8:01:55 AM
8:01:56 AM
8:55:50 AM

Heart Rate (/min)
Respiratory Rate
Temperature ()
Weight (kg)
Heart Rate (/min)
Temperature (F)
Respiratory Rate
Amount eaten
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Eliminations
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Catheter Assessment
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm
Heart Rate (/min)
Weight (kg)
Eliminations
Respiratory Rate
Catheter Assessment
Temperature (F)
Cardiac rhythm
Heart Rate (/min)
Respiratory Rate
Cardiac rhythm
Heart Rate (/min)
Cardiac rhythm

Page 26/52
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Patient: |

Vitals Results

8:55:51 AM Heart Rate (/min)
8:56:45 AM Catheter Assessment
10:04:36 AM Cardiac rhythm
10:04:37 AM Heart Rate (/min)
10:05:26 AM Respiratory Rate
11:.07:25 AM Cardiac rhythm
11:07:26 AM Heart Rate (/min)
11:12:49 AM Respiratory Rate
11:13:11 AM Eliminations
12:20:08 PM Blood Pressure (mmHg)
12:28:05 PM Cardiac rhythm
12:28:06 PM Heart Rate (/min)
12:55:30 PM Cardiac rhythm
12:55:31 PM Heart Rate (/min)
1:40:43 PM Cardiac rhythm
1:40:44 PM Heart Rate (/min)
1:42:42 PM Respiratory Rate
1:42:50 PM Catheter Assessment
2:56:24 PM Cardiac rhythm
2:56:25 PM Heart Rate (/min)

B 6 3:50:38 PM Cardiac rhythm
3:50:39 PM Heart Rate (/min)
3:51:17 PM Respiratory Rate
4:53:34 PM Cardiac rhythm
4:53:35PM Heart Rate (/min)
5:26:51 PM Weight (kg)
5:27:11 PM Catheter Assessment
5:27:40 PM Eliminations
5:28:37 PM Cardiac rhythm
5:28:38 PM Heart Rate (/min)
5:31:07 PM Respiratory Rate
5:31:19 PM Temperature (F)
5:42:41 PM Amount eaten
6:26:38 PM Cardiac rhythm
6:26:39 PM Heart Rate (/min)
7:11:26 PM Respiratory Rate
7:33:30 PM Cardiac rhythm
7:33:31 PM Heart Rate (/min)
8:37:08 PM Cardiac rhythm
8:37:.09 PM Heart Rate (/min)
9:04:40 PM Catheter Assessment

Page 27/52
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Client: | B6

e ATy = e

Patient:i B6 !

Vitals Results

''''''''''''''''''' 9:04:48 PM Respiratory Rate
10:11:22 PM Cardiac rhythm
10:11:23 PM Heart Rate (/min)
10:36:23 PM Cardiac rhythm
10:36:24 PM Heart Rate (/min)
11:20:49 PM Eliminations
11:20:56 PM Respiratory Rate
11:21:56 PM Cardiac rhythm
11:21:57 PM Heart Rate (/min)
1:40.01 AM Catheter Assessment
1:40:50 AM Cardiac rhythm
1:40:51 AM Heart Rate (/min)
1:41:04 AM Respiratory Rate
3:26:17 AM Cardiac rhythm
3:26:18 AM Heart Rate (/min)
3:26:43 AM Respiratory Rate
3:30:08 AM Cardiac rhythm
3:30:09 AM Heart Rate (/min)
4:27:51 AM Cardiac rhythm
4:27:52 AM Heart Rate (/min)

B 6 5:53:01 AM Cardiac rhythm
5:53:02 AM Heart Rate (/min)
5:55:46 AM Catheter Assessment
5:55:59 AM Amount eaten
5:56:30 AM Respiratory Rate
6:00:21 AM Weight (kg)
65:00:27 AM Eliminations
6:00:34 AM Temperature ()
6:41:18 AM Cardiac rhythm
6:41:19 AM Heart Rate (/min)
7:34:31 AM Blood Pressure (mmHg)
7:35:00 AM Cardiac rhythm
7:35:01 AM Heart Rate (/min)
7:35:25 AM Respiratory Rate
8:37:50 AM Cardiac rhythm
3:37:51 AM Heart Rate (/min)
9:59:36 AM Cardiac rhythm
9:59:37 AM Heart Rate (/min)
10:02:17 AM Respiratory Rate
10:02:31 AM Catheter Assessment
10:50:27 AM Cardiac rhythm
Page 28/52
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Client: BG __________
Patient: | B6 |
Vitals Results

10:50:28 AM Heart Rate (/min)
11:29:06 AM Eliminations
11:55:39 AM Cardiac rhythm
11:55:40 AM Heart Rate (/min)
11:55:49 AM Respiratory Rate
12:45:30 PM Cardiac rhythm

B 6 12:45:31 PM Heart Rate (/min)
1:44:51 PM Cardiac rhythm
1:44:52 PM Heart Rate (/min)
2:07:26 PM Respiratory Rate
2:07:35PM Catheter Assessment
2:57:59 PM Cardiac rhythm
2:58.00 PM Heart Rate (/min)

Page 29/52
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Client: | BS i
Patient: | B6 i

ECG from Cardio

i B6 i 10/5/2018 11:54:36 AM

B4, B6

Cardiology

Page 30/52
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i
]
-

Client:
Patient:

ECG from Cardio

i B6 10/5/2018 11:54:52 A

B4, B6

Cardiology

Page 31/52
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Client: |
Patient: |

Patient History

04:57 PM Vitals
04:57 PM Vitals
04:57 PM Vitals
04:57 PM Vitals
05:05 PM UserForm
05:06 PM UserForm
07:23 PM Vitals
07:23 PM Vitals
07:23 PM Vitals
07:23 PM Vitals
08:13 PM UserForm
08:52 PM Purchase
08:53 PM Purchase
08:53 PM Purchase
08:55PM Purchase
08:58 PM Labwork
09:08 PM Treatment
09:28 PM Purchase
09:28 PM Purchase
09:33 PM Treatment
09:34 PM Treatment

B 6 09:34 PM Vitals
10:12 PM Treatment
10:12 PM Treatment
10:12 PM Vitals
10:12 PM Vitals
10:12 PM Treatment
10:12 PM Vitals
10:46 PM Purchase
10:46 PM Purchase
10:46 PM Purchase
11:.52 PM Treatment
11:.52 PM Treatment
11:52 PM Vitals
11:52 PM Vitals
11:53 PM Treatment
11:53 PM Vitals
11:53 PM Treatment
11:53 PM Vitals
01:00 AM Treatment
01:00 AM Vitals
01:00 AM Vitals

Page 32/52
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Client: l

Patient:
Patient History

01:33 AM Treatment
01:37 AM Treatment
01:37 AM Vitals
01:38 AM Treatment
01:38 AM Vitals
01:50 AM Treatment
01:50 AM Vitals
01:50 AM Vitals
02:49 AM Treatment
02:49 AM Vitals
02:49 AM Vitals
03:35 AM Treatment
03:35 AM Vitals
03:36 AM Treatment
03:36 AM Vitals
03:36 AM Vitals
04:03 AM Prescription
04:44 AM Treatment
04:44 AM Vitals

B 6 04:44 AM Vitals
05:30 AM Treatment
05:37 AM Treatment
05:37 AM Treatment
05:37 AM Vitals
05:37 AM Treatment
05:37 AM Vitals
05:38 AM Treatment
05:38 AM Vitals
05:39 AM Treatment
05:39 AM Vitals
05:39 AM Treatment
05:39 AM Vitals
06:30 AM Treatment
06:30 AM Treatment
06:30 AM Vitals
06:30 AM Vitals
06:30 AM Vitals
07:28 AM Treatment
07:28 AM Vitals
07:56 AM Purchase
08:01 AM Treatment

Page 33/52
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Client: | B8 |
Patient:{ _B6 _:
Patient History
""""""""""" 08:01 AM Vitals
8:01 AM Vitals
8:23 AM Purchase
8:55 AM Treatment
8:55 AM Vitals
8:55 AM Vitals
8:56 AM Treatment
8:56 AM Treatment
8:56 AM Vitals
9:09 AM Purchase
9:11 AM Purchase
10:04 AM Vitals
10:04 AM Vitals
10:05 AM Vitals
10:24 AM Treatment
10:25 AM Treatment
10:40 AM UserForm
11:07 AM Treatment
11:07 AM Vitals
11:.07 AM Vitals
B 6 11:12 AM Treatment
11:12 AM Vitals
11:13 AM Treatment
11:13 AM Vitals
11:13 AM Purchase
11:.58 AM Treatment
11:59 AM Purchase
11:59 AM Purchase
12:08 PM Purchase
12:20 PM Vitals
12:20 PM Purchase
12:28 PM Treatment
12:28 PM Vitals
12:28 PM Vitals
12:55 PM Treatment
12:55 PM Vitals
12:55 PM Vitals
1:40 PM Treatment
1:40 PM Vitals
1:40 PM Vitals
1:42 PM Treatment
1:42 PM Treatment

Page
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Patient:! B6
Patient History

01:42 PM Vitals
01:42 PM Treatment
01:42 PM Vitals
02:12 PM Prescription
02:13 PM Purchase
02:42 PM Purchase
02:48 PM Treatment
02:56 PM Treatment
02:56 PM Vitals
02:56 PM Vitals
02:57 PM Treatment
03:50 PM Treatment
03:50 PM Vitals
03:50 PM Vitals
03:51 PM Treatment
03:51 PM Vitals
04:53 PM Treatment
04:53 PM Vitals
04:53 PM Vitals
(05:26 PM Treatment

B 6 (05:26 PM Vitals
05:27 PM Treatment
05:27 PM Treatment
05:27 PM Vitals
05:27 PM Treatment
05:27 PM Vitals
05:28 PM Treatment
05:28 PM Vitals
05:28 PM Vitals
05:31 PM Treatment
05:31 PM Vitals
05:31 PM Treatment
05:31 PM Vitals
05:32 PM Prescription
05:42 PM Treatment
05:42 PM Vitals
05:49 PM Prescription
06:24 PM Treatment
06:24 PM Treatment
06:26 PM Treatment
06:26 PM Vitals

Page
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Client: | B6 i
Patient: | | BG_
Patient History

06:26 PM Vitals
07:11 PM Treatment
07:11 PM Vitals
07:33 PM Treatment
(07:33 PM Vitals
(07:33 PM Vitals
08:37 PM Treatment
08:37 PM Vitals
08:37 PM Vitals
08:59 PM Treatment
09:04 PM Treatment
(09:04 PM Treatment
09:04 PM Vitals
09:04 PM Treatment
09:04 PM Vitals
09:13 PM Purchase
09:13 PM Purchase
10:11 PM Treatment
10:11 PM Vitals
10:11 PM Vitals

B 6 10:36 PM Treatment
10:36 PM Vitals
10:36 PM Vitals
10:38 PM Treatment
11:20 PM Treatment
11:20 PM Vitals
11:20 PM Treatment
11:20 PM Vitals
11:21 PM Treatment
11:21 PM Vitals
11:21 PM Vitals
01:39 AM Treatment
01:40 AM Treatment
01:40 AM Vitals
01:40 AM Treatment
01:40 AM Vitals
01:40 AM Vitals
01:41 AM Treatment
01:41 AM Vitals
03:26 AM Treatment
03:26 AM Vitals

Page
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Patient History

B6

03:26 AM
03:26 AM
03:26 AM
03:30 AM

03:30 AM
03:30 AM
04:27 AM

04:27 AM
04:27 AM
05:52 AM
05:53 AM

05:53 AM
05:53 AM
05:55 AM
05:55 AM
05:55 AM

05:55 AM
05:56 AM

05:56 AM
05:56 AM
06:00 AM
06:00 AM
06:00 AM
06:00 AM
06:00 AM
06:00 AM
06:41 AM

06:41 AM
06:41 AM
07:24 AM

07:34 AM
07:34 AM
07:35 AM

07:35 AM
07:35 AM
07:35 AM
07:35 AM
08:37 AM

08:37 AM
08:37 AM
09:11 AM

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Vitals
Treatment
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Vitals
Treatment
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Purchase

Page
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Client: | B8 |
Patient: | _B6 _|
Patient History

09:59 AM Treatment
09:59 AM Vitals
09:59 AM Vitals
10:.02 AM Treatment
10:02 AM Vitals
10:.02 AM Treatment
10:02 AM Treatment
10:02 AM Vitals
10:33 AM UserForm
10:50 AM Treatment
10:50 AM Vitals
10:50 AM Vitals
11.29 AM Treatment
11:29 AM Vitals
11:47 AM Deleted Reason
11:.55 AM Treatment
11:55 AM Vitals
11:55 AM Vitals

B 6 11:55 AM Treatment
11:55 AM Vitals
11:57 AM Purchase
12:05 PM Prescription
12:05 PM Prescription
12:06 PM Purchase
12:45 PM Treatment
12:45 PM Vitals
12:45 PM Vitals
01:43 PM Treatment
01:44 PM Treatment
01:44 PM Vitals
01:44 PM Vitals
02:07 PM Treatment
02:07 PM Vitals
02:07 PM Treatment
02:07 PM Vitals
02:57 PM Treatment
02:57 PM Vitals
02:57 PM Vitals
02:59 PM Treatment

Page
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B4,B6  B6

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

STANDARD CONSENT FORM

FDA-CVM-FOIA-2019-1704-001475



S oaie  B6

[P

Owner's address: B6
i‘"'m‘lﬂ':rrﬂrn:':.lgtum-: e mt? /
iFthe individal adentting the aninal & sosneone other than the lepal owner,
please comnplietr the portion belowe
Aadthwwized Agerd - Please Print Agerd's Spnahre
Street Adress Date
TownyCiy State Ip

FDA-CVM-FOIA-2019-1704-001476



B4,B6 .~

I OL Yaas Ol Male (Neutered) Bulldog
Cross

Body Weight Weight (ke 0.00

Brachycephalic Consent Form
Anesthesia, Sedation and Hospitalization

FDA-CVM-FOIA-2019-1704-001477
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B6

Owner simature:

B6

FDA-CVM-FOIA-2019-1704-001479



B4, B6

Treatment Plan

B4, B6

Esnmatedchargﬁ

B6

This estimale is based wpon our preliminary &xamination. This is an estimale and is nol the fnal bill Every effort will be made o keep you informed
of the current siatus of your bl throughou! your animals hospiaiizalion. The fingl fee may vary considerably from this estimaled cost

This estimate includes hospitalzaion,
medication, cardiology consult, Boodwaork. ndue’;

LowQy | Low Extended High Extended [N

notinclude surgery, ifindicated Y

Doctor of Recond:

I wnderstand thatno guearantee of successful treatment is made. | certify that | have read and fully
understand the authorization for medical andfor surgical treament, e reason for why such medical
andior surgical reatmentis considered necessary, 85 wel & = advantages and possible
complications, if any. | 8150 assume financial res ponsibility for all charges incurred io s pabenis) |
agreeto pay T6% of the estimated cost at the time ofadmission, Additional deposis wil be required if

patient(s) |5 releassd

Procedural billing isimclusive up to andincluding the estimated duraton of hospitaizaion. Thens wil
be additional expensesifhospitalization extends beyond he speciled duradon

Ihaveread, understand, and agreeioaccepl the conditions of this resimeant plan

Thank you for entru 51”’1;\ us wilh your pels care.

Page 11

addiiional care or procedures are required, [further agreeto pay thebalance of he changes when this |

High Total

Low Total

T5% Depaosit

Srirvted

B6

FDA-CVM-FOIA-2019-1704-001480



B4, B6

: | Canine

“yroee-rears Ol Male (Meotered) Bulldog
Cross
whitefrellow BW:- Werht{ke) 32 .00

Cardiology Consultation
Date:| B6 |
Weight Weight {kg} 32.00
Faspuesting cn-m B6 VM {Emergency & Critical Care Resident)
Attending Cardiclopict
B4, B6
B4, B6

[ ¥ec - in PACS
[ No

Potient locaiion:
ICLU Rumn

Presenting complaint and imporiant concousrent disencec:

Acute onset of V x 24 hours, anorexia for 3 days. Does get mto trash and things at home. History of

hypothyroidiam, skin issues. On Rawz diet at home {grain free).

Cunrent medications and doses:
So loxme
Cerenia 1 mpefke IV g 24 hr n hospital

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

Rawz limited ingredient wild salmon

Key indicaion for consultation: {murmur, arrhythmia, needs fluids, etc}
Afib on telemetry {rate 120-140 bpm} with occasional monomorphic VPCs

Suspect DCM based on TFAST

Quections 1o be ancwered: Cause of arhythmia

k your consullt tme—sencitive? {e g, anesthesia today, owner waiting, trying to get biopsy today)

FDA-CVM-FOIA-2019-1704-001481



[ Yes {explain}:
M No

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

Phvsscal Exoeminats
Heart rate: 120-150
MM Color and CRT: pink

Muscle condition:
[ Normal
M Mild musde loss

Cardiovascular Physical Exam
Murmar Grade:

[ None

o 1 fvi

M v

= v

Regpiraory rate:  30-40
BG5{19): 6

[ Moderate cachexia
! Marked cachexia

v
Hwvivi
= vipwvi

Murmur location/desription: left systolic apical

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

Arterial pulses:
[ weak
M Fair
1 Good
[ Strong

Arthythmia: imepularly wmepular
[ None
[ Sinus arrhythmia
[ Premature beats

Gallop:
e Yo
[ No

[ Imtermitbent

Pulmonary assessments:
] Eupneic
I mild dyspnea
[ Marked dy=pnea
[ Normal BV sounds

Abdomnal exam:
M Normal

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

[ Bounding

I Pulse deficits

H Pulsus paradous
[ Other {describe):

= Bradycardia
H Tachycardia

2 pronounced
[ other:

L Pulmonary Cradkles

L wheezes

Ld Upper airway siridor

H other auscuttatory findings:

[ Abdominal distension

FDA-CVM-FOIA-2019-1704-001482



[ Hepatomegaly [ mild ascites

Echocardiopram Fndings:

General/2-D findings: There is decreased 1V wall thidknesses. The LV cavity size is moderatly ncreased.
The LA is moderstly enlarped. The contractile function is makedly reduced. Subjectively the PA is dilated.
There s no pleural or pericardial effusion. No ascited.

Doppler fandings: 1-2 + MR, Trace TR

Blood Presawe manip):
Cuff size: #4

Limb: RH

JOmmHg

ECG findings:
atrial fibrillation with occasional isolated LV origin VPCs

Radiopraphic findings :
No signs of pulmonary edema

Assesomnent and recommendations:

DCM with atrial fibrillstion and hypotension. The radiographics and physical exam does not suggest that
the patient is currently in CHF, but the LA is enlarged enough that | would be wanried that he could go
into CHF shortly. The patient is also hypotensive. Recommend starting pimobendan 10mg TID, recheck
BP tonight to see BP s improved and if dose needs to be inoreased. Also rechedk T4 level Ideally we
can et atauwrne level (Whole blood). Start tsasrne supplementation 1000mg BD. Change diet to
non-grain free. Monitor RR/RE at home. Because of the hypotension, | hesitate to start diltiazemn at this
time. The dog's HR is not that high at thistime, so we can wait until BP is improved become considering
diltiazrem_ Redheck ECG and BP 1 week after discharpe.

Fnal Dispnosis:
DCM, atrial fibrillation

Heort Faihre Clossification Score:

ISACHC Classification:
Hia i
M b b
=

ACVIM CHF Classification:
A Hc
3 p1 Hp
I Bz
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M-Mode

LviDd
LvPwd

LVIDs
LVPWs
%FS

Ao Diam
LA Diam
LAfAD
Max LA
EPS5

M-Mode Normalized

IVSdN
LVIDdN
LVPWdN
IVSsN
LVIDsN
LVPWsN
Ap Diam N
LA Diam N

2D

SA LA

Ao Diam

SA LA J Ao Diam
LVid A4C

LVEDV MOD AdC
LVis AdC

LVESY MOD A4C
LVEF MOD A4C
5V MOD AdC

Doppler
MR Vmaa
MR maxPG
MV E Vel
PV Vmiax
P¥ maxPG
AV Vmax
AV maxPG

33®3893885§

mfs
mmHg
mys
myfs
mmHg
mfs

mmHg
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B4, B6 B4, B6 |

Emergency & Critical Care | B4, B6
Patet 000 Owmey
Hamnes :..B6 | Namne-
Sipmalenoni- 10.02 Years Old Whitefyel low Address B 6
Male {Neuterad) Bulldng Cross
S T

Discharge Instructions
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Recosmnended Medications

Panobhendan 10eng - give 1 tablet every 8 hmes

Pamobendan & a draethat has been shown o mproveboth guality and of lileand survival timeof dogs with heart
e The dng noreases the viger of cotraction of the heart. Side difed s are unoommon but can inchele excitabilily
or imestinal upset.

NEXT DOYSE DAURE: tonipht

Taurine 1000mng - cive 1 tahlet (1000mg) orally every 12 hours. Taxringe is an amino acid that its defficiency has been
shown tobe assodated with heart disease.
INEXT DOSE DAURE- tomnipgiht

Cerenia G0eng - give 1/2 tablet (30mg) every 24 hours.
Corenda is an anti-narsea medication.
INEXT DOSE DURE: tomiphi

Dict suppestions:

Dogs with heart faihre acosmuiate more fuid inther body iTthey eat ke ammunds of sodum {salt] Sodnm can be
fmmd inall foods, it some fods are lower nsodnum than others. Many pet treats, people foods, and appiements
wsad tn give pills often have more sodum than & desirable - adﬂﬂntlns%hkws:ﬁmtmﬁmhe
found onthek B6

Beerdise Recosnanendations
For the first 7 o 10 days after starting medications for heart failure we recmmend very limited activity. Leash walldng
anity is ideal, and short walles to start. &mﬂelmtfa]mshethimmlhlﬂmslglﬂy hgavnisala

aﬂslutawﬂsmaﬁm:l nﬂiEﬁlu'E Fqletihve[tshuuulsllghﬂmgymg;{lqﬂtmmhdldmg
running Fast off-leash, etc) aresenerally not advised at this stage of heart lathre.

Rechedk Visit<
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B6

“ntymiru'm::tilguswfﬂi B6 mPﬂmmﬂililmm: B4,B6 mramailusa

PIEﬂsemsitmr B4, B6 iwwehsite for more indonmeation
B4, B6 i

Presriptioo Befill Ds coien
For the safely ond well-being of our petients, your pel mus have o on cxeminal ion by e of our ve ierinavions within the
pasi year it order 1o oliom prescripiion medicol ions.

Onderng Food:

plecse ol 710 doys in oovonee! B4, B6 ! in ensarre the food & i dock Allernotive e velerimory diels con be ordered

frem mhemmﬂeuuﬂhnmmﬁftmrm

Clinicol Trioks:
Chniex! trioks ore studbes inwhich wwtmydﬂmmiuﬂhmmdmrﬂhmm o spedic dBcose promss or
o promisimg new ied ortreoiment. Pleose see mru;-hﬂe B4, B6 i

Case: B6 | Owner:!  B6 | Dihearge ndnetions
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Print Date: 10/18/18

Page 1

Fax: Admin

B4, B6

Fax: Referral

B4, B6

Small Animal
Large Animal

S— —l

LISLTTAarge " Conmmemnts

R o i
Client : Fadeat, - ; Attending DVM | B6 N
| : B6 | Case #{_B6 i, - ,
! MIXED BREED DOG Discharsicia Dyial B ; |
- tsokg  Discharaing Dvnl |
BLACK & TAN Babe B 6 |
CANINE 7 i _ |
Admission Date/Time: B 78:41 AM Discharge DatelTime:?."mmB_é -------- -1}01 :35 PM Discharge Status: UNDETERM)
e Z {ISOTEPENE. sevhc RR—— i NED

CASE SUMMARY
DIAGNOSIS:

1. Dilated cardiomyopathy (DCM): rule out diet induced vs hypothyroidism vs primary (idiopathic)

_HISTORY:
i B6 |is an approximatel

evaluation of a new heart murmur and suspected dilated

y 4 year old female spayed mixed breed

cardio

| 'B6_was presented to! B6

: on 10/2/18 for a wellness exam and annual bloodwork, and a new Il/VI

no abnormalities on serum chemistry.
murmur. Chest radiographs revealed g
fields. A limited ultrasound of the heart

an occasional sin
lethargy,

13 to 24 breaths per minute since 10/13/18

eneralized moderate to sevéis cardiomegaly with norm
reportedly revealed dilation of all
for suspected grain-free diet related DCM. Her diet was switched to Purina ProPlan d
on taurine (500 mg PO BID) and L-carnitine supple
gle dry, non-productive cough once weekly when playi
decreased appetite, exercise intolerance, respiratory distress

___E_@_____ECBﬁ.stLQwed_.mild.IHEQMm;uippenia (121k on automated count), and
to! B6 ion 10/13/18 for a reevaluation of her

al pulmonary vasculature and lung

four heart chambers with poor myocardial contractility. _Bé_ |

ry kibble

............ i ihas had

B6_has not experienced any

ratory rate has been between

mentation (1g PO BID). For th
ng with herl_ Ruppy housemate.
or fainting. i B6 iresting respi

Limited Ingredient Grain-Free (8/2018 - 10/2018).!
prescription medications. She is eating, drinking, U
Heartgard and Nexgard parasite preven

Current Diet: Purina Pro Plan Adult L
Current Medications: None
Current Supplements: Taurine 500mg g12hr (GMC brand

PHYSICAL EXAM_FINDINGS:

B6 | has had no other significant me
rinating and defecating normally and
tion and up to date on all vaccines.

Potato (11/2017 - 8/2018): American Journey Lamb + Sweet Potato

dical history since adoption and is not on any

has had no episodes of vomiting.i B6 is on

e

amb and Rice - dry kibble

tablets), L-carnitine 1000mg q12hr (GMC brand tablets)

RESULTS OF DIAGNOSTIC TESTS:

B6

FDA-CVM-FOIA-2019-1704-001611



Print Date: 10/18/18 Page 2

0
o

PENDING DIAGNOSTIC TESTS!

B6

ASSESSMENT!

Thank you for entrusting us with!|_ B6_ lcare today. Today, B iwas diagriosed with dilated cardiomyopathy (DCM). DCMisa
disease thal:affects the muscle of the heart and causes a decrease in the contractility (pumping ability). of the heart. Becauge the
heart is unable to pump with enough force to move bivod adequately forward info circulation, a volume overload acours and the heart
dilates to accommodate it Subsequently; the chambers of the heart become enlarged and the mitral valve leaflets are pulled stightly
apart, resulting in back-flow of blood (mitral regurgitation) and the heart murmur ausculied onl__ B6 i physical exam.iL B
echocardicgram foday showed mild to moderate dilation of herheart chambers, mild mitral valveregurgitationm and mid 6

moderately diminished pumping ability of her heart,

While the exact mechanism of DCM is currently unknown, dietary deficiencies in the aming acids tauring and camitine, genetics,

infectious and inflammatory conditions, and toxins have all been linked to DCM. Since! B6 is an atypical breed to develop primary
{(hereditary) DCM and has been on a grain-free dist for the lzst 3 years, we are congerned for a possible diet associated DCM. This is
a diggnosis of exclusion, so 1o rile out other causes, blood was drawn today for a roponin fevel and for thyrold testing. Troponin is a
biomarker for damage to the muscle of the heart and is elevated in cases of myoeardiitis, which ¢an be caused by many things

inciuding infectious or inflammatory disease. | B6 | troponin levet was normal, so an infectious or inflarmmatory cause of her DCM is

urilikely. Thyroid testing was also submitted today, as hypothyroidism ¢an be another cause of DM,

There has been recent unpublished dats suggesting a link between some grain-free diets and cardiomyopathy. Although some of
these cases seem related to taurine/carnitine deficiency, others do not, and the reason for this link is riot yet clear. Although the
mechanism has not been confirmed, one hypothesis is that phytic acid, produced by legumes and lentils (common ingredients in
grain-free diets) decreases the absorption of tauring and other essential nutrients from the intestines into the bloodstream. Some
animals will show reversibility of their heart disease with supplementation of taurine and carnitine and initiation of a grain-containing

diet,

INSTRUCTIONS FOR CARE

FDA-CVM-FOIA-2019-1704-001612



Print Date: 10/18/18

Page 3
Owner/Agent B 4 y B 6 B
linicians: | Clinical Technicians: Client Servces:
i BaBe |
B4, B6 B4, B6
Research Technician
..B4, B6 |
In order 1o help expedite medication refills, please visit us online at i B4, B6 rand selact Pet Ownérs, Pharmacy Refills,

JKED BREF
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e = B6
“CANINE AMIXER BREED DOG MIXED BREE B 4 , B 6
F§ i B6 BLACK & TA

113791
\:H[\UIULU\J | a::nVlCE
Patient Discharge Instructions

Admission date: Wednesday, October 17, 2018

23,

Reason for visit: Murmur evaluation, suspect dilated cardiomyopathy (DCM)

Diagnosis/Problem: Dilated cardiomyopathy, suspect diet related

Treatments and diagnostic tests performed: Troponin leve! (pending), taurine level (pending), T4/TSH
(pending), platelet count, echocardiogram

Medications:

intolerance, fainting, lethargy, decreased appetite, coughing, and abdominal distension. If you note any of

these signs,! B6 :should be evaluated by a veterinarian immediately. Continue to monitori B6 _iresting

Plan for next evaluation: Please schedule an appointment with E__E_f_‘}_,_ _Eﬁ_ECardioIogy in 3 months by calling
B4, B6

B4, B6 B4’ BG ] .B4, B6

Thank you_for allowing us to care for you.and vaur net. If you have any questions or concemns, please do not helsitate to
call thei B4, B6 | Cardiology Service at!____B4,B6___| For prescription refills] B6 v

UiGwner requests full report (Fufl Summary Autematicatly Semt To Primary DV
[This is the full report to be sent to the primary DVM

Faculty: Residents: ; Clinica Techniciansl
o d
- B4,B6 .. B4, B6)
D , F_{QS_@&_B[?E)_IE_QHNC!S!E ........................... i
- { __B4Be | Client Sarvices

| B4,Be |
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B4, B6

REPORT OF LABORATORY EXAMINATION

Client: (L R —
Rovd Date:  10/18/2018 4:31.00 PM Animal | B6_ MRN: {TB6 |
Admitted By:  Not, Provided Species; Canine Breed: [Liog Mixed Breed
Ordersd By N/A Age 3 years Gender, Female, Spaved
Encounter: 02540503 Tag/Reg1D:

CRE: AP Other 1D

Erdocrinmoiogy

Endocrine Results

Collected Date/Iime | 10/17:2018
{f Providedy ¢ 1635100 _
i
Progedune RefRange | Ilnits
[11-60] | amolL.
1082.11 | nmoiL
3.39 praolil
030 7,
(0-10 %
0050 9] | gl _
i e 0 N (1.1 N A
k Endocrinology Interpretation | SeeRelow 1 .

L = Low Result, H = High Result; @ = Critical Result, #= Correctad Resu't, * = Interpretive Data; # = Result Footnote

Print DateMime: 10232018 10:31 AM

FDA-CVM-FOIA-2019-1704-001615
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B4, B6

Cardiology Pet Diet History

231020 . B6
CANINE MIXED BREED DOG MIXED BREE
_ES 1224114 BLACK & TA
; 113791
- e B6
B6___ |
Current diet: '
Brand _ Pvwenican Sourney Lamb \ Swet Potato .

Variety Lim[']’fd 'ﬂ@HW(I'CVH‘ bvain - Free

Is this diet Grain-free? Yes

How long has your pet eaten this food? 3 mon+ns (P(Ut:\l\ $ -Oct | 8)

Are there other pets in your house eating this food? Ye S PPy 9 Version ﬁJr S mo.
(oldundoad\2, ! B6

Other diets eaten in the last 3 years and dates: Turtuy + Po tato
L‘ilmb + Pohm

(No\3= M\6) Blue.  Bufaln - different vusiins of basic, liksoua \ Fredom (mostiy loasics)

(Nov 5-Novia)Nature's Variety Instinct L imited lngredient Lamig

= First 1months afree adophon dned 2 oc 3 foads Mt cavsed maiordiarihea 4 vomittieg
S0 claimed allergic 1o onmicken avd starded] on Grain-fee, micken-free o jet. No more DorV.
Other food (treats, rawhides, table food):

No rawwhides. Notx too mMany freats. Octasipnal tapw food Lrart) -

Have given Beﬁcrl?weﬂcj WS, ALnta cpws (miKoene Pentmsix , Nylabone NotrDewt)
L all very Fervand fiur betireevl,

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

NMone —
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10/15/2018 F E B4, B6 irMail - Cardiolngy-Consult

B4, B6

Cardiolog
1 message * 3
P B4,BGConsuIt Request < B6 i> ; Sat, Oct 13, 2018 at 2:29 PM

i“'-'ro_ ; B4, B6 b B4, B6 B4, B6

***Automated message. Do not reply to sender, see below for clinic/client e-mail.***

What is your
preferred
contact
method?;

Best hours to
contact : MT W F:8a6p

Veterinarian to |
contact: B6
Clinic/Hospital: | B6 ;

C|ntC phone : ............ B _6_ ........... -a

Number: e AN J

Clinic Email; B6
SameaRre

owner B6

(First/Last): "7

Owner Phone: | B6 :
Owner Email:i B6 i
Has this

patient ever

been seen by

any service at No

NC State

Veterinary
Hospital?:

E:’;::;UPet BG \0“5@’ Vo}

Species: canine O§< 1‘/‘
Date of Birth ;5% i

or Age: ...B6_ i \G'!{ 5% o 60&
Breed: mixed breed . ﬂ/ (cu‘/" ( {\gﬂ

Weight: 35.7Ibs - \b” A% ! jﬁd

By Phane

Color: black/tan

Gender: FS o

Pertinent Would like referral for echocardiogram at; B6 ASAP- suspect grain-free diet related DCM. Client
medical amenable to referral. On grain free diet past 3-4 years. New heart murmur first noted last week at a
history: different veterinary office. Seen today by our hospital first time for second opinion. Grade 2-3/6 L systolic
Questions you murmur, NSR. Respiratory: WNL, no crackles/wheezes. Eupnic. Does not appear to be in CHF. Not
would like currently on any medications aside from Nexguard and Heartguard. Advised Taurine 500mg PO BID and

addressed: L camitine- 1gram PO BID and change to diet containing grains while awaiting echo. Discussed
monitoring for signs of impending CHF and when to seek emergency care.

Chest rads- Generalized moderate to severe cardiomegaly. Lungs appear WNL.
Brief cardiac US (by me)- All 4 chambers appear subjectively enlarged/dilated. Myocardium appears
subjectively thin with POOR contractility. No pericardial effusion detected. Suspect DCM.

B6 e a2
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R —

Clinic:
L B6 ]
Client:

Hotne Phone!

Work Phonel

Fils# g :

Medical Record Entries:
10/15/2018

10152018

1372018

10/13/2018

10/15/2018

D i..B8_i

Tag:

Species: Canine, Mixed breed
Bex femalefspayedooey
Age: 4yrs,DOB: _B6_ |
Weight: 359 Lbs

Color: Black/tan markings
Last visit 10/13/2018

Referred By:

Tak /Fax:

-save diet and bring it in to appointment. CHange diet 1o ome with grainian it

Tautine- 40mg/kg 640mg/day (250and 5000k too)
L-parnitine- 777

does O need to call { B6

Would like referral for echocardiogram at| B6 IASAP- suspect grain-fee diet related
DCM. Client amenable o referral. On prairt 786 dit past 3-4 years. New heart murmur
first noted last week ata different veterinary office. Seen today by our hospital first fime
forsecond opinion. Grade 2-3/6 L systolic musmuar, NSR. Respitatory WihL,no
erackles/wheeres. Eupnic. Docsnot appear to be in CHF: Not currently on any
medications aside from Nexguard and Heartgnard, Advised Taurine 500mg PO BID and L
carmtine- | gram PO BID and change to diet containing grains while awaiting echo.
Discussed monitoring for signs of impending CHF and when to seek emergency care.

Chest rads- Generalized moderate to severe cardiomepaly. Lungs appear WHL.

Brief cardiac US (by mie)- Al 4 chambers appear subjectively enlarged/dilated,
Myocardium appears sibjéctively thin with POOR contractility. No percardial effision
detected. Suspect DCM.

Bloodwork performed recently by another vet hospitals WNL per ownier (Copies
unavailable today- Saturday).

- Eatliest appointment clienf ¢an be seen?

- Additional medications or changes 1n-dosages of supplements to prevent CHF while
awaiting refarral?

-Rads and video of cardiac US will be sent by email on Menday (when support staff
available).

A L

Ulivasound Consult Fee - Cardige US. All 4 chambers appear subjectively

Patient History Report - 10/15/2018 - Bg } Owner} B6

Dage 1 of 2

A N W . N
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snlarged/dilated. Myocardivm appears subjectively thin with peor contractibity, Ne

perivardial effusion detected: Suspect DOM; Bé B

1671372018 Radiographs-Two Views - 3 view thorax- Generalized mederate to severe cardiormiegaly
Lungs appear WNL. Suspect DUM; B6

10/132018 Welght in Ibs. - (35.751 B6 i

1071372018 Examination/Office Call - B6 i

Chief Complaint second opinion, heart murmur

History: 2nd opinion- heart murmur, Adopted approx. 3 vears ago, think she was around 9
months af time of adoption. Pretty healthy past few months- had dianhea oceasionally in
first vear, improved once she eliminated chicken and priins from the dief. 1 weekago-
diagnosed with & heart murm for the fisst time at 3 B6 | Priorto
that, has been to multiple vets and they have never mentioneda heart murmur.
Oecassionally coughs, mostly when excited (when pulling on the leash/collar, but also
sometimes when playing off leash),

Diet- American Journeyv Salmon and sweet potato (grain freg). Has always been on a grain-
free diet.

On Heartguard and Nexguard, O gives evary month, repularly.

MIXED By

Patient History Report - 10/15/2018 - B6 | Owner! B6 L Page 2 0f 2

R T A # & P mn R R R = Y A
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; PAGE 81/05

‘1@f15f‘2&i8 18:43 | B4,B6 | B4, B6
Froim | ; ¢ Wlon Dot 15 07:30 57 2urs - my ; Fage L w s
B4, B6 B4 y B 6 S@ANNE@;
AR
| B ; ..B6 |
ﬁcgt Numbar: | Hedical Alor
ddress ... | Weight: 35.8bs.
e B6 ” BOB. [ BT Bresd..: LabMix
AN ocsh | i 4o e Species..: Canine
Coll Phone.,.: - | Téxt Outstanding Balance: ﬁ .
v .
Breblem Bate Diagnoses Date Yaecine Name Date Duye
s
10/03/2018 Nots Records transforred to | B6 | Provider: {___B6__ |
10/02/2018 Sarvice CET HEXfra Pramium Chews Mad. QTY: ¢ Provider: Hosplial Personnal
Dog 30-Ct
10/02/2018 LINK New Client Form
10/02/2018 Service Junior Wellness - Comprehensive. QTY: 4 Provider: | B6 i
Profile - :
Q2208 Service CBC{Complete Blodd Court Qry: 1 FProvidern B6 ;

 pad v aean car mex boqens BB i
s R L A

oA it

ﬁaga el 8

1071572018

11:308M (GMT-04;00)
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1azis/201

10/02/2018

02018
10/2fe08

ALB
ALP
ALT
AMY

gs  B6

18: 43 T ;

i i B6 i
B6 i : ' Mon Oer 35 07:30:37 055 REIY ‘ oy e A G2/85

SOAP Wellness Visit Provider: B6 i

Medications received: None
Prevantatives received: Nexgard and Heartgard

Diet: American Joumey

MIXED BREE

€ Weight- 356 lbs
PHYSICAL EXAM

[HAGHNOSTICS
CBCICHem: NSF

A healthy pet, mumur very mild and not a concern at this time

P: dental cleaning will be important for maimaining heart health

Lab Value Temporature: = 101.20
Service Exam - Pat Wellness QTY; 1 Providers B6 5
Comprehensgive Diagnostic
10/02/2018 02:51 PM

2544 g/dL
20-150 U/

B 6 10-118 UL

260-1200 WL

TR — mﬁm\%‘“}'.} e R
: &%ﬁé‘f

1071572018 11:30AM (GMT-0L:00)
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18/15/2818 18:43

THIL
BUN
CA
PHOS
CRE
GLu
MNAs
Ko

T®
GLOB

WBoe
BBC
HGER
HCT
MOV
MCH
MOHG
PLY
BCT
MPY
PDWs
PG
RDWs
RDWc
LYM
MON
KEU
LY%
MO%
MEY
£E0S
EC%
BAG
BA%

B6 % PAGE  @3/85

* Mon Oct 15 07:30FF7 OIS EST T raye o

B6

B6

3.1-0.6 mg/dl
728 mg/dl
8.8-11.8 mg/dl
2.9-8.6 my/dl.
0.3-1.4 mg/dL
60110 mg/dl
138180 mmolL
3.7-5.8 mmollL
£.4.8.2 gldl
2.3-5.2 gL

Abaxis VerScan HAMB
1O/0W2018 02:45 PM

B6

Sradie exai

6.00-17.00 10"/
5.50-8.50 102/
12.0-18.0 g/dl

37.00-55.00 %

80- 77 il
18.5-24.5 pg
21.0-39.0 g/di
165- 500 1049/

3.941.1 4

#
14.0:20.0 %
1.00-4.80 1079/
0:20-1.60 10°94

3,00-12.00 10°94

%

%%

%
0.00-0.80 107/ gﬁgmv ------

%

S -
kS

Y v BB s
VTR U ARVR B

Paga 30t B

10/16/72018  11:30AM (GMT-0L:00)
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B6
¥on Dot 15 07:30:37 2008 WSY . ' FHEgEE A ey f&GE 84/@5

B6

WRBC Hist

3
#7

LE
EE s

é

3

a3

REC Hist

[ g—

ECS Hist

YPLT Hist

OgjaB2E LINK Records Cont,

08/zB/2018 LINK Resords

. B6 | L BS
TCANINE MIXED BREED DOG AIXED BREE

s | "B6 | BLACK&TA
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18/15/2@)8. 142 B6 ! B6 PAGE  B5/85
T From i Bé :

[RIAREE At Wl Se s

B6  B6
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Page Bof 8
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PAGE 81/12

18/15/2018._10:45 B6 ] e e B6 .
LA BG Ir ¥ LS It o wagRs 8 W
:

i 56 | B6 |

Acet Numbar: Modical Alart;

ArO8S . B 6 $OK.vnii FS____. . Welght: 35.6ibs.

Phone........... : ) - ext WB';&& ‘*Can?rg ......... Broad...: LabMix

Gall Phone....; { jext Outetandin galance: $-.§ Spacles..;

élzeb_!ﬁm Date’ Diagnoses Date Yaceine Name Date Dye
10/02/2018 Sarvice CET MEXira Premium Chaws Mad, OTY: 1 Provider: Hogpital Persorninel
Dog 30-Ct

10/02/2 AR New Chem-Fora . ___

-‘“»-.““n -

Ly st

10/02/2018 Bervice Jurdor Wellness - Comprehensive  QTY 1 Froviger: B6
Profile ‘
10/02/2018  Service CBC (Complete Biood Count) QTY: 1 rovider:| B6
i
1 0 } L) S et rE
- BG ............... YT g9
EANING __M}.XEQ.?:??EED DOG MIXED BREE
4 B6 | BLACK&TA
S smare s fas v D
Page taof 2
10/15/2018  11:35AaM {GMT-0u:003

FDA-CVM-FOIA-2019-1704-001625
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PAGE 82/12
Y LE

rFage £ o

B6 B6

10/02/2018

10/02/2018
100272018
DR/2ER2018

o9ras/2018

S80AP Wellness Vialt

Medications received: Nons
Prevertatives received: Nexgard and Heartgard

Diet: American Journey

Q: Waight- 3551bs

- BHMSICAL EX AN

DIAGNOSTICS
CBC/Charm: NBF

At healthy pet, murmur very mild and not & concem at this tims

P dental cleaning will be important for maintaining heart health

Lab Value Temperature; = 101,20

Service Exam - Pet Wellness Ty 1
LiNK Records Cont.
LINK Records

For any questions mBG haalth, plesse cafl |

z I we Bl
TP LR it

F.’agemé of 2

Providar:; B6
o
aa)
L%
%
s
Provider:: B6

1041572018  11:358M (GMT-04:00)
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B6 PAGE B3/12

FagE 5 OT Lz

18/15/2818__18:45
. ‘ i Bé

i
TN AL B GREY R

Pét!ent History Report

Client: Patient:! B6 |
Phone: Species: Canns Breed: Mixed
fddress: Age: 2 Yra 8 Mos. Bex: Spayed Famale
Color: Black/Tan

Date Tyoe Brafi History

§/4/2018 | : B6 |

8/4/2018 CK i B6 |

8412018 V 'B6 |

8/4/2018 L 'B6 |

gial201s L IB6!
8472018 B
8472018 B i
842018 B
872018 B B6
B4/2018 B
/30008 P 1
B:8ing, C:ied note, 0B:Call back, GK.Checlk-in, G vt ‘Diagnosis, BH Dect fators, T
EDepading fnstr, L-Lab result, Mimagsteses, P&m@%gﬁgﬁ %@ﬁagg;??ﬁ%u?ﬁh@ te bl WIHER BRE"‘E;
RilComespordence, Timages, TG Tentstive med ndte, Witd vigne | B £D DO G ;
i i ¢ RE
11 B6 | WMIXED B CK & TA
B6 | ERNINE e -BU\H €:37 PM
il ‘l.r_._._._._._._._._._._._.i_. ----- B-e- ..... -:- ...............

aaaaaa . 4071572018 11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001627



10/15/2018 ,18:45 [ BE e s veed B6 | vage « o S5E 04712
Patient History Repurt
Client: Patient: | B6 |
Phons B 6 Spacies: Ué'ﬁiﬁ?é"""""' Breed: Mixed
Addreas; Age: 3 Yrs, 8 Mos. Sex: Spaved Female
Color: Black/Tan

Date Type  Stafl History

7/30/2018 P 'B6 |
70712018 P BG
712702018 P ' B6 !

7/23/2018 TG {B6:  Signed Consents - TENTATIVE

7/23/2018 TC [ B6 | Signed Estimate/Drop Off - TENTATIVE

..........

7/20/2018 TC | B6 |  PDVM- TENTATIVE - B6 !
CANINE VACCKNES & LAB- * Please Ve below when Vaccines or tests were
actually Given at B6 - Not when they are due **

*** RECEPTION FULL NAME (NOT YOUR IMITIALSY.OF WHO PUT IN PDVM OF
DATES VACCINES GIVEN : B6 -

g:8iling, G hed note, CB:Call back, CK:Check-in, M Commurications, Dilagnosis, | DH Declined to history. E Examineti— == =
L?gmmww Lu»r.rcsmt. h%gn?g&cxs P Prmwon PAFVL Aoog BB MIXED BRE
arresgondence, Tim %, entalem e T RTTT T lmmimemmememm
5 LA T B6 MIKED BREED DOG

g NINE, MIXED B G TA
= Ej SQA : B6 i. mmmmm ME_EE ....... 37 PM

10/15/72018 11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001628



10/15/20818 _18:45 | B6 PAGE B5/12
. From Foeen-arm ot Wel UCT 5 UL e mr s FOME u W e
Patient History Reponi
Client: ) Patient:! B6 | '
Phone: Species: Caning Breed: Mixed
Address: Aga: 3 Yrs, 8 Mos. Sax: Spayed Female
Color: BlackfTan
Date Type  Stafl History
i CANINE RABIES Date Given;_09/09/16_ - Manufacturer:  1or3ysan 3
L ICANINE BARIES Date Given_ ~ Manufacturer:  1ordyear
CAMNINE RABIES Date Given,__ - Manufacurer: 1 or 8 year
CANINE BABIES Date Given, - Manufactorer: 1 or 3 year
IDHPP Date Given:_09/09/16_ -[ 1 Manufacturer: 1 or 3year 3
DHPP Date Given:. - |3 Manufacturar: 1 or3year
DHPR Date Given;__ -| i Manufacturer.  Yord year
DHPP Date Qiven:__ -{ } Manufecturer: 1 0r3 year
TILEPTO Date Given'__ 2
LEPTO Date Glven'__ P
jEa]
. >4
BORDETELLA Date Given:_d4/17/2017_ -biintranasal [ oral [} injectable =
iBOHDETELLA Date Gven._ -[ lintranasal [ iOrat [ injectabie

EQ\L Date Given:__ ~
i ety Date Given, . -
il Date Given, -

S

¥IHEARTWORM TEST Date Given;_09/08/17_ -[iffiNagative [ IPosiive
HEARTWORM TEST Date Given__ -[_iNegative ﬁpcmwe

casin!

i FECAL Date Given:_12/21/2017_ -[@iNegative [ IPositive;
[ FECAL Date Glvan:__ —FNegaﬁve iPosilive:
FECAL Date Given:_ -i_:Negative [ jPositive:

-

roasd

DEWORMING Date Glven_ - Type,__
DEWORMING Date (ivan,__ - Type
DEWOBMING Date Given -~ Type__

-»nfn'a'

1092018 C Dz Canine/Feling Exam - CLOSED 08/02/2018
" B6  DWM

by e e s

Wi ang

Reason for visit: O lacerated L cranial flank fold while grooming

B:Bithing, C:Mad note, OB Calt back, G Checkein, CM.Communications, D-Disgresis, DH Daclined 1o history, £:Exemination, £6 Entimates,
EDieparting insty, 1145 resUR, Mimage vasss, P:Prescription, PA:PVL, Accepted, PEiproblerms, PP-PVL Parrmed, PREPVL Recommentded,

RiCoresporeience, Toimapes, TC Tentathee madi nete, v Vitel sigrs

B6 Page 30t 9

10/16/2018

Date: B/20/2018 6:37 PM

11:35aM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001629



. i B6 i i
_ 168/1 5;!;’2'%3‘.”8 E._._lﬁm_dgag_._._.-._._._? _____________________ i wem ver 3 woss

Limimimememime i me e m e e =

B6 PAGE 8B/12

rage o ot ic

Patient Hislory Report
Client: Patient:: B6 |
Phone: Species: Caning Breed: Mixed
Address: B 6 Age: 3 Yrs. & Mos. Sex: Spayed Female
Color: Black/Tan

Date Type  Stall History

Temp/Pulse/Resp: 101.8/ 130/ 40

L..B6 "B6 |
CANINE MIXED BREED DOG MIXED BRE
B 6 m

7Hef2018 P BGE B 6

B:Biflieg, C:Medt note, CB.Call back, CICOhack-tn, CM:Comeunications, D:Disgnosts, DH:-Declined 1o history, £: Examinata :
liﬂﬁwxii:'lg ingtr, Liab result, Mimage cases, P-Prescription, PA-PVL Acceptad, PR iprobleens, PE:PYL mﬁ%ﬁﬁTﬁﬁhmﬁZ.
RCorrespondence, Timeges, TC Tentative madi note, v:vital signe ’

B6 Page 40f 9 Date: 8/20/2018 6:37 PM

10/15/2018 11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001630



187152018 _12:45_ 7 BE 1 s ve o voud B6 . 3 vage s o OGE 87712

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

Patlent History _Hepcrt |

Cilent: | Patlent: | B6
Phone: | Species: Canine Breed: Mixed
Addrass: | Age: 3 Yrs, § Mos, Sex: Spayed Female

Color: Black/Tan

Date Tyne  Staff History

711942018 P ' B6

7119/2018 P B6

7/19/2018 CK | B6

7Her01e v I BB

7182018 B
7HaR018 B
9018 B
7He/2018 B
782018 B B6
7018 B
711942018 B
7He0s B
7419/2018 B

9/19/2016 TC ' B6 ! Ovardue reminder call - TENTATIVE

O T B T R VT L-_.-“-l_.-y.__\.." ke
LEAURE shout VoRtas BRIl ey

o/7ients TC 1B I, faxedrecords - TENTATIVE

Faxed recordsto; B6 __ :5:15p

B:Billirg, Chet niole, CB:Call back, CHoChack-In, CM:Communkations, D-Diagnosts, DidDedined to history, EExamination, ES:Eetimates,
{Departing instr, Liab result, Mimege cases, P-Prewaiption, PAPVL Accepted, P problems, PRPVL Performed, PHEPVL Recomimentied,
R Comespordence, Timages, TG Tentstive med! note, Vit signe

B6 Page 50 9 Date: 8/29/2018 6:37 PM

10/15/2018 11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001631




168/15/2818 18:45 | 7 B6 | : B6 : PAGE B8/17

Feom | B6 PR ' Wed Oct 3 !)B:§2‘:'Z?"ZU§;B"HST"""'T """""""""" FEGE 0 UL AL
Patient History Report
Client: Patient: | ___B6 |
Phone: Species; Canine Breed: Miwed
Address: Age: 3.Yrs, 8Mos. Sex: Spayed Female
Color; Black/Tan

Date Type  Stai History

8r/2016 ¢ [ B6:  RR.-FINAL 08/01/2018

7/30/2016 ¢ 1B6!  Canine Exam - CLOSED 08/20/2016
Caning Exam
S . Later WB0E018
Patient Name’ B6 Lo B6 ! Mixed 37 pounds Spayed Female

Heason for visit: to establish relaborship for Bravecto

Hislory (Subjactiva):

6 yout pel having any Probiems? All Thinge are good, L) wants Bravecto 1o P. 1 will o vx towards end of Sept
2018, Gurrent on Tri-heart. Naturs's Vasdety ambipeedry food.

To be completed by DVM

Exam (Objeclive):

Nowe and Thy Mouth/Tecth/Gumn
{ ENormaA lmébid Not Exam l t Normal lmjDid Mot Exam
l _iAbnomal Remarks; { { Abnomnal Remarks:
E d Ears Coatand Skin
! INormal |__iDid Not Exam ![ TNomal |_1Did Net Exarn
Ji#bnormal Aemarks: __ _iAbnommal Remarks,

L Naodes fusculogkelelal

; L Mot Examing tNormal | Did Not Exam
(Enfarged Remnarks: i Nail Trim
iAbnormal Remarks JAbnormal Remarks,

B:Bilfing, C:Med nota, CB:Cafl back, CR:Checkeln, Chl:Commuricalions, D:Dagnesis, DHDeclined to history, E€amination, ES Eatimates,
EDsparting instr, LLab result, Shimage casey, P Prescription, PAPYL Accepted, PEprobiema, PPPVL Perlommed, PE-PVL Becommended,
RCoresprsdence, Timanes, TC Tentative med! note, Vovks) slgns

i B6 i Page 8ol 8 Date: 8/29/2018 6 87 PM

1071572018  11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001632



18/15/2018_10:45 B6 PAGE  89/12

] B6 . fleq uet 2 wes TREE
Patient History Report
Climnt: Patlant: B
Phone: Species: Canine i Breed: Mixed
Adtiress: Age: | B6 Sex: Spaved Female
Color: Black/Tan )

Date Type Staff History

Hasrt and Lungs
; : TNommal |1 Did Not Examine
LiPonormal HBemarks: {Hoan Murmur Grade V1 Murmur Comments:
i SAbnormal Remarks:

QI Tract/Abdomen Lirinary snd Genifale
iNomal | _1Did Net Examing ! g‘Nomai [ iDid Not Examine
_iBExpressed Anal Glands | Abnormsl Remarks: Abnormal Hemarks:

Acditionsl Notes!

To be Completed by DVM (Unless they are really backed up)
Vital Signe:
Add Vital Signs

To be completed by Technician

Wellness Services:

Rabies: 1yr[ } 8yr[ | Retag# E UTD ¢t Declined | 1 Fecal: Accepted| } Declined |

DHPP: 1y yl 1 # [ Therd ) UTO Declined[ Heartworm Test: Accepted| }Declined [}

Lapte: #_ Annual[ ; UTD][ | Declined | Wallnase BW: 0-6 yrs'ﬁ Accepted [ Declined [}
Bordetella: #__ 1y{_} UTC{} Declined ! =G yrsld

Hote: Don'tforget the Accepl or declined boxes!

To be completed by DVM:

Assasement: Add Dlssnosts Beseintion
haalihy pet

ﬂ‘?n od examinafion for Bravecio, will have v as a lech apptin o couple months.
foday.

A 773072018 P B6 1.00 pack of Bravecto Chews » 22,0 - 44,0 tbs {1534

el Rx#: 31568 0010 Refills Filled by:: B6 |

Give 1 chew by mouth every 12 weeksTor prevertion of fleas and ticks. GIVE
WITH FOOD. FOR VETERINARY USE ONLY. KEEP OUT OF REACH OF

CHILDREN

B:Eting; O Med note, CB Oalf bak, OX:Check-In, OM:Communications, D:Diegnosis, DH Dectined 1o History, E-Examination, PS Estmales,
EDeparing inst, LLab resull, Mimage cases, P:Hrescription, PA:PVL Accepted, PBipioblams, PPPVL Pardomed, PR:PV. Becommesed,
F:Conespordance, Tlimages, TOTematva mad ndte, VVilal sigres

B6 Page 70f 9 Date: 8/20/2018 637 PM

1071572018 11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001633



18/18/2018 lacds : B6 : PAGE 18717
: From! B6 : Wed Ot 3 O8I Sk -zozo-mery roge. Ao L
Patient History Roport
Cliant: Patient: | _ B6 | '
Phone: Species: Canlne Breed: Mixad
Addrass: Age: 3'Yrs, 8Mos, Sex: Spayed Female
Cotor: Black/Tan
Date Type _ Staff History
7/30/2016 ¢ _B6_| I"'Bg L FINALO7/30/2016-{ B6 Animal Care Shelter
[INO VAX HXIN: B6
CANINE VACCINES
DHPE Dale Given, 08/24/2015 -] Booster 13 Yeur EW/Lepto
L BHPP Dats Glven -1 1Booster | 31 Year WiLepto
DHPE Date Given:_ -1 _[Booster | i1 Year WriLanto
DHPP Date Given:__ ~|_:Booster | ;1 Year Wilepto

¥ CANINE RABIES Date Given:_0w/24/2015_ - k11 Year [ 13 Yaar

Bfr._Boehringer Ingelhelm

[ ICANINE RABIES Date Given:__ -[ 11 Year [_13 Year

M

3LEPTO Digte Given:__
(LEPTO Dale Glven:

-

WV BORDETELLA Date Given:_09/24/2015

LAB/HYGIENE

LDEWORMING Date Given: - Type
| ABEWORMING Date Given__ -~ Type.

chmm HEARYWORM TEST Date Given:
JCAMINE HEARTWORM TEST Date Given:

DEWORMING Date Glven: D9/24/2015_ -

Dlintranasal [0l [ njectable

iBORDETELLA Date Given__ -[_ilniranasal |_{Ormal [ iinjectable

Type: Pyrantel Parmoate

EFECAL Date Given,__ ~P‘Negaelve _Positive:
IFECAL Dsle Given__ ~|  iNegative Positive: __

_09/24/2015_ - ¥ Negative [ Postive
-[_INegative |_1Positive

C—

7/30/2016 CK  'Bg |
302016 v | B6 |
7/30/2016 B _LRE_]
7i30/2016 8 | B6 i

B:Billing, C:Med role, CB.Call back, T Cheek:m GROOOMIRDNERBNE 1N DRGRwR, IHEDalined i hisicry, £ Examinelioe, E5-Estimates,

LDeparting Inatr, L.Lab result, Mimage cases, PPraseripiion,

PAPYL Acoepled, PBiproblems, PPPVL Perlotmed, PRLPVL. Recommended,

H:Comespondence, Timages, TO Teolative med note, V:Vita slgns

B6

Page Bolg Lale: §/29/2018 6:37 PM

1071572018  11:35AM (GMT-04:00)
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18/16/2018 18:45  FTUUBE 1 achwee s verd B6 : rage 11 od HoE 11712
Patlent History Report
Client: Patient:| B6 |

Phone:
Address:

Color: Black/Tan

Age: 2 Yra 8Mos,

Beeed: Mived
Sex: Spayed Female

Oate Type Stafl History
7/30/20118 B
7802016 B
TR02016 B BG
TIBE0I6 Y
Welight i+ 35.00 pounds

B:8iting, C:-Med nots, CB Call bak, CiCCheck-in, OM:Commvnkoations, D:Disgnosis, DH Declingd to history, EEwminstion, BS:Eatimates
b Departing ngtr, Ulab result, Moimage cases, P-Prescoption, PACPVL Acoapted, P problens, PPPVL Pedomed, PRIPYL Recoinmentdad,

RCarespondence, Timages, TC Tentutive med! ninte, VVitd signs

B6 Paga 8ot g

1071672018

Dale: 8/29/20186:27 PM

11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001635
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Patient Name:

B4, B6

Canine Echocardiography Report

Medical Rec # _231020

DOB:

Age:

Sex:
Sonographer:

Report Status:
Diagnesis:

Study Details:

B4, B6

READ
Suspect Grain Free Dist Associated DCM, Decreased left ventricular systolic function;
Left ventricular dilation
2D Echo/Doppler/Color Doppler. The images were of adequate diagnostic quality. The
patient was awake.

Additional Comments:
Dog presents for asymplomaltic heart murmur:

20
VS
LV
LVPW

20

LA d
Acs
LA/RS

M-mode

RV

s

LV

LVPW

LV normialized
LA

Ao

LAAD

“(CR), DACVECE

DVM, DACVIM

Breed:
Weight:
BSA:
HR:
BP-sys:

Mixed bread
16 kg
0.64 m?

Diastole Sysiole
Diastole Syslole B6

Normal Canine M-mode values {in cm} for 15 kg-dogs:

B6

Tissue Doppler:

£
A

BA
EYA

Medial

B6

B6

MIXED BR

Final
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Aortic Valve: AoV i Bs_ i i B6 |
VMax B6 CANINE ~MIXEDR BREED DOG MIXED BR
Pk Grad ks i...B6 i _BLACK&TA

Mitral Valve:

bn Grad
B6

MV Area

B6

Tricuspid valve:

TV E Max
TV Mn Grad
PA2T

TVVTI

Pulmionic valve:
Vmax

Pk Grad

PV AT

PVET

PV AT/ET

CLINICIAN INTERPRETATION:

ECHO SUMMARY:

CV Exam:
Cardiac auscultation revealed a systolic murmur of grade -1V intensity foudest at the left apex.
Radiographs;

ROVM radiographs. No evidence of pulmonary edema. Left sided cardiomegaly.
Regcommendations: Cause of dog's murmur is Mitral valve insufficiency due to MV annular stretch. MV
anatomy is normal.

Page20of 4
Final
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for posgi_giél diet associated DCM. Other causes are possible such ag idicpathin, Infectiousfinflammatory,
ischemic or hypothyroidism. Cardiac troponin and thyroid testing are pending. Blood for infectious disease
has been banked if fraponin is markedly elevated. Taurine concentrations are also pending but dog has been

on néw diet and taurine for last 4-5 days.
Recommend continuing with taurine 40 mg/kg per day and caritine. Suggest adding pimobendan 5 mg am,
2.5 mg pm and recheck echo in 3 months. If changes are reversible then diet associated DCM is likely

cause

B4, B6 ‘DVM, DACVIM (CA), DACVECC
Electronically signedoni  B6  ©on 2:07:37 PM

i B6 | B6
CANINE IXED BREED DOG MIXED BR
FS§ BG BIACK. 2, TA
Page 3of 4
Final
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B6 . B6

: B6
%,
U,
%
Page 4 of 4
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Repert Details - EON-372842

ICSR: 2059830

Type Of Submission: Initial

FPSR.FDA PETF.V.V1

Adverse Event (a symptom,

Report Version:
Type Of Report:
Reporting Type:
Report Submission Date: 2018-12-04 18:53:33 EST
Reported Problem:

Voluntary

Problem Description:

Date Problem Started:

Concurrent Medical
Problem;

Pre Existing Conditions:
Quicome to Date:;

Product Information: Product Name:

Product Type:

Lot Mumber:

Package Type:

Product Use
Information:
Manufacturer
fDistributor Information:

Purchase Location
Information:

Animal Information: Name:

Type Of Species:"

Type Of Breed:
Gender:
Reproductive Status:
Weight:

Age:

Assessment of Prior
Health:

Numbecr of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

reaction or disease associated with the preduct)

DCM and CHF (cough developed earlier but diagnosed 11/29/18) Eating BEG dist

Taurine pending Owner changing diet and we wii recheck Note: listed aaj
in med:cat record '

11/29/2018
Yes

Hypothyroidism
Stable

Earthborn Meadow Feast dry
Pect Food

BAG

Description: See diet history in medical record for mere info | have bag of

food f interested in sample

Mixed {Cog)
Female
MNeutered
19.8 Kilogram
8 Years

Excellent
1

1

Owner Yes
Information

provided:

Contact: Name:

Phone:

B6

Email;

B6

United States

Address:

Practice Name; Tufts Cummings School of Veterinary Medicine

Contact: Lisa Freaman

Phone: (508) 887-4523

Name:

FOUQO- For Official Use Only

FDA-CVM-FOIA-2018-1704-001702



Email: lisa freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

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

Permission To Contact Yes

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

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
FDA-CVM-FOIA-2019-1704-001703



Lummings

Veterinary Medical Center

AT TWFEE GHivEREFTY

All Medical Records

i B6 :

" Breed:  Irish Setter Species: Canine
: B6 ' Sex: Male
(Neutered)

Referring Information

Initial Complaint:
Emergency

Subjective
NEW VISIT (ER)

B6

Presenting complaint: Bicavitary effusion, respiratory distress
Referral visit? Yes

Diagnostics completed prior to visit

TFAST - Pleural fluid seen

AFAST - Abdominal fluid seen, sample taken

CXR - markedly enlarged R heart

HISTORY:

Page 1/97
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B6 |

Signalment:! B6:yo MC Irish Setter

Current history: 1 month ago started to have decreased appetite. Increased respiratory rate and effort, possibly
positional. Intermittent liquidy brown diarrhea. Decreased energy level/exercise intolerance, increased thirst, collapsed
after claimbing a staircase this morning and that is when O went to rDVM. Normal urination, no ¢/s/v.

Ate a chipumunk recently.

Prior medical history: Recurrent facial cyst, removed surigically. Hx of Lyme.

Current medications: None

Diet: Ate Nutra-Ultra whole life, waning appetite past month

Vaccination status/flea & tick preventative use: UTD, monthly flea/tick/hw

Travel history: No

EXAM:

B6

BCS(1-9): 3
MCS(normal, mild,moderate,severe): mild

B6

ASSESSMENT:

PLAN:

Page 2197
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B6

B6

Diagnostics/procedures:

B6

Cardiology Consult: Active biventricular heart failure likely 20 to severe DCM. | B6 5

BG

management at home. Outlined treatment with lasix and pimo. O called for update and told him that P is still doing
well. Breathing more easily after removing some of the fluid.

Dep05|t & estlmate status:

Resuscitation code (if admitting to ICU): yellow

B6

ADDENDUM:
__—__Q_L_J_(_a_:c_g__g_r__r_g_r_erescrlbed out pimobendan 5 mg tablets #12 rather then 10 mg #6. Changed orders to reflect this.
. B6 i
SOAPText | B6 |8:44AM- Clinician, Unassigned FHSA
...... B6__ Daily SOAP

effu5|on due to biventricular CHF. 3L abdominal effu5|on removed. Started on lasix and pimobendan yesterday. Hx of
reported intermittent liquidy brown diarrhea and increased thirst {normal urination).

Did well O/N with RR between 16 and 32; low appetite.

Exam, cardiology

Page 3/97
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B6

Overall impression since arrival or since last exam: Improved since admittance, no respiratory effort noted

Appetite: Eating 50% of food offered

B6

Diagnostics completed:

B6
Cardio consult: Active biventricular heart failure likely 2o to severe DCM. | B6
Assessments
Plan
Initial Complaint:
Recheck ........ S
....................... 12:05PM _ 56

—.=)

Page 4/97
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B6

Initial Complaint:
Emergency

SOAPText | B@  110:22AM 4 B6 ;

Subjective
NEW VISIT (ER)

B6

Presenting complaint: dyspnea
Referral visit? No
Diagnostics completed prior to visit

B6

Cardiology Consult: Active biventricular heart failure likely 20 to severe DCM.

T P TR A

HISTORY:

Signalment: 11YO MN red Irish Setter
Current history:

Concerned that his abdomen has got bigger in the last 24hrs and he didn't want to eat all his bfast this morning.

He was recently diagnosed here with DCM + CHF.

B6

EXAM:

B6

Page 5/97
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B6

Client communication:

B6

Deposit & estimate status B6

Resuscitation code (if admitting to ICU): yellow

SOAP approved (DVM to sign): B6 BVSc

SOAPText O B6  103AM- Clinician, Unassigned FHSA

B6

for dyspnea. Previously diagnhosed

with DCM and biventricular failure.

Subjective:
T: Not taken

Page 6/97
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B6

Objective:

ER Diagnostics:

B6

Assessments

B6

Plan

B6

Initial Complaint:
PAGE ANTOON -

SOAP Text Oct 52018 4:07PM-! B6

Page 7197
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B6

Initial Complaint:

SOAP Text Oct 122018 2:16PM B6

Initial Complaint:

Recheck-]}:' B6 |

SOAP Text Oct 192018 3:10PM - | B6

Initial Complaint:
B6 ttech - chem 21

SOAP Text Oct 312018 4:12PM - B6 i

Disposition/Recommendations

Page /97
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B6

Page 9/97
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B6

Cummings

Veterinary Medical Centes

AT TR DRl e

N

B4

B6 B6

| Veterinarian: Species:  |Canine

! Bé Breed: Irish Setter
Visit ID: Sex: Male (Neutered)
Lab Results Report fee B el

Nova Full Panel-ICU | B6_ 9:38:25 AM B6

|'1'est IResults ------ IReference Range IUnits
SO2% 94 - 100 %

HCT (POC) 38 - 48 %

HB (POC) 12.6- 16 g/dL
NA (POC) 140 - 154 mmol/l,
K (POC) 3.6-4.8 mmol/L,
CL(POC) 109 - 120 mmol/L,
CA (ionized) 1.17-1.38 mmol/L
MG (POC) 0.1-0.4 mmol/L,
GLUCOSE (POC) 80 -120 mg/dL
LACTATE 0-2 mmol/L
BUN (POC) B 6 12 -28 mg/dL
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmolll,
nCA 0-0 mmol/L
MG 0-0 mmol/L
GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEect 0-0 mmol/L
BEDb 0-0 mmol/L,
A 0-0 mmHg
NOVA SAMPLE 0-0

10/97 B6

Printed Friday, November 09, 2018

Page 10/97
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B6

FiO2 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__ 10:45:25AM B6

|Test |Results |Reference Range |Units
TS@EHSA) T 0-0 g/dl
POV ** BG 0-0 %

TS (FHSA) ] 0-0 g/dl
Nova Full Panel-ICU | B6__ :00:12PM B6

|Test |Results IReference Range IUnits
WBC (ADVIA) 44-151 K/uL
RBC(ADVIA) 58-85 M/AL
HGB(ADVIA) 13.3-20.5 g/dL
HCT(ADVIA) 39-55 %
MCV(ADVIA) 64.5-775 fL
MCH(ADVIA) 21.3-259 P
MCHC(ADVIA) B 6 31.9-343 g/dL
RDW (ADVIA) 11.9-152

PLT(ADVIA) 173 - 486 K/L
MPV (ADVIA) 829-132 fl
PLTCRT 0.129 - 0.403 %
RETIC(ADVIA) 02-16 %
RETICS (ABS) ADVIA 147 -113.7 K/uL,
Nova Full Panel-ICU | B6  3:00:27PM 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+ B 6 18- mEq/L
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
NG RATIO 07-16

SODIUM 140 - 150 mEq/L

11/97

Page 11/97

B6

Printed Friday, November 09, 2018
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B6

CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
tCO2 (BICARB) 14 -28 mEq/L
AGAP 8-19
NA/K 29 -40
T BILIRUBIN 01-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
[ BILIRUBIN 0-02 mg/dL
ALK PHOS B 6 12 - 127 U/L
GGT 0-10 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CK 22 -422 U/L
CIIOLESTEROL 82 - 355 mg/dL
TRIGLYCERIDES 30 -338 mg/dl
AMYLASE 409 - 1250 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
Nova Full Panel-ICU . B6__ 3:00:09 PM B6
Test IResults IReference Range IUnits
SEGS% 43 - 86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
EOS% 0-16 %
SEGS (AB)ADVIA B 6 28-11.5 K/l
LYMPHS (ABS)ADVIA 1-438 K/l
MONOS (ABS)ADVIA 01-15 K/l
EOS (ABS)ADVIA 0-14 K/l
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities
RBC MORPHOLOGY 0-0
No morphologic abnormalities
Nova Full Panel-ICU | B6 10:48:21AM B6
Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS BG 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL.
ALBUMIN 28-4 g/dL
B 4 12/97 B6
Printed Friday, November 09, 2018
Page 12/97
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B6

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
T BILIRUBIN 0.1-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
[ BILIRUBIN 0-02 mg/dL
ALK PHOS 12.- 127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82 -355 mg/dL
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
COMMENTS (CHEMISTRY) 0-0
Nova Full Panel-ICU L B6 11:10:56 AM B6
[Lest [Results [Reference Range  |Units
TS (FHSA) 8 0-0 g/dl
PO % 48 0-0 %
TS (FHSA) 8 0-0 g/dl
Nova Full Panel-ICU B6 3:44:13PM B6 :
|Test |Results IReference Range IUnits
U COLLECT : 0-0
U COLOR 0-0
U TURBIDITY 0-0
U SG 0-0
I PL] B 6 0-0
U PROTEIN 0-0
ITGLUCOSE 0-0
UKETONES 0-0
U BILIRUBIN 0-0
B6
U HEME PROTEIN 0-0
U WBC 0-0 /hpf
URBC B 6 0-0 /hpf
U BACTERIA 0-0 /hpf
U'CRYSTALS 0-0 /hpf
Nova Full Panel-ICU 9/21/2018 12:44:20 PM B6 i
|T est IResults IRefercnce Range IUnils
B 4 13/97 B6
Printed Friday, November 09, 2018
Page 13/97
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B6

GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dlL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-11.3 mg/dL
T. PROTEIN 55-78 g/dL.
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE B 6 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29 -40
T BILIRUBIN 01-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
I BILIRUBIN 0-02 mg/dL
ALK PHOS 12 -127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL
OSMOLALITY (CALCULATED) 291-315 mmol/L
Nova Full Panel-ICU 9/21/2018 12:47:01 PM B6
Test IResults IReference Range IUnits
TAURINE P 60 -120 nmol/mL
TAURINE WB B6 200 - 350 nmol/mL
Nova Full Panel-ICU 9/21/2018 12:48:52 PM B6 ;
|Test |Results IReference Range IUnits
TS (FHSA) 0-0 /dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU 9/30/2018 12:27:25 PM B6 E
|Test IResults IReference Range IUnits
SO2% 94 - 100 %
HCT (POC) 38 -48 %
HB (POC) 12.6-16 g/dL.
NA (POC) 140 - 154 mmol/L
K (POC) B 6 3.6-4.38 mmol/L,
CL(POC) 109 - 120 mmol/L,
CA (1onized) 1.17 - 1.38 mmol/L
MG (POC) 01-04 mmol/L.
14197 B6

B4

Pagc 14/97

Printed Friday, November 09, 2018
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B6

GLUCOSE (POC) 80 - 120 mg/dL
LACTATE 0-2 mmol/L,
BUN (POC) 1238 mg/dL
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmol/L,
nCA 0-0 mmol/L
MG 0-0 mmol/L,
GAP 0-0 mmol/L
CAMG 0-0 mol/mol
BEecf B 0-0 mmol/L
BEb 0-0 mmol/L,
A 0-0 mmHg
NOVA SAMPLE 0-0

F102 0-0 %
PCO2 36-44 mmHg
PO2 80 - 100 mmHg
PH 7.337 - 7.467

pPCO2 36-44 mmHg
PO2 80 - 100 mmHg
HCO3 18 -24 mmol/L,
Nova Full Panel-ICU i B6__ 12:47:03PM B6

|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS@EFHSA) b ) 0-0 g/dl
Nova Full Panel-ICU B6 i2:03:20pm B6 :

IReference Range IUnitS

|Test Results
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-172 mg/dL
CALCIUM2 9.4-113 mg/dL
T. PROTEIN 55-18 g/dL
ALBUMIN B 6 28-4 g/dL
GLOBULINS 23-42 g/dL
A/G RATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29 - 40
B 4 15/97 B6
Printed Friday, November 09, 2018
Page 15/97
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~ B6

T BILIRUBIN 0.1-03 mg/dL
D BILIRUBIN 0-0.1 mg/dL
[ BILIRUBIN 0-02 mg/dL
ALK PHOS BG 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,
Nova Full Panel-ICU 10/5/2018 4:08:20 PM B6
Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS 26-172 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE B 6 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29-40
T BILIRUBIN 0.1-03 mg/dL
D BILIRUBIN 0-0.1 mg/dL
[ BILIRUBIN 0-02 mg/dL
ALK PHOS 12 - 127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
Nova Full Panel-ICU 10/12/2018 2:16:21 PM B6
Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS B 6 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-178 g/dL
ALBUMIN 28-4 g/dL.
B 4 16/97 B6
Printed Friday, November 09, 2018
Page 16/97
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B6

GLOBULINS

A/G RATIO

SODIUM

CHLORIDE

POTASSIUM

NA/K

T BILIRUBIN

D.BILIRUBIN

I BILIRUBIN

ALK PHOS

ALT

AST

CHOLESTEROL
OSMOLALITY (CALCULATED)
COMMENTS (CHEMISTRY)
Slight hemolysis,Slight lipemia

Nova Full Panel-ICU

B6

10/19/2018 4:04:21 PM

23-42 g/dL
0.7-1.6
140 - 150 mEq/L
106 - 116 mEq/L
37-54 mEq/L
29 - 40
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

B6

Test IResults IReference Range IUni'ts
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 0.6-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 2.8-4 g/dL
GLOBULINS 23-42 g/dL
A/G RATIO 0.7-1.6

SODIUM 140 - 150 mFEq/T.
CHLORIDE 106 - 116 mEq/L
POTASSIUM B 6 37-54 mEq/L
NA/K 29 - 40

T BILIRUBIN 0.1-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
[ BILIRUBIN 0-0.2 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

B4

Page

17/97

17/97

B6

Printed Friday, November 09, 2018
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B6

Nova Full Panel-ICU 10/31/2018 4:12:21 PM B6
|Test IResults I IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PIIOSPITIORUS 26-172 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-178 g/dL.
ALBUMIN 28-4 g/dL.
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEqg/L
NA/K 29 -40
T BILIRUBIN 01-03 mg/dL
D.BILIRUBIN 0-0.1 mg/dL
[ BILIRUBIN 0-02 mg/dL
ALK PHOS 12 - 127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
COMMENTS (CHEMISTRY) 0-0
B 4 18/97 B6
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