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

DROTSTEI>

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

Sent: 2/25/2019 11:19:34 AM

Subject: DCM 1 of 2 - Freeman Reports ONLY- 2/25/2019 0615

Attachments: Acana: Lisa Freeman - EON-380708; Earthborn Coastal Catch dry: Lisa Freeman -

EON-380720; Fromm Large Breed Adult dry: Lisa Freeman - EON-380709; Poulin Pro Form
Lamb and Rice Adult Maintenance Dry: Lisa Freeman - EON-380706; Purina One Smart Blend
Lamb and Rice dry: Lisa Freeman - EON-380707; Solid Gold Mighty Mini Beef: Lisa Freeman -
EON-380716; Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-380714

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

CVM OSC/DC/CERT

7519 Standish Place

B6 (BB)

U.S. FOOD & DRUG

‘ ATYMITMNISTRATECGM

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

To: Cleary, Michael *; HQ Pet Food Report Notification B6
Sent: 2/24/2019 10:08:57 PM

Subject: Acana: Lisa Freeman - EON-380708

Attachments: 2063115-report.pdf; 2063115-attachments.zip

A PFR Report has been received and PFR Event [EON-380708] has been created in the EON System.

A "PDF" report by name "2063 115-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063115-attachments.zip'
and is attached to this email notification.

1

Below is the summary of the report:

EON Key: EON-380708

ICSR #: 2063115

EON Title: PFR Event created for Acana Natural Balance Petcurean (see diet history for additional details);
2063115

AE Date BG Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Terrier - Bull - American Pit

Age B6:Years

District Involved | PFR-New England DO

Product information
Individual Case Safety Report Number: 2063115
Product Group: Pet Food

Description: DCM and CHF diagnosed: B Eating multiple BEG diets Taurine and troponin pending Dog
changed to Purina HA vegetarian dry wlli_'ﬂ'é'_'i_ﬁ_ﬁbspital and owner has continued this. Will try switching to Pro
Plan Sensitive Skin and Stomach Salmon when bag of HA runs out. If she tolerates that, will stay on it. If not,
will switch back to HA since she's done well on that.

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number or Best By

Product Name 1D Date

Acana, Natural Balance, Petcurean (see diet history for additional
details)

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

{USA

To view this PFR Event, please click the link below:
! B6 i

To view the PFR Event Report, please click the link below:

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA office.
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380708
ICSR; 2063115

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 17:.00:13 EST

Reported Problem: Problem Description:  DCM and CHF diagnosed. B6__: Eating multiple BEG diets Taurine and

troponin pending Dog changed to Purina HA vegetarian dry while in hospital and

__owner has continued this. Will try switching to Pro Plan Sensitive Skin and
Stomach Salmon when bag of HA runs out. If she tolerates that, will stay on it If
not. will switch back to HA since she's done well on that

Date Problem Started:: B6 |

Concurrent Medical Yes
Problem;

Pre Exisﬁng ‘Conditionsﬁ Diarrhea would develop 2-3 weeks after starting a new food. Owner rotated foods
to try to avoid this.

Outcome to Date: Stable

Product Information: Product Name: Acana, Natural Balance, Petcurean [(see diet history for additional details)

Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use pescription: Please see diet history for more info ('Natural Products’
Information:. . . wwiitten on diet history form is "Natural Balance: ‘
Manufacturer

[Distributor Information:

Purchase Location
Information:

Animal Information: Name: . 'Bg!

Type Of Breed: Terrier - Bull - American Pit

Gender: Female

Reproductive Status: Neutered

Assessment of Prior Excellent
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information; Owner Yes
Information

provided:

Contact: Name: ‘' B6 |
Phone: '''''''''' éG ----------
EmaiI:E B6 i

Address: |

B6

United States

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine
information:. o ... .=

FOUO- For Official Use Only 1
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Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts

01536
United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

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

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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. Foster Hospital for Small Animals
u m m | n g S 55 Willard Street
' North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY
All Medical Records

Client: |  owmp o4 ¢  DPatient:i B6}
Address: B 6 Breed: Pit Bull

DOB: | B6

Home Phone: | B6 ;

s s i

Work Phone: () -
Cell Phone: ()

Referring Information

Species: Canine
Sex: Female

(Spayed)

B6

Client: B6 i

P

Patient:i B6 :

Initial Complaint:
Emergency

SOAPText | B6 | 9:00AM B6

Subjective
NEW VISIT (ER)

Student:i B6 EV'ZO
Presenting complaint: CHF
Referral visit? integrative animal health in bolton
Diagnostics completed prior to visit: rads
Chest x-rays (at rDVM) - in ER email

HISTORY:

Signalment: S5yo FS Pitbull
Current history:

Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little productive,
labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny.

Prior medical history: allergies
Current medications: none

Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food)
Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick

Page 1/46
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Travel history: none

EXAM:

ASSESSMENT:
Al: Congestive heart failue r/o secondary to DCM vs other

PLAN:
Diagnostics:

- Chest x-rays (at rDVM) - in ER email

- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left
mainstem bronchi compression and trachea is dorsally deviated.

B6

B6

Treatments/monitoring:

- Diet: HA or ZD only

Client communication:

Deposit & estimate status B6

Page 2/46

FDA-CVM-FOIA-2019-1704-002951



Resuscitation code (if admitting to ICU): yellow

SOAP approved (DVM to sign):i B6 EDVM

Signalment: S5yo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of
hospitalization

Presenting history:

Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little productive,
labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner.
Prior medical history: allergies

Current medications: none

Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food)- brought in samples to
fill out forms for the diet study she is enrolled in.

Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick

Travel history: none

EXAM:

ASSESSMENT:
Al: Congestive heart failue r/o secondary to DCM vs other

Page 3/46
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- Chest x-rays [at rDVM) -in ER emaill
- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left
mainstem bronchi compression and trachea is dorsally deviated.

B6

PLAN:

Treatments/monitoring:

B6

- Diet: HA or ZD only

B6

“FECHECK ECRHO Tor aiet study
-recheck chemistry
-continue in diet study

Deposit & estimate status B6

Resuscitation code (if admitting to ICU): yellow

SOAP approved (DVM to sign):i B6 DVM
SOAPText | B6  [11:55AM-| B6

........................ R ——

Signalment: 5yo FS Pitbull presenting for biventricular heart failure due to DCM, respiratory distress. Day 1 of
hospitalization

Presenting history:

Coughing 2-3 weeks ago - after physical exercise gotten worse after any exercise, hacking some fluid a little productive,
labored breathing, low energy. still eating/drinking, normal bathroom, no v/d. lost weight, looking skinny to the owner.
Prior medical history: allergies

Current medications: none

Diet: dry. 2 cups a day (o unsure exactly which diet - rotates through 4 different types of food)- brought in samples to
fill out forms for the diet study she is enrolled in.

Vaccination status/flea & tick preventative use: UTD, no heartworm preventative or flea/tick

Travel history: none

Overnight update:
Very bright, RR 24-36, eating well and passing urine frequently.

Subjective

Page 4/46
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Client; B6

Patient: | B6 i

EXAM, GENERAL

ASSESSMENT:
Al: Dilated Cardiomyopathy

Diagnostics performedi B6

- Chest x-rays (at rDVM) - in ER email
- Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left
mainstem bronchi compression and trachea is dorsally deviated.

B6

Plan:

-NOVA

-TGH

-Recheckk with cardio in one week.

SOAP completed by:E B6 iBVSc

Initial Co .
Recheck -i  B6 - - DCM Study

Page 5/46
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SOAPText | B6 | 1:53PM- B6

Disposition/Recommendations

Page 6/46
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bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: __________ B6 | Patient: B6

Veterinarian: o Species:  [Canine

PatientID: | _B6__| Breed: Pit Bull

Visit ID: Sex: Female (Spayed)
Age: B6 iears Old

Lab Results Report '

Nova Full Panel-ICU

Accession ID:E B6

|'1'est IResults IReference Range ] IUnits
S0O2% 94 - 100 %
HCT (POC) 38 - 48 %
HRB (POC) 126- 16 g/dL
NA (POC) 140 - 154 mmol/L,
K (POC) 36-48 mmol/L,
CL(POC) 109 - 120 mmol/L,
CA (ionized) 1.17-1.38 mmol/L
MG (POC) 0.1-04 mmol/L,
GLUCOSE (POC) 80 -120 mg/dL
LACTATE 0-2 mmol/L
BUN (POC) B 6 12-28 mg/dL
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmol/l,
nCA 0-0 mmol/L
MG 0-0 mmol/L
GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L,
A 0-0 mmHg
NOVA SAMPLE 0-0

. 8/46 . B6 . B8 |

stringsoft Printed Sunday, February 24, 2019
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F102 om air) 0-0 %
PCO2 36 - 44 mmig
PO2 80 - 100 mmig
PH B6 7337 - 7.467
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
HCO3 18 - 24 mmol/L
Nova Full Panel-ICU . B6 19:36:03 AM Accession ID{ B6 !
|Test IResults IReference Range IUnits |
Blood Glucose (Glucometer) - FHSA lBG 0-0 mg/dl
Nova Full Panel-ICU "'B6 9:56:38 AM Accession ID:; B6 !
|Test |Results IReference Range IUnits |
TS (FHSA) 0-0 g/dl
PCV #* B6 0-0 %
TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU " B6  10:12:18AM  Accession ID: |_
|Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 5672 mg/dL
CALCIUM2 94-11.3 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 53 -42 g/dL
AJGRATIO g7els
SODIUM B6 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 3.7-54 mEq/L
NA/K 2940
T BILIRUBIN 0.1-03 mg/dL
ALK PHOS 12-127 UL
ALT 14 - 86 UL
AST 9-54 UL
CHOLESTEROL 82 - 355 mg/dL
OSMOLALITY (CALCULATED) 291-315 mmol/L
Nova Full Panel-ICU . B6__ 9:19:25AM Accession ID:| B6 |
|Test Results IReference Range IUnits
S02% B6 94 - 100 %
HCT (POC) 38 - 48 %
’ 9146 .B6. . B6 |
strings Printed Sunday, February 24, 2019
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Client: B6 !

Patient: BG,

HB (POC) 12.6 - 16 g/dL
NA (POC) 140 - 154 mmol/L
K (POC) 36-438 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) 12 - 28 mg/dL
CREAT (POC) 02-2.1 mg/dL
TCO2 (POC) 0-0 mmol/L
nCA 0-0 mmol/L
nMG B 6 0-0 mmol/L
GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L
A 0-0 mmHg
NOVA SAMPLE 0-0
Fi102 m air) 0-0 %
PCO2 36-44 mmHg
PO2 80 - 100 mmHg
PH 7.337 -7.467
PCO2 36 -44
PO2 80 - 100
HCO3 18 -24
Nova Full Panel-ICU . B6_ 19:27:23AM Accession TD:{
|Test Results IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV *% B6 0-0 %
TS (FHSA) 0-0 g/dl

’ 10/46 | B6 | . B6 |

il Printed Sunday, February 24, 2019

Vitals Results

9:09:11 AM Weight (kg)

9:09:38 AM Notes
B 6 9:10:28 AM Lasix treatment note

9:45:06 AM Lasix treatment note

10:45:50 AM Lasix treatment note
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Client | B8}
Patient: | B6 |
Vitals Results

11:21:.04 AM Fi02 (%)
11:21:11 AM Respiratory Rate
11:21:41 AM Nursing note
12:19:43 PM Nursing note
12:37:05 PM Quantify IV Fluids (CRI) in mls
12:37:06 PM Catheter Assessment
12:37:44 PM Fi02 (%)
12:38:25 PM Respiratory Rate
12:39:49 PM Heart Rate (/min)
1:47:10 PM Eliminations
1:48:12 PM FiO2 (%)
2:01:58 PM FiO2 (%)
2:02:58 PM Heart Rate (/min)
2:06:40 PM Respiratory Rate
2:07:31 PM Quantify IV Fluids (CRI) in mls
2:07:32 PM Catheter Assessment
2:11:44 PM Lasix treatment note

BG 3:19:35PM Nursing note
3:20:12 PM Respiratory Rate
3:20:33 PM Fi02 (%)
3:20:55 PM Quantify IV Fluids (CRI) in mls
3:45:02 PM Quantify IV Fluids (CRI) in mls
3:45:03 PM Catheter Assessment
4:07:19 PM Fi02 (%)
4:07:46 PM Respiratory Rate
4:09:20 PM Eliminations
4:18:29 PM Heart Rate (/min)
4:18:40 PM Quantify IV Fluids (CRI) in mls
4:18:41 PM Catheter Assessment
5:12:04 PM Respiratory Rate
5:12:14 PM Fi02 (%)
5:13:48 PM Eliminations
5:17:48 PM Amount eaten
5:19:29 PM Heart Rate (/min)
5:19:47 PM FiO2 (%)
5:26:16 PM Lasix treatment note
5:47:32 PM Respiratory Rate
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Client: & B8 ___ 1
Patient: | B6
Vitals Results
____________________ 5:47:46 PM Quantify IV Fluids (CRI) in mls

5:47:47 PM Catheter Assessment
6:01:17 PM Eliminations
6:54:17 PM Fi02 (%)
6:54:24 PM Respiratory Rate
7:11:55PM Heart Rate (/min)
7:12:.08 PM Temperature (F)
7:44:34 PM Fi02 (%)
7:44:43 PM Quantify IV Fluids (CRI) in mls
7:44:44 PM Catheter Assessment
7:45:08 PM Respiratory Rate
9:03:32 PM FiO2 (%)
9:03:41 PM Respiratory Rate
9:17:37 PM Weight (kg)
9:18:17 PM Heart Rate (/min)
9:19:05 PM Quantify IV Fluids (CRI) in mls
9:19:06 PM Catheter Assessment
9:19:42 PM Eliminations
9:21:04 PM Lasix treatment note
9:45:41 PM Respiratory Rate

B 6 9:45:54 PM Fi02 (%)
10:49:36 PM Respiratory Rate
10:50:01 PM Fi02 (%)
11:31:31 PM Quantify IV Fluids (CRI) in mls
11:31:32 PM Catheter Assessment
11:32:09 PM Heart Rate (/min)
11:46:46 PM Respiratory Rate
11:47:01 PM FiO2 (%)
12:46:34 AM FiO2 (%)
12:46:44 AM Respiratory Rate
1:07:50 AM Eliminations
1:38.01 AM Quantify IV Fluids (CRI) in mls
1:38:02 AM Catheter Assessment
1:39:26 AM Heart Rate (/min)
1:56:06 AM Fi02 (%)
1:56:16 AM Respiratory Rate
3:06:11 AM Fi02 (%)
3:06:25 AM Respiratory Rate
3:12:19 AM Lasix treatment note
3:12:37 AM Quantify IV Fluids (CRI) in mls
3:12:38 AM Catheter Assessment

Page 12/46

FDA-CVM-FOIA-2019-1704-002961



Patient: BB

Vitals Results
4:06:40 AM Respiratory Rate
4:07:00 AM Fi02 (%)
4:07:08 AM Heart Rate (/min)
4:49:25 AM Fi02 (%)
4:49:37 AM Respiratory Rate
4:52:42 AM Eliminations
4:59:34 AM Amount eaten
5:24:06 AM Nursing note
5:24:55 AM Heart Rate (/min)
5:45:41 AM Respiratory Rate
5:45:53 AM FiO2 (%)
6:44:.05 AM FiO2 (%)
6:44:44 AM Respiratory Rate
7:57:10 AM Respiratory Rate
7:57:26 AM Fi02 (%)
7:59:14 AM Nursing note
8:02:34 AM Heart Rate (/min)
8:05:21 AM Temperature (F)
8:08:24 AM Lasix treatment note
8:14:38 AM Weight (kg)

B 6 8:16:10 AM Eliminations
9:02:29 AM Fi02 (%)
9:03:17 AM Respiratory Rate
10:02:20 AM Fi02 (%)
10:04:29 AM Heart Rate (/min)
10:08:31 AM Respiratory Rate
10:59:22 AM FiO2 (%)
10:59:52 AM Respiratory Rate
11:47:25 AM FiO2 (%)
11:47:53 AM Respiratory Rate
11:53:10 AM Heart Rate (/min)
11:53:48 AM Eliminations
12:59:52 PM Fi02 (%)

1:00:37 PM Respiratory Rate
2:17:38 PM Respiratory Rate
2:17:51 PM Heart Rate (/min)
2:22:20PM Lasix treatment note
2:59:31 PM Respiratory Rate
3:30:08 PM Heart Rate (/min)
3:52:22 PM Respiratory Rate
4:58:59 PM Respiratory Rate

Page 13/46

FDA-CVM-FOIA-2019-1704-002962



Client: § ___B6 |
Patient: : B61
Vitals Results

5:16:42 PM Amount eaten
5:17:09 PM Eliminations
5:28:18 PM Heart Rate (/min)
6:03:.04 PM Respiratory Rate
6:54:20 PM Respiratory Rate
6:56:33 PM Weight (kg)
7:20:10 PM Temperature ()
7:20:22 PM Heart Rate (/min)
7:56:01 PM Respiratory Rate
8:17:54 PM Eliminations
9:00:37 PM Respiratory Rate
9:15:46 PM Heart Rate (/min)
9:41:52 PM Respiratory Rate
9:43:34 PM Lasix treatment note
10:40:52 PM Respiratory Rate
11:31:23 PM Heart Rate (/min)
11:31:28 PM Respiratory Rate
12:28:12 AM Respiratory Rate

B 6 1:05:10 AM Eliminations
1:12:38 AM Heart Rate (/min)
1:12:45 AM Respiratory Rate
2:47:00 AM Respiratory Rate
3:16:57 AM Heart Rate (/min)
3:37:24 AM Respiratory Rate
4:23:24 AM Respiratory Rate
5:36:11 AM Amount eaten
5:36:20 AM Heart Rate (/min)
5:36:27 AM Respiratory Rate
5:40:28 AM Lasix treatment note
5:59:29 AM Eliminations
6:21:11 AM Eliminations
6:51:.01 AM Respiratory Rate
7:42:21 AM Weight (kg)
3:08:18 AM Temperature ()
8:08:28 AM Respiratory Rate
8:08:42 AM Heart Rate (/min)
9:06:23 AM Eliminations
9:07:04 AM Respiratory Rate
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Client:
Patient: . ______ B 6 .......
Vitals Results
9:20:15 AM Catheter Assessment
10:02:30 AM Heart Rate (/min)
10:02:36 AM Respiratory Rate
10:02:52 AM Eliminations
11:09:18 AM Respiratory Rate
12:17:30 PM Respiratory Rate
B 6 12:17:40 PM Heart Rate (/min)
12:17:48 PM Eliminations
1:05:31 PM Respiratory Rate
1:36:34 PM Catheter Assessment
1:36:42 PM Respiratory Rate
1:36:58 PM Heart Rate (/min)
1:25:45 PM Weight (kg)
1:53:45 PM Lasix treatment note
Patient History
""""""""""" 09:09 AM Vitals
09:09 AM Vitals
09:09 AM Purchase
09:10 AM Purchase
09:10 AM Purchase
09:10 AM Vitals
09:28 AM Purchase
09:36 AM Labwork
09:45 AM Vitals
09:55 AM Treatment
09:56 AM Labwork
09:57 AM Treatment
B 6 10:04 AM Prescription
10:08 AM Prescription
10:45 AM Vitals
10:55 AM Treatment
11:21 AM Treatment
11:21 AM Vitals
11:21 AM Treatment
11:21 AM Vitals
11:21 AM Vitals
11:23 AM Purchase
11:23 AM Purchase
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Client:

B6

Patient:
Patient History

11:42 AM UserForm
11:54 AM Treatment
11:56 AM Purchase
11:56 AM Purchase
12:19 PM Vitals
12:37 PM Treatment
12:37 PM Vitals
12:37 PM Vitals
12:37 PM Vitals
12:37 PM Treatment
12:37 PM Vitals
12:38 PM Treatment
12:38 PM Vitals
12:39 PM Treatment
12:39 PM Vitals
01:47 PM Treatment
01:47 PM Vitals
01:48 PM Treatment

B 6 01:48 PM Vitals
02:01 PM Treatment
02:01 PM Vitals
02:02 PM Treatment
02:02 PM Vitals
02:06 PM Treatment
02:06 PM Treatment
02:06 PM Vitals
02:06 PM Treatment
02:07 PM Treatment
02:07 PM Vitals
02:07 PM Vitals
02:11 PM Vitals
02:11 PM Treatment
03:19 PM Vitals
03:20 PM Treatment
03:20 PM Vitals
03:20 PM Treatment
03:20 PM Vitals
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Client:

Patient:{ __T_ %
Patient History

03:20 PM Vitals
03:22 PM Treatment
03:23 PM Treatment
03:45 PM Treatment
03:45 PM Vitals
03:45 PM Vitals
04:07 PM Treatment
04:07 PM Vitals
04:07 PM Treatment
04:07 PM Vitals
04:09 PM Vitals
04:18 PM Treatment
04:18 PM Vitals
04:18 PM Treatment
04:18 PM Vitals
04:18 PM Vitals
04:38 PM Purchase
04:39 PM Purchase

B 6 05:12PM Treatment
05:12 PM Vitals
05:12 PM Treatment
05:12 PM Vitals
05:12 PM Treatment
05:13 PM Treatment
05:13 PM Vitals
05:17 PM Treatment
05:17 PM Treatment
05:17 PM Vitals
05:18 PM Treatment
05:19 PM Treatment
05:19 PM Vitals
05:19 PM Treatment
05:19 PM Vitals
05:26 PM Vitals
05:27 PM Treatment
05:47 PM Treatment
05:47 PM Vitals
05:47 PM Treatment
05:47 PM Vitals

Page
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Client:

Patlent ..................... -
Patient History

05:47 PM Vitals
06:01 PM Vitals
06:54 PM Treatment
06:54 PM Vitals
06:54 PM Treatment
06:54 PM Vitals
07:11 PM Treatment
07:11 PM Vitals
07:12 PM Treatment
07:12 PM Vitals
07:44 PM Treatment
07:44 PM Vitals
07:44 PM Treatment
07:44 PM Vitals
07:44 PM Vitals
07:45 PM Treatment
07:45 PM Vitals
09:03 PM Treatment
09:03 PM Vitals

B 6 09:03 PM Treatment
09:03 PM Vitals
09:04 PM Treatment
09:17 PM Treatment
09:17 PM Vitals
09:18 PM Treatment
09:18 PM Vitals
09:19 PM Treatment
09:19 PM Vitals
09:19 PM Vitals
09:19 PM Treatment
09:19 PM Vitals
09:21 PM Vitals
09:21 PM Treatment
09:45 PM Treatment
09:45 PM Vitals
09:45 PM Treatment
09:45 PM Vitals
10:49 PM Treatment
10:49 PM Vitals
10:50 PM Treatment
10:50 PM Vitals

Page
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Client:

Patlent ..................... -
Patient History
_____________________ 11:07 PM Purchase

11:31 PM Treatment
11:31 PM Vitals
11:31 PM Vitals
11:32 PM Treatment
11:32 PM Vitals
11:46 PM Treatment
11:46 PM Vitals
11:47 PM Treatment
11:47 PM Vitals
12:46 AM Treatment
12:46 AM Vitals
12:46 AM Treatment
12:46 AM Vitals
01:04 AM Treatment
01:07 AM Treatment
01:07 AM Vitals
01:08 AM Treatment
01:38 AM Treatment

B 6 01:38 AM Vitals
01:38 AM Vitals
01:39 AM Treatment
01:39 AM Vitals
01:56 AM Treatment
01:56 AM Vitals
01:56 AM Treatment
01:56 AM Vitals
03:06 AM Treatment
03:06 AM Vitals
03:06 AM Treatment
03:06 AM Vitals
03:12 AM Vitals
03:12 AM Treatment
03:12 AM Treatment
03:12 AM Vitals
03:12 AM Vitals
04:06 AM Treatment
04:06 AM Vitals
04:07 AM Treatment

Page
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Client:

B6

Patient:
Patient History

04:.07 AM Vitals
04:07 AM Treatment
04:07 AM Vitals
04:49 AM Treatment
04:49 AM Vitals
04:49 AM Treatment
04:49 AM Vitals
04:52 AM Treatment
04:52 AM Vitals
04:53 AM Treatment
04:59 AM Treatment
04:59 AM Vitals
05:00 AM Treatment
05:24 AM Vitals
05:24 AM Treatment
05:24 AM Vitals
05:45 AM Treatment
05:45 AM Vitals
05:45 AM Treatment
05:45 AM Vitals

B 6 06:44 AM Treatment
06:44 AM Vitals
06:44 AM Treatment
06:44 AM Vitals
07:57T AM Treatment
07:57 AM Vitals
07:57 AM Treatment
07:57 AM Vitals
07:59 AM Vitals
08:02 AM Treatment
08:02 AM Vitals
08:05 AM Treatment
08:05 AM Vitals
08:08 AM Vitals
08:08 AM Treatment
08:14 AM Treatment
08:14 AM Vitals
08:16 AM Vitals
09:02 AM Treatment
09:02 AM Vitals
09:03 AM Treatment
09:03 AM Vitals
09:10 AM Treatment
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Client: B6

Patient: { "= 7
Patient History
9:10 AM Treatment
9:14 AM Treatment
10:02 AM Treatment
10:02 AM Vitals
10:04 AM Treatment
10:04 AM Vitals
10:.08 AM Treatment
10:08 AM Vitals
10:12 AM Purchase
10:13 AM Treatment
10:59 AM Treatment
10:59 AM Vitals
10:59 AM Treatment
10:59 AM Vitals
11.05 AM Purchase
11:.05 AM Purchase
11:30 AM Purchase
11:45 AM Deleted Reason
g
B 6 11:47 AM Treatment
11:47 AM Vitals
11:47 AM Treatment
11:47 AM Vitals
11:53 AM Treatment
11:53 AM Vitals
11:53 AM Vitals
12:59 PM Treatment
12:59 PM Vitals
1:00 PM Treatment
1:00 PM Vitals
1:01 PM Treatment
2:13 PM Treatment
2:17 PM Treatment
2:17 PM Vitals
2:17 PM Treatment
2:17 PM Vitals
2:22 PM Vitals
2:22 PM Treatment
2:59 PM Treatment
2:59 PM Vitals
03:30 PM Treatment
3:30 PM Vitals
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Client:

Patient:}___ = =
Patient History

03:52 PM Treatment
03:52 PM Vitals
04:58 PM Treatment
04:58 PM Vitals
05:02 PM Treatment
05:03 PM UserForm
05:16 PM Treatment
05:16 PM Vitals
05:17 PM Treatment
05:17 PM Treatment
05:17 PM Treatment
05:17 PM Vitals
05:28 PM Treatment
05:28 PM Vitals
06:03 PM Treatment
06:03 PM Vitals
06:54 PM Treatment
06:54 PM Vitals
06:56 PM Treatment
06:56 PM Vitals
07:20 PM Treatment

B 6 07:20 PM Vitals
07:20 PM Treatment
07:20 PM Vitals
07:56 PM Treatment
07:56 PM Vitals
08:17 PM Treatment
08:17 PM Vitals
09:00 PM Treatment
09:00 PM Vitals
09:00 PM Treatment
09:15 PM Treatment
09:15 PM Vitals
09:41 PM Treatment
09:41 PM Vitals
09:43 PM Vitals
09:43 PM Treatment
10:40 PM Treatment
10:40 PM Vitals
11:.07 PM Purchase
11:31 PM Treatment
11:31 PM Vitals
11:31 PM Treatment
11:31 PM Vitals
12:28 AM Treatment
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Client:

Patient:
Patient History

12:28 AM Vitals
01:05 AM Treatment
01:05 AM Vitals
01:05 AM Treatment
01:06 AM Treatment
01:09 AM Treatment
01:12 AM Treatment
01:12 AM Vitals
01:12 AM Treatment
01:12 AM Vitals
02:47 AM Treatment
02:47 AM Vitals
03:16 AM Treatment
03:16 AM Vitals
03:37 AM Treatment
03:37 AM Vitals
04:23 AM Treatment
04:23 AM Vitals
05:33 AM Treatment
05:33 AM Treatment
05:36 AM Treatment
05:36 AM Vitals

B 6 05:36 AM Treatment
05:36 AM Vitals
05:36 AM Treatment
05:36 AM Vitals
05:40 AM Vitals
05:40 AM Treatment
05:59 AM Treatment
05:59 AM Vitals
06:21 AM Vitals
06:51 AM Treatment
06:51 AM Vitals
07:42 AM Treatment
07:42 AM Vitals
08:08 AM Treatment
08:08 AM Vitals
08:08 AM Treatment
08:08 AM Vitals
08:08 AM Treatment
08:08 AM Vitals
09:06 AM Treatment
09:06 AM Vitals
09:07 AM Treatment
09:07 AM Vitals
09:16 AM Treatment
09:19 AM Purchase
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Client:
Patient: BG
Patient History

09:20 AM Treatment
09:20 AM Treatment
09:20 AM Vitals
09:27 AM Labwork
10:.02 AM Treatment
10:02 AM Vitals
10:02 AM Treatment
10:02 AM Vitals
10:02 AM Vitals
11:05 AM Purchase
11:.05 AM Purchase
11:09 AM Treatment
11:09 AM Vitals
11:29 AM Appointment
12:17 PM Treatment
12:17 PM Vitals
12:17 PM Treatment
12:17 PM Vitals
12:17 PM Treatment
12:17 PM Vitals
01:05 PM Treatment
01:05 PM Vitals

B 6 01:07 PM Treatment
01:27 PM Deleted Reason
01:27 PM Purchase
01:32 PM Prescription
01:36 PM Prescription
01:36 PM Treatment
01:36 PM Vitals
01:36 PM Treatment
01:36 PM Vitals
01:36 PM Treatment
01:36 PM Vitals
02:35PM Email
12:59 PM UserForm
01:22 PM Treatment
01:23 PM UserForm
01:25PM Vitals
01:37 PM Purchase
01:383 PM Purchase
01:53 PM Vitals
02:20 PM Prescription
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Client:

B6

Patient:
Patient History
_____________________ 02:22 PM Purchase
B 6 03:19 PM Appointment
03:21 PM Email

Page 25/46
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Lummings po—

North Grafton, MA 01536
Veterinary Medical Center b -
AT TUFTS UNIVERSITY hitp/fwetmed il eduyf
Discharpe Instrudlions
:—mw:gvmou Brown/White Female (Spayed) Pit Bull pyraill B6

=R S

mhmnmmmmmmmmmm
nimprmle]mhdlnhmh.g.Eﬁmﬁgqiqﬂmtsm}ﬂmmdﬂﬂﬂmlmdaﬁi&dlmtamm

condition. it s aso mllwrlnltﬂmtlsﬁadﬂleprﬁuqmm wmm‘[

Monftaring a2t hame:

o We would ke you o monitor your dogs breathing rate and effort at home, ileally during deep or at a time of
rest. The doses of drugs will be adpsted based on the breathing rate and effort.

© Inpeneral, most dogs with heart failure that s well controlied have abreathing rabe at rest of less than 35 o 40
breaths per minutie. in addition, the breathing effort, noted by the amount of bally wall motion used for each
breath, is minimal if heart falhre is onirolled.

O An inease in breathing rate or effort will usually mean that you should give an exira dose offurosemide {Lasix)
¥ difficulty breathing is not mproved by within 30-60 minutes after giving exira furesemide then we recommend
that a rechedk exam be scheduled amlfor that your dog be evaluated by an emerpency dinic

O There are nstmctions for meniinring breathing and a fom o help keep tradk of breathing ae and dug doses,
on the Tufts HeartSmart weh site (hitp/ fvet tufts eduw/hearsmartfat-home-moniterng /).

O We ako want you to watdh for weakness or collapse, areduction in appetite, worsening coupgh, or distention of
the belly as these finding s ivcate that we should do a reched: examination.

o Fyou have any monoems, please call or have your dog evaluated by a vetenmarian. Our emerpency dimicis open

B6

Recanmended Medicalions
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B6

Diet suggestions
| B6 should continue 16 be fed PurinaHA dry. She seemed 1o like that food while in hospital

Dogs with heart fathme acommate more fluid in their body i they eat large amounts of sodium (saltl. Sodem can be foumd
in allfoods, but some foods are bwer in sodim than others. Many pet ireals, peoplefoods, and supplements used o give
pills often have more sodim than is desirable - a sheet that has suppestions for low sodim treats can be found on the

HeartSmart web dte (hitp=/fetfis.edu/heartonart fiiet /L

Your dog’s usual diet may also have more sodium than recommended -we want year deg to continue to eal their normal
dietfor thefirst 7to 14 days <o we can make aure they are inlerating medications well. After that time, we would
remmend sowly ntroducng one of the lower sedium diets on the HeartSmart Bst {259 of the new diet and 755% old deet
for 23 days, then 5050, etc ). You can find adiet on the list that your dog likes to eat. Albenatively, if you ame alttadhed to
the asmrent diet you can reseanch the amoant of sediumin the diet i ensure that the sodiiom content is smilar te these on
the st

© The FDA is aamently iwestipaling an apparent assodation between diet amd a type of heart disease called dilated
cardiomyopatiyy. The exad cwse is stillindear, but it appears to be assodated with boutique diets and those
con ianing exatic ngredient or ane grain-free. Therefore, we are oemently recommending that dogs do not eat
these types :flil!ls.

dn&nntumtaunr—hnngulmﬁ,mdmshlmn.lili,hﬂ:.mhﬂs peas, beans, bulfao,
tapieca, barley, and chidkpeas.

O TheFDA issuad a stalement reganding this Esue
{hiips e ida pov/AnimaleterinaryMNewdbvents O UpdatesfuomG 1 3306 him) and arecent artide
published by Dr. Lsa Freeman on the Commings Sdhool's Petfood ology blog can further explain these fidings
{hitp:/fenuirition miftsed/ 200 8/06/a hoken-heart -risk-of-heart-dis ease-in-hou tique-or-gran-free-diets-and &
o tic-ingredients /L

O Our nuiritionists have compiled alist of dog foods that are pood options for dogs with heart disease.

iFyour dog has specal nutritional needs or requires ahomecooked diet, we recommend you schedule an appointment with
our nuiritionists (508-387-4696)

Exprrise Recommendations
Fmﬂmﬁﬂ?hﬂdmﬂﬂﬁgnﬂiﬂiuﬁfmlmtfﬂlﬁmmnﬂﬂmmm Leash walking

a’ealuﬂad n ﬂlEfm]lE. qul]ml! or sirenueus hgh—emlgfa:ﬁuitiﬁ {repellmelﬁi chasng, nening fast off-leach, et}
are generally not advised at this stage of heart falure.

Reched Follow g
A recheck exam has been schveduled for
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Friday, February 22, 29 at 1-00pm with B6
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Lummings B6

\eterinary Medical Center Potint 84
AT TUFTS UNIVERSITY | B6 rears 0M Female {Spayed) PR Bul
Cardiclopy Lakonw 5088879696 Brown/White BW Weight{kg} 1900
Candiology Consultation
ENROLLED IN DCW STUDY
Date: B6 |
sht Weight (kg) 19.00
Requesting Clinician:| B6 ‘e - SAM}

Tharacic radiopraphs available for review?
M yYes - in ER email
[ Yes - in PACS
[ No

Potient location: ER

PFresenting complaint and important conoarent diseases: Dyspnea

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

R T

B6

Muscle condition:

D Normal 2 Moderate cachexia
M Mild musde loss I Marked cachexia
Cardiovascular Physical Exom
Murmar Grade:
[ None v
1w Ewpwi
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M /v
T g

viav

Murmur location/desription: left apical systolic fanimal panting, difficutt auscultation}

Jupular wvein:
M Rottom 173 of the neck
[ middle 173 of the nedk

Arterial pulses:
M Weak vs.
M Fair at most
I3 Good
[ Strong

Arrhwthmia
M None

[ Sinus amrhythmia
[ Premature beats

Gallop:
[ Yes
M No

2] Imtermittent

Pulmonary assecagmenis:
[ Eupneic
[ mild dyspnea
M Marked dy=pnea
] Nermal BY sounds

Abdominal exam:
1 Normal

[ Hepatomegaly

Echocardiopram Findings:

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

2 Bounding

2 pulse deficits

[ pulsus paradoxus
3 Other {describe):

[ Bradycardia
[ Tachycardia

O Pronounced
2 Other:

¥4 Pulmonary Cradkdes

= Wheezes

= Upper girway siridor

[ Other auscultatory findings:

[ Abdominal distension
[ mild ascites

General/2-D findings: *bricf exam os patient got more dyspneic during exom®
LV walls are normal in thickness and LV contractile fimction is markedly decreased with severe LA
enlarpement_ MV is thickened. RH is markedly dilated, TV isthickened and anterior leaflet looks longer
than the posterior one. TV annulus is not apical displaced. Trace pericardial effusion. PA is bigger than
the aorta. Tried to get an RVOT view, could not as P got worse. Could not see nor evidence of PDA, PS,

neither heand a continuous mumur.

Doppler finding<

3+ TR, MG 71mmHg, without RA presausre;

2+ MR, jet centrally directed.

Mitral mflow: not aseosed
[ surmmated
1 normal
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| Delayed rebaation

Blood Presame (mmlp): recommended

Raclioprmphic fandingsx :
Diffuse interstitial pattern bilaterally, pulmonary vessels not easily visible. Severe cardiomegaly with left
mainstern bronchi compression and trachea is dorsally deviated.

Assesoment and recommendotions:

B6

Final Diagnosis: DCM with LCHF; PHTN

Heort Faihee Classhcation Score:

ISACHC Classification:
Hia lia
H b = b
=

ACVIM CHF Classification:
da M
[ p1 Hp
[ p2
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M-Mode

LvIDd
Lvrwd

LVIDs
LVPWs
EDV{Teich)
ESV{Teich}
EF{Teich}

SV{Teich}
An Diam
LA Diam
LASAD
Max LA
Tme

HR
CO{Teich}
Cl{Teidh}
Ao Diam
LA Diam
LA/ An
EPSS

M-Mode Normalized

B6

IVSdN
LVIDdN
LVPWdN
IWSsN
LVIDsN
LVPWsN

2D

5A LA

Ao Diam
SA LA f Ao Diam
Ivsd

LvIDd
LvPWwd
EDV{Teich}
WSs

LVIDs
LVPWs
ESV{Teidch}
EHTeich}
%rs
SW{Teich}
LV Mapr

B6

3§3®*RI333893833

BPM
Ifmin
Ifminm

{0290 - 0,520}
{1.350 - 1730} !
{0.330 - 0.530}
{0_430 - 0710}
{0_790 - 1.140} !
{0.530 - 0.780} !

3ivRI3F332858
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LV Minor
Sphericity Index
LVid LAX

LVAd LAX

LVEDV A-L LAX
LVEDV MOD LAX
LVIs LAX

LVAs LAX

LVESV A-L LAX
LVESV MOD LAX
HR

EF A-L LAX

LVEF MOD LAX
SV A-L LAX

SV MOD LAX

€0 AL LAX

€O MOD LAX
RVIDD

RVIDS

Doppler

MR Vimax
MR maxPG
MV E Vel

MV DecT

MV Dec Slope
MV A Vel

MYV EfA Ratio
E

EE

A

5

IVRT

AV Vmax

AV ma=xPG
PV Vimax

MY maxPG
TR VYmax
TRmaxG

B6

B6

mfs

mmHg

mfs

mfs
mfs

mfs

mfs
mfs

mfs
mmHg
mfs
mmHg
mfs

mmHg
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\leterinary Medical Center i vl et

it ffwetme d tuks eduf

AT TUFTS UNIVERSITY

Discharge Instructions

Pt - 439571

Diapnoses: Dilated candiomyopaihy {DOM) with congestive heart faire

Diapnostic test resulls and findings:
o Labwork findings- The lalsawork results are perding. We will call you with these reqults.
0 G TheECG did not show any amrhythmias on eaminal ion today.

Casem

s0 she was given one dose of furosemide: “Emg]lghk@lﬂmh!mmttnﬂﬁﬂtummgﬂmﬁdaﬂmﬂ
inhibitor {enalageril) o reduce the workload onbher heart.

Monioring Ahowe = =Z0Z0ZzZzZ0900 0

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

of rest. The doses [‘mwﬂllﬂﬂﬁﬁtﬁﬂﬂﬂlmﬂﬂmmmﬂﬂm
O In general, most dogs with heart failure that & well ooimolled have a breathing rate at rest of less than 3034
breaths per minuie. inaddition, the breathing efiort, noted by the amounst off belly wall motion used for each
h‘Eﬂth. ls[ali'fmnrml ifheat faihre s corolled

diffiulty breathing &snot improved by within 28-60 minutes after giving exdi B6 :Ilmwennrrmﬂ

that a rechedk esam be scheduled andfor that your dog be evahsted by an emergsency dinic.
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0 There are nstnuctions for moniboring breathing, and a formto help keep track of breathing rate and drug doses, on
the Tults HeartSmart weh site {hitpyfvel s eduyheartsmeart fat-home- moniboring ).

O Wealso want you inwatdh or wealness or collapse, a redhuction in appetite, warsening cough, or distention of the
belly as these findings indiatethat weshould do a recheck eaminat ion

O Fyouhave aw concarms, please call or have your dog evahated by a velarinarian. Our emengency dinic is open 24
hoursfday.

Recosmnonded Mederations

Berise Recosmnendoiions
Fnr'theflsl:?tnll] days after starting rrui:ati:n;ftrlm’t {a‘hmmmnnu:lmlhﬂﬂlm Leash walking anly

aealirm:l nﬂEmEMHMEWMhQIEHEME{rqHMIﬂl chasing, nunning Tast ofFleadh, et}
are generally not advised at this stage ofheart lailure

Recheck Visis
A recheck has been scheduled for .
Mcndiry, My 13, 2019 2t 1-00PM with: B6

Please visit our HeartSmart wehsite for more rdomation
hithpeffwet tulfis. ochyheartesmartyf

Presriplinn Refill Dis closoe -

For the sofely ond well-being of oar palients, your pef mast ene vod on exomiinoiion by onre of our vel erinorions within the post
yeovr it order o olidoin presoiplion medicolions.

Ondering Food:

Pleose check with your primovy velerimorion o purdvoese the recommended dietis]. 5 you wish o mrechose your food from s,

plecse ol 7-10doys i odvence [S08-887-9620) In ensuve Hthe food & in siock. Allermolive . velerimary dicls con be ondered from
online retoders with o presoription/ve ierinory opprenl.

FDA-CVM-FOIA-2019-1704-002987



il Trinds:
Chnicxd triols ore studies inwhich ourvelerinary dociors werk with you ond your pet o invesligoele o speeific dscose prooess or g
promsing new fest orireolment Pleose see ouwr welsite: vel hufls eoufovmcfolinien) strebes

Cae: B6 | Owner:  B6 | Disthape InAnactions
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Lummings B6

\eterinary Medical Center et B

AT TUFTS UNIVERSITY i B6 i Canime
Cardiology Lason- S0B88F-%% =0 2 20202000000 beemdd

Brown/White
Cardiology Appointment Report
-Patient enrolled in the DCM study-
Date: 2/22/2019
Attending Cardiclopist
5 B6 ;

O reports doing well st home snce discharge

Diet ond Supplemenis:
Prescription purina cardiac diet, eating well
coconut oil to give medication

Coardiovascular History:

Prior CHF diagnosis? N

Prior heart murmur? ¥

Prior ATE? N

Prior arrhythmia? N

Monitoring respiraory rate and eflort at home? Yes, once a day, around 18-24
Cough? Coughed a few times last night, otherwise no cough, some sneezing
Shortness of breath or difficulty breathing? No

Smcope or collapse? No
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Sudden onset lameness? No
Exercice intolerance? No

Cunrent Medicalions Pertinent 1o OF System:

B6

Muscle condition:

(] Normal || mModerate mcheda

5 il muscle loss Ll mtarked cachesia
Cordiowascular Physical Exam:
Murmur Grade:

[ nane = ngfwn

Eian [ van

i v

M man

Murmur locationfdesoription: left apical systolic

Jupular vein:

M Bottamn 1/3 of theneck = 12 way up thenak

I middle 1/3 of theneck =l Top 2/3 ofthenak
Arterial pulses:

T vvkosakc £ pounding

I Fair E puise deficits

M cood = Pular paradnass

Ijsun'g = other:
Arrhgmia: [

Nane Bradycardia
[ Sirwss arrhwihmia [ Tadhweardia

] premature beats
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Gallop:
[F_JI_TE; C pronounced
M no
[ mtermittent

Pulmonary assessments:

Iﬂummmm Cl wheeres
Qmm Qmamm

o Normal BY sounds

Abdominal exam:
& Narmal ] mild ascites
[ Hepatamegaly | marked ascites
LI abdominal distension

Diet-induced DCM v=. primary DCM

%ﬂ E Dialysis profile

2 chemistry profie | Thoracicradiographs
= eos | NT-proBnp
o Renal profile |:| Tropmnin |
" Blood presaure [ other tests:
ECG famcings:
Heart rate: 128hpm

P wave: [L6s - supyrestive of LA enlargement

PR mterval: 0.13s

QRS: 0.08s - sugpestive of ventricular enlargement
R wave: 4 5mV - supgestive of 1V enlarpement
R-Rinterval: 0 48<

QT interval: 0.20s

(il 024

5T segment: depressed -012mV

T wawe: negat ve {-0.AmV}

MEA: +90 degrees

Interpret ation: snus rhythm with sugeestion of LA and LV enlargement. No ventricular or atrial premature
beats observed._

Assesoment and recommendations:

Patient mproved since discharpe, normal appetite, pood enerpy level and respiratory rate is ~18-20brpm.
ACE inhbitor was started today {10mg 51D for 3-4 days} and then ncrease to 10mg n the momng and
5mg in the evening, unless patient does not tolerate this dose or bloodwork performed today reveals any
kidney change that may need dose adjsiments. Patient will be on hydrolyzed diet {HA} until she's
throuwgh with canrent bag and then will try the ProPlan Sensitive Skin and Stomach. i she develops
diarrhea on this diet, client is instructed to go badck to HA. Recheck scheduled for 3 months, or sooner in
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case patient develops clinical sipgns consistent with worsening of the disease.

Fnal Diagnosis :
DCM - rfo primary vs diet-induoced.

Heast Foihee Oasshceotion Score:

ISACHC Claxification:
Hia = ma
H b = b
N

ACVIM Classification:
A M c
Hm Hbp
Y]
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Lummings T —

= = Te lephone (S0B) 8395395
Veleiar MedicaCenter S
Notice of Patient Admit
Datel ES e CaselNo{ B6 |
e

commumication with our besm,

The reason for admission 1o the FHSA is: DOM, PHT, GHF

H you have any questions reganding this particular case, please call 508-887-4988 to reach the ECC Service
Information is updated daly, by noon

Thank you for your referral to our Bmesgency Service
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Lummings e

Veterinary Medical Center i
AT TUFTS UNIVERSITY mmdm
-G

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

Thank you,

B6 DVM (Resident - Candiology)
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Lummings T

. . Te lephone {508} 8395395
Veterinary Medical Center Fon 500 2397951
AT TUFTS UNIVERSITY LA fs i T
BG Female {Spayed])
B 6 Il:illl'E P Bull Brown/White
i.B6 i
__B6_|
Dewri _B6 |
Thank you for referring 56 with thear pet, B6
| B6_presented tothe Tufts ERani__B6 | ns:gnﬂim respiratny distress. Shewas diagnospA witconoat ambat....,
faihwre secandary in dilated canSamyopathy (DM B6 iwas stabslised with aogen therapy, | B6
! B6 umsamlhhtuan&mdmpqaiwiﬂtmﬁrﬁukgyﬁumrw%mm
mmwmwmni&ﬁmﬂemmwlﬂﬂmﬂngaim Bé i
i B6 i
| B6 ihas a rechidk appointment scheduled with! B6 Resident in Candblogy, on2/22/19.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification] B6
Sent: 2/25/2019 12:17:08 AM

Subject: Earthborn Coastal Catch dry: Lisa Freeman - EON-380720
Attachments: 2063120-report.pdf; 2063120-attachments.zip

A PFR Report has been received and PFR Event [EON-380720] has been created in the EON System.

A "PDF" report by name "2063120-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063120-attachments.zip"

and 1s attached to this email notification.
Below is the summary of the report:

EON Key: EON-380720
ICSR #: 2063120

EON Title: PFR Event created for Earthborn Coastal Catch dry; 2063120

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

Age BGYears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063120

Product Group: Pet Food
Product Name: Earthborn Coastal Catch dry

Description: Annual RDVM visit identified murmur. Echo done by mobile ultrasonographer showed DCM. We
evaluated as part of study 2/1/19 - has DCM Eating BEG diet Changed to Pro Plan Weight management dry and

we will recheck in 3 months
Submission Type: Initial

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

FDA-CVM-FOIA-2019-1704-002996



Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Earthborn Coastal Catch dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

B6 }

To view the PFR Event Report, please click the link below:

B6

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

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

The information 1s provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380720
2063120

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 19:08:40 EST

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:

Pre Existing Conditions
Qutcome to Date

Product Information: Product Name:

Product Type

Lot Number:
Package Type:

Product Use
Information:

Manufacture
[Distributor Information

Purchase L ocation

Information:

Animal Information; Name:

Type Of Species:

Type Of Breed
Gender
Reproductive Status
Weight

' Age

Assessment of Prior Excellent
Health:

Number of Animals

Given the Product;

Number of Animals

Reacted:
Owner Information:

Healthcare Professional

Information:

FOUO- For Official Use Only

_ Annual RDVM visit identified murmur. Echo done by mobile ultrasonographer ,
showed DCM. We evaluated as part of study 2/1/19 - has DCM Eating BEG diet
 Changed to Pro Plan Weight management dry and we will recheck in 3 months

: 02/01/2019
Yes

: Hot spot 1/14/19; overweight
; Stable

Earthborn Coastal Catch dry
: Pet Food

BAG

Description: = Please see diel history for more info

r

: Retriever - Golden
: Male

: Neutered

: 36.3 Kilogram
:ELBGEYears

Yes

Owner
Information
provided:

Contact:

Practice Name: Tufts Cummings School of Veterinary Medicine |

Contact Name: lisa Freeman

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

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

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2

FDA-CVM-FOIA-2019-1704-002999



Foster Hospital for Small Animals

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

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

Client:
Address: B 6

All Medical Records

Species: Canine

DOB: EL ______ B _§_______5 Sex: Male
(Neutered)

Work Phone; (. ) - .. .
Cell Phone: | B6 ;

Referring Information

B6

Client: :l B6 ;

Initial Complaint:

Emergency

-1 1:44:47 PM EXAM, GENERAL

Subjective (S) . .
Dx with tongue abscess at RDVM today - got IV fluids and: B6 bwner didn't give B6 i1 at home
orally). He was seen at RDVM because he was panting and lethargic and had nasal discharge. He was grunting and was not feeling

well at home. Wretching at home before presentation. Got bully stick yesterday night. Other owner took stick out of mouth the night
before - unsure if he was chewing on it or what. Been slowing down a little past couple months. No breathing difficulty.

Curren meds:

................... =

Objective (O)

Page 1/81
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Client: B 6

Patient:

Assessment (A)
Al: Severe inspiratory stridor - R/O laryngeal paralysis vs severe caudal oral inflammation (tongue abscess vs mass)

A2: Tongue mass/abscess
A3: Concurrent NSAID and steroid use

Plan (P)

Endotracheal intubation attempted - intial attempt failed and when second attempt taken, patient became bradycardic and received 5
ml atropine IV - heart rate responded well except for intermittent VPCs which resolved after 2 minutes. Patient was maintained in
150/02 and transferred to ICU fo monitoring and continuted intubation.

Diagnostics:

SOAP Text T B8 T RiapM L BE T
Doctori __B6__ {ECC Resident

Presenting complaint:
Panting, nasal discharge gagging/retching at home

rDVM tx'd for presumptive tongue abscess Wr[h1 B6 :

intubated here (with difficulty) and maintained on table for several hours before extubating - has breathed well since that time

B6

Page 2/81

Diagnastics
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Client: B 6

Patient:

Treatments
dexSP after intubation due to severe swelling

atropine during intubation due to bradycardia - responded well
intubation.for. several haurs

B6

FExam:

Assessment (A)
Al: upper airway congestion vs. obstruction (lar-par vs. mass effect (abscess vs. neoplasia)

Dx Plan (P)
P1: CXR - poss lesion right caudal lobe, otherwise unremarkable
P2: FNA of mass (see below) - septic suppurative inflammation

Tx Plan

P for tomorrow - CT +/- surgery
histo pending

Communication Summary:
See CComm notes

SOAPText | B6 _ :8:00AM{ B6

Doctor; _B6 {ECC Resident
Presenting complaint:
Panting, nasal discharge, gagging/retching at home

Was at rDVM earlier yesterday, then came here in pm with severe respiratory distress

Page 3/81
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Client: B 6

Patient:

tDVM tx'd for presumptive tongue abscess with i B6 i

intubated here (with difficulty) and maintained on table for several hours before extubating - has breathed well since that time

jagnostics
Treatments
Exam:

Assessment (A)

Al: upper airway congestion vs. obstruction (lar-par vs. mass effect (abscess vs. neoplasia)
Plan

P1: CT this am +/- surgery

histo pending

Communication Summary:
See CComm notes

B6

Page 4/81
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Client: i
Patient: l B6

B6

SOAPTextEL B6 i10:47AM-; B6

Doctor:|___._B6 ___ IECC Resident
Presenting complamt.
Panting, nasal discharge gagging/retching at home

re-intubated the next day for sedated oral exam
CT yesterday - report from anesthesia is that they could visualize aretynoids

Diagnostics

Exam:

Page 5/81
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Client: B 6

Patient:

B6

Assessment (A)
Al: upper airway congestion vs. obstruction (lar-par vs. mass effect (abscess vs. neoplasia)

Plan

P1:i B6 :
P2: sedate as little as possible and try to take outside, see how he does
P3: histo --- >

Communication Summary:
See CComm notes

her back later - see CComm entry.

stress

rDVM tx'd for presumptive tongue abscess Wiﬂ'; B6
intubated here (with difficulty) and maintained on table for several hours before extubating
re-intubated the next day for sedated oral exam

CT - report from anesthesia is that they could visualize aretynoids

Slow improvement, failed owner visit 6/23 and was re-sedated, settled well

Diagnostics

Treatments

Page 6/81
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Client: B6

Assessment (A)
Al: upper airway congestion vs. obstruction (lar-par vs. mass effect (abscess vs. neoplasia)

Plan

Communication Summary:
See CComm notes

i B6 __19:14:51.AM _
Prescribed ! B6 S —
Instructions - 500 mg PO BID Explres'

SOAP Text

Doctor{ __B6___:

Presenting complaint:

Panting, nasal discharge, gagging/retching at home

Was at tDVM, then came here in pm with severe resniratory. distress
rDVM tx'd for presumptive tongue abscess with B6 ;
intubated here (with difficulty) and maintained on table for several hours before extubating
re-intubated the next day for sedated oral exam

CT - report from anesthesia is that they.conld visualize aretynoids

Slow improvement, failed owner Vlslt- BG and was re-sedated, settled well

Diagnastics

B6

Page 7/81
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Client: i
Patient:i B6

TICAUIINCTITS
Current - IVF at 30 ml/kg/d, eatlng well, occasional mild sedation B6
i B6

Exam:

Assessment (A)
Al: upper airway congestion vs. obstruction (lar-par vs. mass effect (abscess vs. neoplasia)

Plan

Communication Summary:
See CComm notes

| B6 ; B6 !
Presenting complaint:
Panting, nasal discharge gagging/retching at home

Page /81
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Client:% B6

Patient: §

intubated here (with difficulty) and maintained on table for several hours before extubating
re-intubated the next day for sedated oral exam
Report from anesthesia is that they could yisualize aretynoids

Slow improvement, failed owner visit; B6 | and was re-sedated. settled well

Overnight update: Clinically well, but had a fever of 105.7 at 10PM. resolved with time and I'VF bolus.

Diagnostics

Treatments

B6

Exam;

Assessment (A)
Al: upper airway congestion vs. obstruction (lar-par vs. mass effect (abscess vs. neoplasia)

B6

P4 Owner to visit at 4pm, possibly TGH 1f stable
Page 9/81

Plan
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Client: B 6

Patient:

Communication Summary: | B6 x. if

Bé6 i

Initial Complaint:
Emergency

Subjective (S)

9 yr MC Golden - this week lethargic, o' thinks very lethargic yesterday and could have died. Having to encourage him
to get up out of bed, doesn't want to do anything, but one day did go for a long walk. Yesterday had episode in
afternoon where he was extremely lethargic but recovered later so didn't have evaluated. No V/D, no C/S or

Travel: None.

Objective (O)

B6

Page 10/81
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Client: B 6

Patient:

B6

Assessment (A)
Al: Lethargy: diagnosis open
A2: New heart murmur: DMVD vs. DCM vs. other

Plan (P)

B6

-Keep scheduled appointment with Cardio for echo

Client communication: Patient presented to ER for hot spot and was placed in exam room to wait due to dog
aggression/fear aggression Met with client - introduced myseIf and client revealed that she was actually here because

dlagnosed a heart murmur and recommended a cardio consult and workup, which is scheduled for February. Client is
very concerned that lethargy is cardiac related and wants echo sooner. She describes patient as non responsive and
unwilling to get up yesterday, afraid he might die, but did not want to seek care yesterday. He seemed better in the
afternoon and went for his normal walk. Explained to client that | am unlikely able to get a cardio consult today for a
stable patient, unless we find significant changes on exam such as lung changes or arrhythmia, and again don't suspect
that lethargy will be cardiac in origin but need to perform a full exam. Discussed exam findings - normal patient, low
grade murmur, warrants workup but not today. Offered recheck bloodwork since done 2 weeks ago but lethargy is
new, client declined. Would like treatment for hot spot and will keep cardio appointment.

SOAP completed by: B6 |, DVM (ECC Resident)

Initial Complaint:
Cardiology Recheck - DCM study - will be fasted - fearful dog will be waiting in car

SOAPText | B6 ! 1:48PM - Rush, John

Disposition/Recommendations

Page 11/81
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Client:
Patient: B 6

Page 12/81
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Client:
Patient:

B6

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals

55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: | __B6__] Patient: _|_B6 |
Htene Species:  [Canine
Patient ID: L _____ BG Breed: Golden Retriever
Visit ID: Sex: Male (Neutered)
Lab Results Report NI DO
Nova Full Panel-ICU . B6_ 11:58:25PM Accession ID:_B6_ |
|'1'est |Results IReference Range IUnits
SO2% 94 - 100 %
HCT (POC) 38 -48 %
HB (POC) 126- 16 o/dL
NA (POC) 140 - 154 il
K (POC) 36-48 mmolL
CLPOC) 109 - 120 mmolL.
CA (ionized) 1.17-1.38 mmol/L
MG (POC) 0.1-04 mmollL.
GLUCOSE (POC) 80 -120 mg/dL
LACTATE 0-2 mmol/L
BUN (POC) B 6 12-28 mg/dL,
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmoll,
nCA 0-0 mmol/L
nMG 0-0 mmol/L
GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEecf 0-0 mmol/L
BEb 0-0 mmol/L
A 0-0 mmHg
NOVA SAMPLE 0-0
. 13/81 ..B6 | ..B6 |
stringsoft

Printed Sunday, February 24, 2019

Page 13/81
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Client: B 6

Patient:
Fi02 . B6 i(room air) 0-0 %
PCO2 T 36 - 44 mmHg
PO2 80 - 100 mmHg
PH 7.337 -7.467
PCO2 B 6 36 -44 mmHg
PO2 80 - 100 mmHg
HCO3 18 -24 mmol/L,
Nova Full Panel-ICU [ B6 _12:14:52AM Accession ID:{ B6 |
|Test IResults IReference Range IUnits
TS (FHSA) 0-0 g/dl
PCV ** B6 0-0 %
TS (FHSA) 0-0 g/dl
Nova Full Panel-ICU | B6_ 12:13:12 AM Accession ID:{ B6 |
|Test IResults IReference Range IUnits
WBC (ADVIA) 44-15.1 KL
RBC(ADVIA) 58-85 ML
HGB(ADVIA) 13.3-20.5 g/dL.
HCT(ADVIA) 39-55 %
MCV(ADVIA) 64.5-775 fL.
MCH(ADVIA) 21.3-259 pg
MCHC(ADVIA) BG 31.9-343 g/dL.
RDW (ADVIA) 11.9-15.2
PLT(ADVIA) 173 - 486 KL
MPV (ADVIA) 829-13.2 fl
RETIC(ADVIA) 02-16 %
RETICS (ABS) ADVIA 14.7-113.7 Kl
COMMENTS (HEMATOLOGY) 0-0
Nova Full Panel-ICU Accession ID: [__:__B__G__:__
|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
MAGNESIUM 2+ B6 1.8-3 mEq/L
T. PROTEIN 55-178 g/dL
ALBUMIN 28-4 g/dL.
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
’ 14/81 ..B6 | .B6 |
stringse Printed Sunday, February 24, 2019
Page 14/81
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Client:
Patient: B 6

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 BG 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  2:13:10 AM Accession ID:; B6 |

Test IResults IReference Range IUnits
SEGS% 43 - 86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
EOS% 0-16 %
SEGS (AB)ADVIA B6 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

See comment(s)

B6

Nova Full Panel-ICU B6 ! 12:35:00 PM Accession ID: B6 |

Test Results IReference Range IUnits
0-0

AP results

CYTOLOGY REPORT

Clinical History:

Sample Source: Mass (base of tongue)
Slides Received: 1

’ 15/81 B6 i B6

stringsc

Printed Sunday, February 24, 2019
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Client:
Patient: B 6

Comuments:

B6

by

i _B6__} DVM, PhD, pathologlst

Diplomate ACVP (Clinical Pathology)

AP results
CYTOLOGY REPORT

Clinical History:
Sample Source: Mass (base of tongue)
Slides Received: 1

Comments:

B6

AP results
CYTOLOGY REPORT

Clinical History:
Sample Source: Mass (base of tongue)
Slides Received: 1

B6

Y 16/81

stringsc

Page 16/81
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Client: | )
Patient: . BG

B6

Cytologic Interpretation:
Septic suppurative inflammation

Comments:
i
! B6

Dlplomatc ACVP (Chmcal Pathology)

Nova Full Panel-ICU 3¢ 12:35:00 PM Accession ID:; B6 E

Test IResults IReference R-a-n-g-e- ..... IUnits
0-0

AP results

PRELIMINARY BIOPSY REPORT

i B6 ; i DVM

Dlplomate ACVP (Anatomic Pathology)

0-0

AP results

PRELIMINARY BIOPSY REPORT

Dlplomate ACVP (Anatomic Pathology)
0-0

AP results

PRELIMINARY BIOPSY REPORT

. 17/81 | B6 | . B6 |
stringse Printed Sunday, February 24, 2019
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Client: B6

Patient: |~ - ]

; B6 iDVM

T I oy g T

Diplomate ACVP (Anatomic Pathology)

AP results
BIOPSY REPORT

Diagnosis:
Tongue: fibrino suppurative glossitis. Acid fast, GMS and Fite's stains were all negative.

B6

Lomment:

B6

Electronically Signed byi B6 :@l 1:19 AM

. B6 DVM

= e o s

Diplomate AC VP (Anatomic Pathology)

AP results
BIOPSY REPORT

Diagnosis:
Tongue: fibrino suppurative glossitis. Acid fast, GMS and Fite's stains were all negative.

Gross Description:

. 18/81 i B6 i B6 !
stringse Printed Sunday, February 24, 2019
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Client:
Patient:

B6

Electronically Signed byi  Bb

L Bé i, DVM
Diplomate ACVP (Anatomic Pathology)

AP results
BIOPSY REPORT

Diagnosis:

Tongue: fibrino suppurative glossitis. Acid fast, GMS and Fite's stains were all negative.

E B6 .................

Nova Full Panel-ICU i B6 -511:34:12 AM Accession ID: E B6 -E
|Test IResults IReference }Ilange . IUnits
WBC (ADVIA) 44-151 K/l
RBC(ADVIA) 58-85 MAL
HGB(ADVIA) 13.3-20.5 g/dL
HCT(ADVIA) 39-55 %
MCV(ADVIA) 64.5-77.5 fL
MCH(ADVIA) B6 21.3-259 prg
MCHC(ADVIA) 31.9-343 g/dL.
RDW (ADVIA) 11.9-152
PLT(ADVIA) 173 - 486 KL
MPV (ADVIA) 829-13.2 fl
RETIC(ADVIA) 02-16 %
. 19/81 __B6 | : B6 ;
stringse Printed Sunday, February 24, 2019
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Client: i
rune| 56
RETICS (ABS) ADVIA B6 14.7-113.7 KL
COMMENTS (HEMATOLOGY) 0-0
Nova Full Panel-ICU . B6 111:34:10 AM Accession ID:; B6 |
|Test IResults IReference i{ange IUnits
SEGS% 43 - 86 %
LYMPIIS% 7-47 %
MONOS% 1-15 %
EOS% 0-16 %
SEGS (AB)ADVIA B6 28-11.5 K/l
LYMPHS (ABS)ADVIA 1-438 KL
MONOS (ABS)ADVIA 01-15 KAl
EOS (ABSJADVIA 0-1.4 KAl
WBC MORPHOLOGY 0-0
No Morphologic Abnormalities
ACANTHOCYTES B 6 0-0
POIKILOCYTOSIS 0-0
’ 20/81 . B6 | B6
stringsc Printed Sunday, February 24, 2019
Vitals Results
"""""""""" 112:08:06 AM Notes
1:11:50 AM Respiralory Rale
1:14:59 AM Temperature (1)
1:15:.05 AM Heart Rate (/min)
1:15:11 AM Respiratory Rate
1:51:23 AM Weight (kg)
2:09:14 AM Nursing note
3:06:54 AM Respiratory Rate
4:08:04 AM Quantify IV fluids (mls)
BG 4:15:21 AM Notes
4:15:37 AM Heart Rate (/min)
4:15:42 AM Respiratory Rate
4:56:54 AM Respiratory Rate
5:29:10 AM Respiratory Rate
5:29:33 AM Heart Rate (/min)
8:00:07 AM Respiratory Rate
8:05:00 AM Quantify IV fluids (mls)
8:05:46 AM Heart Rate (/min)
8:15:57 AM Notes

Page 20/81
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Client: B6

Patient: {__ 77 ¥
Vitals Results

8:42:45 AM Eliminations
9:05:55 AM Respiratory Rate
9:56:24 AM Respiratory Rate
10:20:08 AM Heart Rate (/min)
10:20:17 AM Temperature (F)
11:20:32 AM Respiratory Rate
11:28:48 AM Quantify IV fluids (mls)
11:29:15 AM Nursing note
11:57:30 AM Heart Rate (/min)
11:57:41 AM Respiratory Rate
1:34:24 PM Respiratory Rate
1:42:09 PM Heart Rate (/min)
1:42:15PM Respiratory Rate
2:52:19 PM Respiratory Rate
3:47:24 PM Quantify IV fluids (mls)
3:49:14 PM Heart Rate (/min)
3:50:21 PM Nursing note
3:54:12 PM Respiratory Rate
4:25:.03 PM Respiratory Rate

B 6 4:51:03 PM Nursing note
5:26:32 PM Temperature (F)
5:26:51 PM Heart Rate (/min)
5:53:46 PM Respiratory Rate
6:53:35PM Respiratory Rate
7:02:31 PM Quantify IV fluids (mls)
7:13:37 PM Heart Rate (/min)
7:16:53 PM Amount eaten
7:23:54 PM Eliminations
7:30:.08 PM Notes
7:59:23 PM Respiratory Rate
8:58:25 PM Respiratory Rate
9:18:22 PM Eliminations
9:30:08 PM Heart Rate (/fmin)
9:48:383 PM Respiratory Rate
10:49:14 PM Respiratory Rate
11:02:12 PM Quantify IV fluids (mls)
11:46:39 PM Heart Rate (/min)
11:46:47 PM Respiratory Rate

Page 21/81
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Client: i
raoe |86 |
Vitals Results

12:14:17 AM Nursing note
12:54.08 AM Respiratory Rate
1:04:11 AM Heart Rate (/min)
1:04:28 AM Temperature (F)
1:26:28 AM Respiratory Rate
2:53:.02 AM Respiratory Rate
3:09:30 AM Quantify IV fluids (mls)
3:09:56 AM Heart Rate (/min)
3:10:07 AM Urine Output (mls)
3:35:40 AM Respiratory Rate
4:52:22 AM Respiratory Rate
4:54:33 AM Heart Rate (/min)
5:53:00 AM Respiratory Rate
5:53:58 AM Notes
6:34:23 AM Respiratory Rate
7:46:42 AM Quantify IV fluids (mls)
7:47:07 AM Respiratory Rate
7:54:10 AM Heart Rate (/min)
7:54:39 AM Nursing note

B 6 9:53:59 AM Nursing note
10:52:03 AM Respiratory Rate
10:52:31 AM Temperature (F)
10:52:39 AM Heart Rate (/min)
10:53:42 AM Eliminations
10:55:51 AM Anesthesia Notes
11:23:11 AM Quantify IV fluids (mls)
11:26:32 AM Heart Rate (/min)
11:28:14 AM Respiratory Rate
11:57:04 AM Temperature ()
12:47:32 PM Respiratory Rate
1:03:39 PM Eliminations
1:46:43 PM Heart Rate (/min)
1:46:49 PM Respiratory Rate
2:51:18 PM Respiratory Rate
3:23:43 PM Quantify IV fluids (mls)
3:29:26 PM Amount eaten
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Client: B 6

Patient:
Vitals Results

3:32:42 PM Eliminations
3:34:45 PM Heart Rate (/min)
3:54:20 PM Respiratory Rate
3:54:36 PM Notes
4:00:16 PM Eliminations
4:32:14 PM Respiratory Rate
4:53:11 PM Respiratory Rate
5:31:23 PM Eliminations
6:02:43 PM Respiratory Rate
6:03:03 PM Temperature (F)
6:14:36 PM Heart Rate (/min)
7:00:35 PM Respiratory Rate
7:19:26 PM Eliminations
7:44:.00 PM Eliminations
7:54:57 PM Respiratory Rate
7:55:15PM Heart Rate (/min)
7:56:11 PM Quantify IV fluids (mls)
8:18:55PM Nursing note
9:13:49 PM Respiratory Rate

B 6 10:13:58 PM Eliminations
10:14:01 PM Eliminations
10:17:22 PM Heart Rate (/min)
10:17:29 PM Respiratory Rate
10:18:11 PM Amount eaten
10:49:12 PM Respiratory Rate
12:15:03 AM Notes
12:16:25 AM Quantify IV fluids (mls)
12:16:38 AM Respiratory Rate
12:16:47 AM Heart Rate (/min)
12:17:44 AM Notes
12:18:01 AM Eliminations
12:45:54 AM Respiratory Rate
1:12:.07 AM Heart Rate (/min)
1:12:20 AM Temperature ()
2:07:00 AM Respiratory Rate
2:57:34 AM Respiratory Rate
3:08:59 AM Quantify IV fluids (mls)
3:09:27 AM Eliminations
3:09:36 AM Amount eaten
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Client: B 6

Patient:{ T2 T .
Vitals Results

3:16:35 AM Notes
4:00:25 AM Heart Rate (/min)
4:00:43 AM Respiratory Rate
4:16:11 AM Nursing note
4:57:44 AM Respiratory Rate
6:02:26 AM Respiratory Rate
6:02:45 AM Heart Rate (/min)
6:52:28 AM Respiratory Rate
6:52:51 AM Eliminations
6:53:.07 AM Weight (kg)
6:53:22 AM Heart Rate (/min)
6:54:04 AM Quantify IV fluids (mls)
7:53:45 AM Respiratory Rate
9:12:45 AM Respiratory Rate
9:33:36 AM Heart Rate (/min)
9:33:44 AM Respiratory Rate
9:33:52 AM Temperature ()
9:33:57 AM Amount eaten
10:50:22 AM Quantify IV fluids (mls)

B 6 10:54:22 AM Nursing note
11:02:57 AM Respiratory Rate
11:13:16 AM Eliminations
11:21:24 AM Heart Rate (/min)
11:22:18 AM Respiratory Rate
1:22:19 PM Respiratory Rate
1:23:48 PM Heart Rate (/min)
1:58.45 PM Respiratory Rate
2:16:37 PM Eliminations
2:17:.02 PM Nursing note
2:49:43 PM Respiratory Rate
3:55:36 PM Quantify IV fluids (mls)
3:56:08 PM Notes
3:56:46 PM Eliminations
4:14:11 PM Respiratory Rate
4:16:57 PM Heart Rate (/min)
4:27:58 PM Eliminations
4:57:57PM Respiratory Rate
5:10:34 PM Eliminations

Page 24/81

FDA-CVM-FOIA-2019-1704-003023



Client:
Patient: B 6
Vitals Results
------------------- 5:14:04 PM Amount eaten
5:29:03 PM Heart Rate (/min)
5:29:10 PM Temperature (F)
5:56:42 PM Respiratory Rate
6:37:55PM Respiratory Rate
7:15:13 PM Eliminations
7:39:44 PM Quantify IV fluids (mls)
7:41:47 PM Heart Rate (/min)
7:43:21 PM Respiratory Rate
8:23:36 PM Eliminations
9:23:31 PM Respiratory Rate
9:28:01 PM Heart Rate (/min)
9:28:07 PM Amount eaten
10:10:29 PM Respiratory Rate
11:20:09 PM Respiratory Rate
11:38:19 PM Quantify IV fluids (mls)
11:42:07 PM Eliminations
12:12:58 AM Heart Rate (/min)
12:13:10 AM Respiratory Rate
1:07:14 AM Respiratory Rate
B 6 1:48:11 AM Heart Rate (/min)
1:48.20 AM Temperature (F)
2:07:.07 AM Respiratory Rate
3:07:13 AM Quantify IV fluids (mls)
3:08:02 AM Eliminations
3:10:45 AM Amount eaten
3:12:36 AM Respiratory Rate
3:55:43 AM Heart Rate (/min)
3:55:51 AM Respiratory Rate
4:50:14 AM Notes
5:05:09 AM Respiratory Rate
5:30:06 AM Nursing note
5:30:35 AM Respiratory Rate
5:30:49 AM Heart Rate (/min)
8:52:54 AM Respiratory Rate
8:53:42 AM Quantify IV fluids (mls)
8:53:50 AM Heart Rate (/min)
8:58:15 AM Eliminations
8:59:48 AM Eliminations
9:08:05 AM Respiratory Rate
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Client: B6

Patient: { "™ 7 _ i
Vitals Results

9:46:34 AM Amount eaten
11:15:30 AM Quantify IV fluids (mls)
12:31:06 PM Eliminations
3:13:56 PM Quantify IV fluids (mls)
3:14:17 PM Eliminations
3:17:16 PM Amount eaten
7:29:57 PM Eliminations
7:31:31 PM Quantify IV fluids (mls)
9:15:51 PM Amount eaten
9:35:42 PM Amount eaten
11:11:15PM Quantify IV fluids (mls)
11:11:24 PM Eliminations
2:01:40 AM Nursing note
3:30:46 AM Amount eaten
3:32:36 AM Quantify IV fluids (mls)
3:39:55 AM Eliminations
7:39:55 AM Weight (kg)
7:40:12 AM Eliminations

B 6 7:41:25 AM Quantify IV fluids (mls)
9:43:47 AM Weight (kg)
9:43:57 AM Eliminations
9:47:09 AM Amount eaten
9:50:24 AM Quantify IV fluids (mls)
10:42:19 AM Temperature (F)
10:42:31 AM Notes
11:59:42 AM Eliminations
12:51:44 PM Heart Rate (/min)
12:51:45 PM Respiratory Rate
1:44:04 PM Eliminations
1:44:18 PM Quantify IV fluids (mls)
1:55:23 PM Notes
1:56:59 PM Eliminations
2:02:20 PM Quantify IV fluids (mls)
3:28:10 PM Eliminations
3:28:25PM Heart Rate (/min)
3:28:26 PM Respiratory Rate
3:30:41 PM Amount eaten
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Client: B6

Patient: L____ . .. -

Vitals Results

. 5:18:47 PM Quantify IV fluids (mls)
5:18:55PM Eliminations
5:44:04 PM Notes
7:45.05 PM Heart Rate (/min)
7:45:06 PM Respiratory Rate
7:46:46 PM Eliminations
9:29:34 PM Notes
10:19:35 PM Eliminations
10:19:48 PM Quantify IV fluids (mls)
10:24:30 PM Amount eaten
10:24:48 PM Temperature (F)
10:29:29 PM Nursing note
11:16:25 PM Temperature ()
11:44:31 PM Heart Rate (/min)
11:44:32 PM Respiratory Rate
12:23:56 AM Eliminations
1:19:56 AM Notes
1:20:25 AM Eliminations

B 6 1:20:38 AM Quantify IV fluids (mls)

3:1828 AM Heart Rate (/min)
3:18:29 AM Respiratory Rate
3:24:36 AM Eliminations
5:19:54 AM Eliminations
5:20:05 AM Notes
5:20:44 AM Quantify IV fluids (mls)
8:03:25 AM Weight (kg)
8:03:31 AM Eliminations
8:36:52 AM Temperature (F)
8:37:.03 AM Heart Rate (/min)
8:37:04 AM Respiratory Rate
9:15:52 AM Eliminations
10:03:31 AM Notes
11:20:02 AM Temperature (F)
11:21:40 AM Heart Rate (/min)
11:21:41 AM Respiratory Rate
11:28:12 AM Eliminations
11:39:28 AM Amount eaten
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Client:

B6

Patient:
Vitals Results
1:26:31 PM Eliminations
1:.27:02 PM Notes
B 6 4:02:49 PM Heart Rate (/min)
4:02:50 PM Respiratory Rate
:48:14 PM Weight (kg)
Patient History
""""""""""" 10:57 PM UserForm
10:57 PM UserForm
10:57 PM Email
11:15PM Treatment
11:58 PM Purchase
12:08 AM Vitals
12:08 AM Purchase
12:08 AM Purchase
12:09 AM Purchase
12:09 AM Purchase
12:09 AM Purchase
12:15 AM Labwork
12:21 AM UserForm
01:11 AM Treatment
01:11 AM Vitals
01:14 AM Treatment
B6 01:14 AM Vitals
01:15 AM Treatment
01:15 AM Vitals
01:15 AM Treatment
01:15 AM Vitals
01:16 AM Treatment
01:18 AM Treatment
01:51 AM Vitals
01:57 AM Treatment
02:09 AM Vitals
02:13 AM Purchase
02:13 AM Purchase
03:06 AM Treatment
03:06 AM Vitals
03:13 AM Treatment
04:08 AM Treatment
04:08 AM Vitals
04:09 AM Treatment
04:12 AM Treatment
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Client:
Patient: BG
Patient History
4:15 AM Treatment
4:15 AM Treatment
4:15 AM Vitals
4:15 AM Treatment
4:15 AM Vitals
4:15 AM Treatment
4:15 AM Vitals
4:17 AM Treatment
4:23 AM Treatment
4:52 AM UserForm
4:56 AM Treatment
4:56 AM Vitals
529 AM Treatment
529 AM Vitals
5:29 AM Treatment
5:29 AM Vitals
8.00 AM Treatment
8.00 AM Vitals
8:05 AM Treatment
8:05 AM Vitals
8.05 AM UserForm
B 6 8:05 AM Treatment
8:05 AM Vitals
8:10 AM Purchase
815 AM Treatment
8:15 AM Vitals
8:15 AM Vitals
8:42 AM Vitals
8:48 AM Purchase
8:48 AM Treatment
9:05 AM Vitals
9:07 AM Purchase
9:55 AM Treatment
9:56 AM Treatment
9:56 AM Vitals
10:20 AM Vitals
10:20 AM Vitals
11.08 AM Treatment
11:20 AM Treatment
11.20 AM Treatment
11.20 AM Treatment
11:20 AM Vitals
11:24 AM Treatment
11:28 AM Treatment
11:28 AM Treatment
11.28 AM Vitals
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Client: i !
i BO
Patient History

11:29 AM Vitals
11:57 AM Treatment
11:57 AM Vitals
11:57 AM Treatment
11:57 AM Vitals
12:02 PM Purchase
12:19 PM Treatment
12:33 PM Purchase
12:35PM Purchase
01:34 PM Treatment
01:34 PM Vitals
01:35PM Treatment
01:383 PM Treatment
01:42 PM Treatment
01:42 PM Vitals
01:42 PM Treatment
01:42 PM Vitals
02:52 PM Treatment
02:52 PM Vitals
03:47 PM Treatment
03:47 PM Vitals
03:49 PM Treatment

B 6 03:49 PM Vitals
03:49 PM UserForm
03:50 PM Vitals
03:54 PM Treatment
03:54 PM Vitals
04:25 PM Treatment
04:25 PM Vitals
04:49 PM Treatment
04:51 PM Vitals
05:00 PM Prescription
05:15PM Task
05:17 PM Prescription
05:26 PM Treatment
05:26 PM Vitals
05:26 PM Treatment
05:26 PM Vitals
05:50 PM Treatment
05:53 PM Treatment
05:53 PM Vitals
06:19 PM UserForm
06:32 PM UserForm
06:53 PM Treatment
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Client: :

Patient:} B _
Patient History

06:53 PM Vitals
07:02 PM Treatment
07:02 PM Vitals
07:12 PM Treatment
07:13 PM Treatment
07:13 PM Vitals
07:16 PM Treatment
07:16 PM Vitals
07:23 PM Vitals
07:30 PM Treatment
07:30 PM Vitals
07:59 PM Treatment
07:59 PM Vitals
08:58 PM Treatment
08:58 PM Vitals
09:18 PM Vitals
09:30 PM Treatment
09:30 PM Vitals
09:48 PM Treatment
09:48 PM Vitals
10:49 PM Treatment
10:49 PM Vitals

B 6 11:01 PM Treatment
11.02 PM Treatment
11:02 PM Vitals
11:46 PM Treatment
11:46 PM Vitals
11:46 PM Treatment
11:46 PM Vitals
12:00 AM Purchase
12:00 AM Purchase
12:14 AM Vitals
12:54 AM Treatment
12:54 AM Vitals
12:57 AM Treatment
01:04 AM Treatment
01:04 AM Treatment
01:04 AM Vitals
01:04 AM Treatment
01:04 AM Vitals
01:26 AM Treatment
01:26 AM Vitals
02:53 AM Treatment
02:53 AM Vitals
02:55 AM Treatment
03:09 AM Treatment
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Client:
Patient: BG
Patient History

03:09 AM Treatment
03:09 AM Vitals
03:09 AM Treatment
03:09 AM Vitals
03:10 AM Vitals
03:35 AM Treatment
03:35 AM Vitals
04:52 AM Treatment
04:52 AM Vitals
04:54 AM Treatment
04:54 AM Vitals
05:53 AM Treatment
05:53 AM Vitals
05:53 AM Treatment
05:53 AM Vitals
06:34 AM Treatment
06:34 AM Vitals
07:46 AM Treatment
07:46 AM Vitals
07:47 AM Treatment
07:47 AM Vitals
07:54 AM Treatment
07:54 AM Vitals
07:54 AM Vitals

B 6 07:54 AM Vitals
09:53 AM Vitals
09:55 AM Purchase
09:55 AM Purchase
09:55 AM Treatment
10:20 AM Purchase
10:52 AM Treatment
10:52 AM Vitals
10:52 AM Treatment
10:52 AM Vitals
10:52 AM Treatment
10:52 AM Vitals
10:53 AM Vitals
10:55 AM Vitals
10:58 AM Purchase
10:58 AM Purchase
10:58 AM Purchase
11:17 AM Treatment
11:21 AM Purchase
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Client:

B6

Patient:
Patient History

11.21 AM Treatment
11:23 AM Treatment
11:23 AM Vitals
11.26 AM Treatment
11:26 AM Vitals
11:28 AM Treatment
11:28 AM Vitals
11:29 AM Prescription
11:33 AM Purchase
11:33 AM Prescription
11:.55 AM Treatment
11:57 AM Treatment
11:57 AM Vitals
12:02 PM Purchase
12:47 PM Treatment
12:47 PM Vitals
12:47 PM Vitals
01:03 PM Vitals
01:46 PM Treatment
01:46 PM Vitals
01:46 PM Treatment

B 6 01:46 PM Vitals
02:51 PM Treatment
02:51 PM Vitals
03:23 PM Treatment
03:23 PM Vitals
03:29 PM Treatment
03:29 PM Vitals
03:32 PM Treatment
03:32 PM Vitals
03:34 PM Treatment
03:34 PM Vitals
03:54 PM Treatment
03:54 PM Vitals
03:54 PM Treatment
03:54 PM Vitals
04:00 PM Vitals
04:32 PM Vitals
04:32 PM Vitals
04:53 PM Treatment
04:53 PM Vitals
05:31 PM Vitals
06:02 PM Treatment
06:02 PM Vitals
06:03 PM Treatment
06:03 PM Vitals
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Client:

B6

Patient:
Patient History

06:14 PM Treatment
06:14 PM Vitals
06:40 PM Treatment
07:00 PM Treatment
07:00 PM Vitals
07:19 PM Vitals
07:19 PM Vitals
07:44 PM Vitals
07:51 PM Treatment
07:54 PM Treatment
07:54 PM Vitals
07:55PM Treatment
07:55PM Vitals
07:56 PM Treatment
07:56 PM Vitals
08:18 PM Vitals
09:13 PM Treatment
09:13 PM Vitals
10:13 PM Vitals
10:14 PM Treatment
10:14 PM Vitals
10:17 PM Treatment

B 6 10:17 PM Vitals
10:17 PM Treatment
10:17 PM Vitals
10:18 PM Treatment
10:18 PM Vitals
10:49 PM Treatment
10:49 PM Vitals
12:00 AM Purchase
12:00 AM Purchase
12:15 AM Treatment
12:15 AM Vitals
12:16 AM Treatment
12:16 AM Vitals
12:16 AM Treatment
12:16 AM Vitals
12:16 AM Treatment
12:16 AM Vitals
12:17 AM Treatment
12:17 AM Treatment
12:17 AM Vitals
12:18 AM Treatment
12:18 AM Vitals
12:45 AM Treatment
12:45 AM Vitals
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Client:

B6

Patient:
Patient History

01:12 AM Treatment
01:12 AM Vitals
01:12 AM Vitals
01:12 AM Treatment
01:12 AM Vitals
02:07 AM Treatment
02:07 AM Vitals
02:57 AM Treatment
02:57 AM Vitals
02:57 AM Vitals
03:08 AM Treatment
03:08 AM Vitals
03:09 AM Treatment
03:09 AM Vitals
03:09 AM Treatment
03:09 AM Vitals
03:09 AM Treatment
03:16 AM Treatment
03:16 AM Vitals
03:16 AM Vitals
04:00 AM Treatment
04:00 AM Vitals

B 6 04:00 AM Treatment
04:00 AM Vitals
04:16 AM Vitals
04:57 AM Treatment
04:57 AM Vitals
06:02 AM Treatment
06:02 AM Vitals
06:02 AM Treatment
06:02 AM Vitals
06:52 AM Treatment
06:52 AM Vitals
06:52 AM Vitals
06:52 AM Treatment
06:52 AM Vitals
06:53 AM Treatment
06:53 AM Vitals
06:53 AM Treatment
06:53 AM Vitals
06:54 AM Treatment
06:54 AM Vitals
07:53 AM Treatment
07:53 AM Vitals
08:45 AM Purchase
09:12 AM Vitals
09:22 AM Treatment
09:33 AM Treatment
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Client:

B6

Patient:
Patient History

09:33 AM Vitals
09:33 AM Treatment
09:33 AM Vitals
09:33 AM Treatment
09:33 AM Vitals
09:33 AM Treatment
09:33 AM Vitals
09:36 AM Prescription
09:37 AM Purchase
09:45 AM Prescription
10:50 AM Treatment
10:50 AM Vitals
10:54 AM Vitals
11:02 AM Treatment
11:02 AM Vitals
11:13 AM Treatment
11:13 AM Vitals
11:18 AM Treatment
11:18 AM Treatment

B 11:21 AM Treatment

6 11:21 AM Vitals

11:22 AM Treatment
11.22 AM Vitals
12:02 PM Purchase
01:22 PM Treatment
01:22 PM Vitals
01:23 PM Treatment
01:23 PM Vitals
01:58 PM Treatment
01:58 PM Vitals
02:16 PM Vitals
02:17 PM Vitals
02:49 PM Treatment
02:49 PM Vitals
03:47 PM Treatment
03:55PM Treatment
03:55 PM Treatment
03:55PM Vitals
03:56 PM Treatment
03:56 PM Vitals
03:56 PM Treatment
03:56 PM Vitals
04:14 PM Treatment
04:14 PM Vitals
04:16 PM Treatment
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Patient:{ 7%
Patient History

04:16 PM Vitals
04:27 PM Vitals
04:57 PM Treatment
04:57 PM Vitals
05:06 PM Prescription
05:07 PM Prescription
05:09 PM Prescription
05:10 PM Vitals
05:14 PM Treatment
05:14 PM Vitals
05:14 PM Vitals
05:17 PM Treatment
05:29 PM Treatment
05:29 PM Vitals
05:29 PM Treatment
05:29 PM Vitals
05:56 PM Treatment
05:56 PM Vitals
06:37 PM Treatment
06:37 PM Vitals
07:15PM Vitals
07:36 PM Treatment

B 6 07:36 PM Treatment
07:39 PM Treatment
07:39 PM Treatment
07:39 PM Vitals
07:41 PM Treatment
07:41 PM Vitals
07:43 PM Treatment
07:43 PM Vitals
08:23 PM Treatment
08:23 PM Vitals
08:59 PM Treatment
09:23 PM Treatment
09:23 PM Vitals
09:28 PM Treatment
09:28 PM Vitals
09:28 PM Treatment
09:28 PM Vitals
10:10 PM Treatment
10:10 PM Vitals
11:20 PM Treatment
11:20 PM Vitals
11:38 PM Treatment
11:38 PM Vitals
11:38 PM Treatment
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Client:

Patient: | __ 777
Patient History

11:42 PM Treatment
11:42 PM Vitals
12:00 AM Purchase
12:00 AM Purchase
12:12 AM Treatment
12:12 AM Vitals
12:13 AM Treatment
12:13 AM Vitals
01:.07 AM Treatment
01:07 AM Vitals
01:48 AM Treatment
01:48 AM Vitals
01:48 AM Treatment
01:48 AM Vitals
02:07 AM Treatment
02:07 AM Vitals
03:07 AM Treatment
03:07 AM Vitals
03:08 AM Treatment
03:08 AM Vitals
03:10 AM Treatment
03:10 AM Vitals
03:12 AM Treatment

B 6 03:12 AM Vitals
03:55 AM Treatment
03:55 AM Treatment
03:55 AM Vitals
03:55 AM Treatment
03:55 AM Vitals
04:48 AM Treatment
04:50 AM Treatment
04:50 AM Vitals
05:05 AM Treatment
05:05 AM Vitals
05:30 AM Vitals
05:30 AM Treatment
05:30 AM Vitals
05:30 AM Treatment
05:30 AM Vitals
08:52 AM Treatment
08:52 AM Vitals
08:53 AM Treatment
08:53 AM Treatment
08:53 AM Vitals
08:53 AM Treatment
08:53 AM Vitals
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Client:

B6

Patient:
Patient History

08:58 AM Treatment
08:58 AM Vitals
08:59 AM Vitals
09:08 AM Vitals
09:39 AM Purchase
09:46 AM Treatment
09:46 AM Treatment
09:46 AM Vitals
11:15 AM Treatment
11:15 AM Treatment
11:15 AM Vitals
11:48 AM Prescription
12:02 PM Purchase
12:30 PM Treatment
12:30 PM Vitals
12:30 PM Vitals
12:30 PM Vitals
12:30 PM Vitals

B 12:30 PM Vitals

6 12:30 PM Vitals

12:30 PM Vitals
12:30 PM Vitals
12:31 PM Treatment
12:31 PM Vitals
03:13 PM Treatment
03:13 PM Vitals
03:14 PM Treatment
03:14 PM Vitals
03:17 PM Treatment
03:17 PM Vitals
05:42 PM Prescription
06:20 PM Prescription
06:25 PM Treatment
07:29 PM Treatment
07:29 PM Treatment
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Client:

Patlent ..................... -
Patient History

07:29 PM Treatment
07:29 PM Vitals
07:31 PM Treatment
07:31 PM Vitals
07:31 PM Treatment
09:15 PM Treatment
09:15 PM Vitals
09:35 PM Vitals
11:11 PM Treatment
11:11 PM Vitals
11:11 PM Treatment
11:11 PM Vitals
12:00 AM Purchase
12:00 AM Purchase
02:01 AM Vitals
03:30 AM Treatment
03:30 AM Vitals
03:31 AM Treatment
03:32 AM Treatment
03:32 AM Vitals
03:39 AM Treatment

B 6 03:39 AM Vitals
07:39 AM Vitals
07:40 AM Treatment
07:40 AM Vitals
07:41 AM Treatment
07:41 AM Vitals
08:38 AM Treatment
09:11 AM Treatment
09:43 AM Treatment
09:43 AM Vitals
09:43 AM Treatment
09:43 AM Vitals
09:47 AM Treatment
09:47 AM Vitals
09:50 AM Treatment
09:50 AM Vitals
10:42 AM Treatment
10:42 AM Vitals
10:42 AM Treatment
10:42 AM Vitals
11:41 AM Prescription
11:59 AM Treatment
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Client:

B6

Patient:
Patient History

11:59 AM Vitals
12:02 PM Purchase
12:10 PM Purchase
12:51 PM Treatment
12:51 PM Treatment
12:51 PM Vitals
12:51 PM Vitals
01:44 PM Treatment
01:44 PM Vitals
01:44 PM Treatment
01:44 PM Vitals
01:55PM Treatment
01:55PM Vitals
01:56 PM Vitals
02:02 PM Treatment
02:02 PM Treatment
02:02 PM Vitals
02:08 PM Treatment
03:28 PM Treatment
03:28 PM Vitals
03:28 PM Treatment

B 6 03:28 PM Vitals
03:28 PM Vitals
03:28 PM Vitals
03:30 PM Treatment
03:30 PM Vitals
05:18 PM Treatment
05:18 PM Vitals
05:18 PM Treatment
05:18 PM Vitals
05:44 PM Treatment
05:44 PM Vitals
05:44 PM Treatment
07:44 PM Treatment
07:45 PM Treatment
07:45 PM Treatment
07:45 PM Vitals
07:45PM Vitals
07:46 PM Treatment
07:46 PM Vitals
09:29 PM Treatment
09:29 PM Vitals
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Client:
Patient: L,.WE.Q .......
Patient History

10:19 PM Treatment
10:19 PM Vitals
10:19 PM Treatment
10:19 PM Vitals
10:24 PM Treatment
10:24 PM Treatment
10:24 PM Vitals
10:24 PM Treatment
10:24 PM Vitals
10:29 PM Vitals
10:29 PM Vitals
11:16 PM Vitals
11:44 PM Treatment
11:44 PM Vitals
11:44 PM Vitals
11:45 PM Treatment
12:00 AM Purchase
12:00 AM Purchase
12:20 AM Treatment
12:23 AM Treatment
12:23 AM Vitals

B 6 01:19 AM Treatment
01:19 AM Vitals
01:20 AM Treatment
01:20 AM Vitals
01:20 AM Treatment
01:20 AM Vitals
03:18 AM Treatment
03:18 AM Vitals
03:18 AM Vitals
03:24 AM Treatment
03:24 AM Vitals
05:19 AM Treatment
05:19 AM Vitals
05:20 AM Treatment
05:20 AM Vitals
05:20 AM Treatment
05:20 AM Vitals
08:03 AM Treatment
08:03 AM Vitals
08:03 AM Treatment
08:03 AM Vitals
08:36 AM Treatment
08:36 AM Vitals
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Client:

Patient:{ 7T % |
Patient History

08:37 AM Treatment
08:37 AM Vitals
08:37 AM Vitals
08:40 AM Treatment
08:40 AM Treatment
09:15 AM Treatment
09:15 AM Vitals
09:17 AM Treatment
10:03 AM Treatment
10:03 AM Treatment
10:03 AM Vitals
11:20 AM Treatment
11:20 AM Vitals
11:21 AM Treatment
11:21 AM Vitals
11:21 AM Vitals
11:28 AM Treatment
11:28 AM Vitals
11:34 AM Purchase

B 6 11:35 AM Treatment
11:39 AM Treatment
11:39 AM Vitals
11:54 AM Purchase
12:02 PM Purchase
01:26 PM Treatment
01:26 PM Vitals
01:27 PM Treatment
01:27 PM Vitals
02:23 PM UserForm
03:40 PM Prescription
03:40 PM Prescription
03:41 PM Prescription
03:41 PM Purchase
04:02 PM Treatment
04:02 PM Vitals
04:02 PM Vitals
04:14 PM Purchase
04:15 PM Treatment
05:02 PM Prescription
05:37 PM Task
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Client:
Patient:

B6

12:25 PM
12:30 PM
01:23 PM

01:23 PM
03:57 PM

04:00 PM

04:01 PM

08:00 AM
08:01 AM

01:18 PM
01:31 PM
01:48 PM
01:50 PM
02:27 PM

02:57 PM

02:58 PM

04:34 PM
04:34 PM

Purchase
Prescription
Email

UserForm
Appointment

Appointment

Appointment

UserForm
UserForm

Treatment
UserForm
Vitals
Purchase
UserForm

Appointment
Prescription

Purchase
Purchase
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Cummings B6

\eterinary Medical Center

AT TUFTS UNIVERSITY BG

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

STANDARD CONSENT FORM

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

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

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

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

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

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

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

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

| herelyy grant 1D the Cummings Sdhwool of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevocahble nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
photngraphs and images for, and in cormection with, a Grantes’s medical, soertific, educational, and publicity
puEpsEs, by anvy means, methods and media {prinit and electronic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photgraphs and imapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.
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| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &
campuizd ona manthly rate of 1.33% par maonth, which 5 an annual parcentage rate of 16% applied to the average
dhily balance oulstanding, with a mindmum fee of S50,

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

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

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

Ownersramel  B6 | Datel  BS
Owner's ardress: B6
Owrner's Name Spmabare Date

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

pay the velerinary maldical servioes provided at Cummingss Sdhool pursuant tothe tenms and conditions desoribed above

Authorized Agent - Please Prind Agord’s Spnabhure
Street Address Dae
Town/City State p
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Lummings B6

\eterinary Medical Center

AT TUFTS UNIVERSITY BG

HdE{NE.IHHﬂ

STANDARD CONSENT FORM

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

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

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

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

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

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

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

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

| herelyy grant 1D the Cummings Sdhwool of Velerinary Medicine at Tults University, its officers and employess
{oolleciively refared to herein as Cummings School), and s agenis and assigns {the Grantees) the imrevocahble nghits o
photneragh / videotape the operation or procedhure o be performed, inchading appropriate and otherwise use such
photngraphs and images for, and in cormection with, a Grantes’s medical, soertific, educational, and publicity
puEpsEs, by anvy means, methods and media {prinit and electronic) now lnown ar, inthe ubre, dessoped that the
Grantee deems appropriate{provided that sudh photgraphs and imapes may not be used in for-profit oommencials,
uniess such commerdals are publicizing educational proorams at Cummings School). As medical and surgical treabment
necesitates the removal of tisue, cells, fuids or body parts of my animal, | authorize the Grantees i dispose of oruse
these tissues, cells, fuids orbody parts for scianstific and educalional puorposes.
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| understand that a ANANCE CHARGE will be applied o all acomurds unpaid after 30 days. The FINANCE CHARGE &
campuizd ona manthly rate of 1.33% par maonth, which 5 an annual parcentage rate of 16% applied to the average
dhily balance oulstanding, with a mindmum fee of S50,

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

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

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

Owner'srame:  B6 Date; B6 |
Ownx's address:; B6

!
~ B6 B6
Owner's Name Signature Date

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

“Emufﬂiemrml‘ B6 has granted me autharity tn aitain medical treatment and o bind this owner to

pay the velerinary maldical servioes prowvided at Cummingss Sdhool pursuant to the tenms and conditions desoribed above

Authorized Agent - Please Prind Agord’s Spnabhure
Street Address Dae
Town/City State p
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Lummings e aiuras

North Grafton M& 01536
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Foster Hospital for Small Animals

Lummings .

Telephone (S0R) 8395395

\eterinary Medical Center o

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Patient Owner
Mamner _B6_ | Mamnes _ B6_ Patietl):: B6
Spedes Caning Adress B 6 Date of requeest= B6 ________
Golden Male {Neulered) Golden
Retriever
Birthdate:  B6 |
Adtending Chinicin-! __B6 ___ | (Resident, Emergency & Critical Care) Sturdeni-
DEPLICATE FORM
Dateofexam:  B6 |
Patient Locationr Ward/Cage:  I1CU R2 Weight {kg} 36.00
Sedation
M Inpatient [l paG
[ Outpatient Time: [l oaac
] waiting [ 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanesthetize
Exsanination Desired
three view thorax
Presenting Comgplaint and Chnical Cheections you wisch 1o answer:
Emerpency - presented with upper arway obstruction, potential tieback today
Pertinent History:
Frding =

Condusions
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Lummings B6

\eterinary Medical Center

AT TUFTS UNIVERSITY i

Foster Hospital for Small Animals B6 Male {Newtered)
55 Willand Street [:inlneﬁnldm Retriewer Gokden
North Grafton, MA 01536 i B6
e L..Bb
Fax {S08) 839-8739
Biopsy Request

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

Total # of anainenic siies samnpled {eadh site will be charpad separately]: 1
Tolal# of separate containers submitted: 1
semt o pathpicsfufis_edu?

Yo
M o

CASE SUMMARY (00mOSE DES(RIPTION of -time serueence, therapy, summary of abnormal dinical
pathology and diaonostic imaging lesion size, mansn |abalsforionitation § releant):

mass at base of tongue on et side

aoste onset gagring and nasal dishange at home followed by acute respiratny orisis and admitted here
MA performed as wel

CLINICAL DIAGNOSES/DIFFERENTIALS:
absoess vs, neoplasia

CONTAINER 1. {in addition 1o sile specilic history inchele menber of tsue pieces)-

CONTAINER 2. gn additinn 1o sile specilic history inchale nusnber of tssue pieces)

CONTAINER 3. gn addition 1o sile spediic history inchuade ninber of tsue piecesk
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Telkephone (508} 8395395

\eterinary Medical Center i

AT TUFTS UNIVERSITY

CT Request & Report
Patiemt Owner
Mamel B6 | Mame;  B6 PatemAl: B6 :
Spedes Canine Address: B6 Dateofrequest:|  B6 |
Golden Male {Neutered) Golden
Retriever
Birthdate:! B6 |
Altending (Bniclc. _ B6__ | {Residerit, Emergency & Critical Care) S
Datecfexam  B6 |
Patient Location: Ward/Cage:  I1CU R2 Weight {kg} 36.00

Scheduling and Potient Notes {waiting for chemo, procedure, needs oysto et}

Examination Desiredt CT head and thorax

Sedation
M Anesthesiato sedatefanesthetize
1 DexDomitor/Butorphanol
[ Austoanesthesia

Presenting Complaint and Cinical Questions you wish o amswer Fmergency
mass left side of base of tongue - potential surgical explore post CT
poss lesion right caudal lunge lobe

Pertinent Hisiory:
several day history ncreased respiralory noise and gagping, presented in severe reqpratory distress

Promeok

Volume data of the head and thorax was acquired {with slice thidkness = 3mm} before and after
administration of contrast {¥mL lohexol IV}. Images were reconstructed in bone, ung, and soft-tissue
algorithms in sagittal, transwerse and dorsal planes.

Fancling =

B6
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Condusions

Mass associated with the lefi side of the base of the tongue with regional cellufitis may represent
absress or abscessed neoplasm {squamous cell carcdinoma, melanoma, round cell). Mild left
mandibular ymphadenopathy may be reactve or neoplastic. No evidence of pulmonary metastatic
disease.

Procedures
Aspiration of the tonpue mass was performed with no mmediste complications

Radiologists .
Primary:: B6 L DVM
Reviewing: | B6 | MV, DACVR

Dates

Pt B0
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Cummings e

Veterinary Medical Center Nert o b 1535
AT TUFTS UNIVERSITY mlﬁlﬁﬁ
g Avesmeed ki< echyf

Emerpency & Critical Cae  Liaisone (S08) 887 - 4745

= | B6

R _Sn e

Discharpe Instructions

Cese Susmamary

Deapnoss:

1 Respiraioey ossdoe o airway swe ling

2 Swelling at the base of his tongee on the Efiside. ether from an nfedbion, nflammation or an onder lying

B6

3 Aspirabion Pieismonia
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mﬁh: ............. -

A recheck srecanmened nabout 10dayswith! B6 | ar sooner iFyou have concernms. PEase il 508 887 4795 1o
schedule this apponiment. Al thisvisit we would ke o dhedk his breathing and reche dk his dhest x-rays We hawe sent
home 2 weeksof antibiotic medicabions, bul may want to continee for longer pending how he sdoing amd how sx-mys
look_
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homel

Presoriphing Bl Discleivenr
Forthe safely ond well-bewy of owr petieals, your pel mned beowe hod on exsomnanion by one of our welicnnonoRs within the
pasl yeor in ordder o obioin presoriplion aelicalioRs

Orchering Feed:

Pae check with your priemeey welernonon o purhace the recormmmendied dietis). FF you wish In parchacoe your food from s,
P coll 7-11) deoys in odwace [SE-BBF-46M) In ersure the food & ik siock. Allermaiiecly, veleriaory dicis con be ordered
Fom onlae refoiers wWith 0 prescriptionAreIesnory opprorol

niwl Trimls:
ha-ol inok ore shefies R which our velermory dociors work with you oad your pet In eesiivgsie 0 specitc den a2 process o
B privnivag aew Iest o Iresimeni. Please see ourwebsie: wel ufts, erludowne eiaicnl-urics
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Foster Hospital for Small Animals

Lummings .

Telephone (S0R) 8395395

\eterinary Medical Center o

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Polied Owmer I
Mame: B6 | Mome:  B6 Palient il B6
Spedes: Canine Address: B6 ' Dateofrequest-; B6
Golden Male {Neulered) Golden
Rﬁrim .......................
Bithdate: B6 |
Atcoding Chricin:.  B6 | Stident:
Date of exam: B6 |
Patient Locationr Ward/Cage: Arun Weight {kg} 36.00
Sedation
M Inpatient BAG
[ Outpatient Time: [l oaac
] waiting [ 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanesthetize

3 view chest- Tech only please, dog has upper airway mass and has troub le breathing with exciternent

Precenting Complaint and (nienl Quections you wich o ancwers

Panting, nasal discharge, gagpngfretching at home

Was at rDVM, then came here in pm with severe resnvatooe distress

riVM ix'd for presumptive tonpue ahooess wit B6

intubated here {with difficulty} and maintained on table for several hours before extubating
re-intubated the next day for sedated oral

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

Fever last night, but otherwise clinically doing well. Reportedly may have aspirated during initial events.

Pertinent History:

B6
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Condusions
Changesto the left cranial ng lobe are most consistent with aspiration pneumonia. Follow up
radiographs can be considered to monitor for progression fresolution

Radiologists

Primary:; B6 Vig
Reviewing::  B6___ DVM, DACVR
Dates

“:_‘pll'tEd.e BG
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- Foster Hospital for Small Animals
| 55 Willard Street
| 3 ‘ Hosth Grafton, MA 01536
o Telephone (S08) 8395395

\eterinary Medical Center o

AT TUFTS UNIVERSITY

Radiology Reguest & Report
Patiemt Owexr
Mame B6 : Mame  B6 ] Patientl)::_B6_ :
Spedes Canrne Address B6 Dateofrequest-|  B6 |
Golden Male {Neulered) Golden
Retriever
Birthdate- | B6 |
Attending (hnkioec, _ B6 ) VM {intem, Emergency and Critical Care) Stadent-
Date ofexam;  B6 |
Patient Locationc Ward/Cape: icu Weight {kg} 36.00
Sedation
M Inpatient [l paG
[ Outpatient Time: [l oaac
] waiting [ 172 dose OBAG
[ Emergency ] DexDomitor/Butorphanol

[ Anesthesia to sedatefanesthetize
Examinalion Desired: Thorax 3 view

Presenting Comgplaint and Chnical Cheections you wisch 1o answer:
Emerpency

Pertinent History: Acuie nispiratory aisis {suspect larpar vs oral mass) ovemnight

B6

- Candodorsal gas lucency may represent atypical duodenal gas on the DV, and gastric gas on the left
lateral; however the possibility of pulmonary localization cannot be excluded. In the latber case, a
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pulmonary abscess or mass with ceniral necrosis could be considered, although no soft tissue
component isidentified Thoracic CT or follow-up radiographs may be considered for further evaluation
- Normal cardiovascular structures.

A cause for acute inspiratory dyspnea is not identified_

m ....................... -
Reported: __B6
Finalzed:: B6
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Cummings e

T Willard Strect

\leterinary Medical Center T o

Telephone [S0B) 8395395

hitp-ffwetme d tufts eduf
Emerpency & Critical Care Liatson: {508) 837 - 4745

B6

Discharge Instructions

1. | sthanry: apen diagnosis
2. Moist dermatitis, ket tail base
3. New heart munmus: open diaanos s

(hsei-ﬂ'p

_______________

Patient Care Instrudions:
1. MONITORING: Please monitor for anvy signs of worsening, inchudine severe letharnoy, lack of appet e, vamiting,
diarhea and call if noted

Medicatinns
New medicobions:

B6
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Start tnday

Presoription Befill Disclosoer:
For the safely ond well-being of our pelients, your pel must hewe heed on cominalion by one of ourvelerinorions within the
post year i order o oldom preseripiion medicol ions.

Oxnderiog Food:

Pleose check with your primory velerimorian o pureherse the recommended dicl ). 1 you wish o perechose your food from s,
plecse coll 7-10doys in odvonce [SO8-BR7-362)) In ensure the food & in ook Allernolive b velerimory diels con be ordered
from online reioik s with o presoiptionprel ernory apprenel.

Clivicol Trinks:
Chnicel Triols ore studies inwhich owr velerinorny dodiors werk with you ond your pel 1o imesiigole o specific dBseose proeess or
o promisng new ied ortreaimenl. Pleose see ourwelsie : vel hofls edufownc/clinicsl siudies

Cas= B6_| Owner:  B6 | Discharpe Indnxtions
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Cummings -

North Grafion, MA 01536

\eterinary Medical Center i v

AT TUFTS UNIVERSITY hitipffwetmed tafts eduf
Discharpe Instructions

Eé’; EBG _________ Patientmx] B6 |

ok Mol Nt} Gokden Rericver . B6

Birthdate-; B6 |

I o SRS -

Pl s e o

echocardiogram, we found that he does have Dilabed Cardiomydopathy or DOMWL This disease s more oo in e and
giart breed dogs and s characterized by thinning of the walls of the heart, redoced candiac pump Junclion, and
enlargement of theuppar dhambers of the heart. Many dirs with DOM will also have significant arrhythmias which anbe
life-threatening and also require medical management. Thankhully, we did not see any arthythmias on his BOG tnday.
Additionally, wesaw a moderate amount of repurnsitation coming from the mitral vahee: This &5 a oomimon heart disease in
doyrs, where the heart vahwe thicdkes with age, reaulting ina leak. As the leak condinues, we may see worsening of the

Diapnostic test resulls and fndings-
© Edhocardioprasn ndings The walls of the chambers of his heart are thirner than noomal and he has rechced
cantractile indion The left vendricle and left atrum are ditatad. The mitral valve has a moderate amount of
regurgitation
O HOG mding= The BOG was unramarkahble - no arrhwythmias
O Lalweork Endings- We will call you when we have the results of his bloodwork. Most of it should come badk
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omormow, but some of it will take a week or sotorebam

Mondioring at hosne-

O Wewomid lice you o monitor your dog’s breathine rate and effort at home, ideally during sleep or at a time of rest
The doses of diugs will be adpsted based on the breathing rateand efiort

©  Ingeneral, most dogs with heart fathre that is well controlled have a breathing rateat rest of les than 35 breaths
per minauite: In addition, the breathing eflort, noted by the amsmast of belly wall motion used foreach breath, s
fairly minimal i heart faire s ontmolled

O There are instnuctions for monitoring breathing, and a formto help keep track of breathing rate and ding doses, on
the Tults HeartSmart web site (hitpy/fvet tufis eduyheartamart fat- home- monitaring /).

O Wealsowanl you o watdh for wealaness or collapse, a redirction in appetite, worsening cough, or distendinn of the
belly as these findings indicate that we shimid do a recheck eamination

O I you have avw concerms, please call or have your dog evahated by a velerinarian, Our emengency dinic i open 24

B6

Recosmnended Medications

Dos with heart fature acosmedatermore fasd intheir body i they eat lange amounts of sodum {salt]. Sodnm can be found
in all foods, bt some foods are lower insodium than others. Many pet treals, people foods, and supplements vsed to ghee
pills often have more sndium than 5 desiable - a sheet that has supgestions or low sodium treals can be found onthe
HeartSmart web site (ithpe! et tuftsecudhear et foiet £

Your dog's vl diet may also havemore sodium than recammended - wewart himyher o continueto eat hisfher nomal
diet for the first 710 14 days 50 we can make sure he is tolerating medications well, but afterthat time wewould
recoeramiend sl owly ntroducing one of the lower sodm diets onthe HeartSmart list {(25% of the new diet and 75% old diet
Tor 2-3 days, then 5050, i) Hopedulhy you can find adiet an the | st that your dog likes bo eat. Altlematively, iTyouae
attached i the asrent diet you can ressandh theamount of sodaum inthe diet to ensure that the sodinm oontent s simibr
tothose onthe list.

O The DA &5 amrently iwestigating an apparent associabion bebwesn diet and atype of heart disease called dilated
cardiomyopathy. The ead casse is still unclear, but it appears 1o be associabed with boutique diets and those
cortaining exntic ngredient or areoaindee. Therelore, we are osrent iy recommendine that does do not eat

O Wereoommend 5wit[:h|l'§BG 1o commercial diet made by a well-estahished company that & not gaindree
and does not oontain any exotic ingredients, sudh a5 langaon, durk, lamb, venismn, lentils, peas, beans, ndfalo,

o The DA Eaupd a statement reganding this e
fHiipsffwew. idagouf AnimalVeterinaryf NewsEvenl s/ O Updal esfuomé1 3305.him) and a recent article
publishved by Dr. Lisa Freeman onthe Cummings Sdhools Petioodoiogy blog can urthar explain these findings
fhiipy Avetrwair ition ufts.ecy 200 8/06/ 3 brolen-heart-rideoF heart- dissase-in-boutbique- ar-grain-ree diets-and-ex
otic-ingredientsf)

O Ournuritionists have compiled a list of dog Toods that are good options fordogs with heart disease

Dry Food Options:

Royal Canin Early Candiae frcterinary dict}

Purina Pro Plan Adult Weighi Management

Pusrina Pro Plan Bright Mind Adult Small Breed Fonmmsa
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lams Chunks

Carmed Food Options:
Hill's Scence Diet Adhult 1-6 Healthy Cuisine Foasted Chidoen, Camot, and Spinach Stew
Royal Canin Mahre 3+

if your dog has spedal nulritional needs or requires a homecooked diet, we recommend you schedule:an appoiniment with
our rutritonists (S08-387-4696)

Berdse Recosmnendations
We recammend limited activity. Lessh walking only is ideal, and short walle to start. Repetitive or sirerasms high enengy
activities {repetitve ball dhasing, naming st ofHeash, &) are generally not adeised

Recheck st

B6 BﬂwmﬂllnlmmwlﬂedTuﬂsmMEInﬂE We hawe an appoinimnent for hian
ﬂ'ﬂlﬂmlﬁyﬂhilﬂﬁﬂ.'ﬂawﬂlpﬂhmma:ln EOG and bloodwark at this time.

Thark you for eninstinguswithh B6 | cared It was a pleasure tp meet you all tinday and he was a very good boy. Piease

omiad our Candiology Illmnt[ﬁm}-ﬂ]’-dﬁ!)ﬁurmuﬂ s at cardiovelitaits edu for schadhuline and non-emencent

CLIESHOoN: O TS

PMease visit our HeartSmart wehs e for mime rsdommation
hittpcffveltulits edhyheartamar tyf

For the safely ond well-beimg of car palients, your pel masd ervve od on exominalion by ore of cur velerinarions within the posl
yeor i order o obioin preseription mediootons.

Drderiog Food:

Please oiveck with youwr primory velerinorean o porohowe the recommended dieti{s). I vou wish o myrehese your food from s,
please el 7-10'doys in odvance (508-887-96.29) In ensare Hthe food s in siock. Allermol e e veterimory dicts con be ondered from
onkne reloders with o prescriplion/ve lerimory appronel.

Chnicol Tioks:
Chinicxl trioks ore sudies i which ourvelerinory dociors work with you ond your pet Io invesligede o speciie diseose process org
promsing new e oricotment Pleose see our welsie: vel hufis eow/oemc/clinienl-shunkes
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Cummings B6

Veterinary Medical Center I

______________________________

AT TUFTS UNIVERSITY “"§Bé’§""g Camine _
Cardiclogy Linson: S08-887-9696 _&ﬁﬂ'easﬂld Male (Neutered} Golden Retriever
duphcate
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Cummings

\leterinary Medical Center

AT TUFTS UNIVERSITY

Discharge Instructions
Owner
Mamne=;  B6_

Foster Hospital for Small Animals
55 Willand Street

North Grafton, MA 01536

Te lephone [S08) £39-5395

Fam {508} 8397951

hitp: ffwetmed turks eduyf
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Lummings B6

Veterinary Medical Center I

AT TUFTS UNIVERSITY BBGG G )
Cardiclomy Linison: 508 887-4696 ;aﬁ_reasﬂld Male (Nevtered) Golden Retriewer
Cardiology Appointment Report
Date{ B6 |
Attending Cardinlogict:

ilg John E. Bush VM, MS, DACVIM {Cardioloey}), DACVECC {FRIMARY]

B6

Cﬂ'ﬁdqy Resident:

appointment, diagnosed with hot spot on tail and rx B6 P'D BID but owner didn't read
label right and hashbeen giving 5{0mg PO BID instead
Whole life on gran free diet

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

thyoid level

Conmurment DiEences:
On prozac for anxiety
Developing cataract O5

General Medical History:

Attacked n face by other dog at agility class prior to adoption {1 yo)

Arthritis in RF ebow

Spastic episndes, jerky motions while sleeping, almost every night, started in the last year

Dt ond Supplesnents:
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B6

Cardiovascullar History:

Prior CHF diagnosis? No

Prior heart mumur? 11/V] diagnosed in December 2018
Prior ATE? No

Prior arrhythmia? No

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

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

Sudden onset lameness? No

Exercise imtolerance? No

Cunrent Mediestions Pertiment o OV Systemc

B6

Cordine Physical Exammination:
General PE: NSF Heart rate: 9
MM Color and CRT: pink, moist,
CRT <2 e Respralory rale: panting
BCS {19):7 Temp {if possible}:
BW {kg): 363
Muscle condition:
M normal [ Moderate cachesda
[ Mildmuscle loss [Zl Marked cachexia
Cordiowaseulor Plhywsical Exom:
Murmur Grade:
O None O npwn
i [ wpn
M 1w o E v
M man
Murmur location/desaription: Left heart apex
Jupular vein:
M Bottan 1/3 of theneck [ 12 way up the neck
1 middie 1/3 of theneck [ Top2/3 of theneck
Arterial pulses:
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|1 Wieak
M Fair

[ Good
DSI][I’E

T e

DSilu;miqtlm
[ premature beats

Gﬂllt&:
Yes
[ no
[ witermittent

Pulmonary assecoments:
M Eupneic
DHih:ldpanﬂ
L Marked dysprea
] narmal BY sounds

Ahdomnal exam:
M Normal

Dl-lqntu'rmal'f
[ sbdominal distension

Problems:
Murmur and prior dx of DCM
Here for diet study

General/2-D findingx:

1| Pounding

L putsedeicts
Dﬁhspua:hui
[ other:

[ Bradycardia
L Tachyecardia

[ maild ascites
[ marked ascites

Heart rate is H-100 sinss rhythme Dilated hypocontractile 1V The LV walls are thine Increased EP55. The
LA is moderately enlarged. The RH s mild to moderaiely enlarged. No plewral or pericardial effusion
There is still rotational motion to the LV near the apex. The MV is +f- thick_ Aortic outflow tract isok PA
isnormal to mildly enlarged. Hepatic veins are normal to mildly distended. There isno ascites.

Doppler findings:
1-2+ MR, posterior directed jet
The TR velocity is normal_

WEtral inflow:
[ surmemeated
M Normal
[ pelayed relaxation

| pemudonormal
| Restrictive
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ECG finclings:

N5SR, 95 bpm, tall QRS compatible with LVE

Assesament and recommendations:

Echocardiogram reveals DCM with significant MR {which could also indicate a component of DMVD])-
Recommend starting pimobendan 10mg BIDL Taxrine blood levels were submitted, and recommend
supplementng taurine until results come badk. Recommend changing diet to RC Early Cardiac or similar
diet on the list. NT-proBN P, troponin, CBC/chem were submitted. Patient was enwrolled in DCM Study.
Recheck echo and blood work for study in 3, 6, and 9 months.

Final Dingnoss:

DCM with a component of DMVYD

Heost Fashee Clos sihication Score:

ISACHC Classification:
Hia
M Ib
B

ACVIM Classification:
Cla
g1
[i7]

M-Mode
1v5d
LviDd
LvPwd
1VSs

LVIDs
LVPWs
EDW{Teich}
ESV{Teich}
EHTeich}
%S
SV{Teich}
An Diam
LA [iam
LASAD
Max LA
TAPSE
EPSS

M-Mode Normalized

IVSdN
LVIDdN

Ea
b

Cp

B6

®#33833838838§

393iR

{0290 - 0520} !
{1350- 1730} !
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LVPWdN
IVSsN
LVIDsN
LVPWsh
Ap Diam N
LA Diam N

2D
S5A LA

Ao Diam

SA LA f Ao Diam
vsd

LviDd

LvPwd
EDV{Teich}

1V5s

LvIDs

LVPWs
ESV{Teich}
EH{Teich}

%FS

S¥{Teich}

LV Major

LV Minor
Sphericity Index
LVLd LAX

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

1VAs LAX
LVESV A-L LAX
LVESV MOD LAX
HR

EF A LAX

LVEF MOD LAX
S5V AL LAX

5V MOD LAX
COALLAX
COMOD LAX
R-R

HR

COALLAX
COMOD LAX

Dappler
MR Vmax

MR maxPG
MV E Vel

B6

B6

{0330 - 0,530}
{0430 - 0.710}
{0790 - 1.140} !
{0530 - 0.780} !
{0680 - 0.890}
{0640 - 0.900} !

3932®RIFIH3339§

RRE
Z

ml
Ifmin
Ifmin

BPM
Ifmin
Ifmin

mfs
mmHg

mjfs
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MV DecT
MV Dec Slope
MV A Vel

MYV EfA Ratio
E

E/F

A

5

AV Vmax

AV maxPG
MY Vmax

PV maxPG
TR Vmiax

TR maxPG

B6

mjs
mfs

mjs

mjs
mfs
mfs
mmHg
mfs
mmHg
mjs

mmHg
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Lummings T

s & Telephone (S08) 2395395
Veernary WedalCenter S
Notice of Patient Admit
Dates{ 86 imazem Case No: B6 |

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

Your patient presented o oor Emermency sesvice Please make note of the following information 1o facltate
communication with our team

The atieading dodioris:| B6

'I'berm:nfurahmu.lnlbeﬂlﬂﬁﬁ resp didress, lrpar, posshle inngual absoeas

H you have any questions regandng this patiodar case, please il 508-887-49088 to readh the ECC Service
Information is updated daiy, by noon

Thank you for your referral tn oor Bnergency Service
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\eterinary Medical Center Lt s

AT TUFTS UNIVERSITY hitipffwetmed tuft< eduyf
B6 D0 e e

-

N

................................
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Veterinary Medical Center Telephone. £508} 19595
AT TUFTS UNIVERSITY hitp:ffvetmed tufts eduf
B6 el

________________________________

intubation and a brief period of ventilaion. A mas was noted below his tongue, which was hther evalualed with
CT, cytology, and biopsies. The finding s were consistent with inflanimation and possible infection, but o neoplastic
cells were seen. The owners would not pursue chemotherapy or radiation regandless, so we are trealting
conservatively with antibiolics and antanflammealories The sumical team did not feel that the area of svelling was

hospital on Monday and has been reportedly breathing very well at home. B his trouble breathing reosrs the owner
may elect to repeat a CT or blopsies to see iF we get a different result, but hopefully he will continee: to do well

¥ you have any questions, or mnoems, please contad: us. at 508-887-4088.

Thank you,

B6
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\eterinary Medical Center e
AT TUFTS UNIVERSITY hitp/fvetmed tifts eduf
B6 ..... Male (Neutered)
B 6 Eillneﬁﬁulden Retriever Gold
. ___B6 |
Dear! __ B6
| B6__iwas presented tn the Tufts Emesgency Sesvice for evalsation of lethargy that started yesterday. Examination

was nonmal aside from a low grode heart mummar (no amhythmia, no concern for CHF) and hot spot. on the: tad
base. The dient widhed for a condinlogy consult on emergency today, which could not be accomodated. Reched:
blondwork was offered, given the dhange in dinical status, which the dient declined. We elected to treat his hot
spot with cephalecdn and he was dischamged home 0 monitor and await his scheduled candio consult.

¥ you have any questions, or mncemns, please contad: us ot 508-887-41988.
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Veterinary Medical Center Lgt o s
AT TUFTS UNIVERSITY hitp ffvetmed tufts eduf
B6 B8 memena
—

H you have any questions, or moncems, please contad: us at 508-887-4088.
Thank you,

John Rutsh DVM, DACYIM (Gartioloqy), DACVECC
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

2/24/2019 10:36:57 PM

B6

Fromm Large Breed Adult dry: Lisa Freeman - EON-380709

2063117-report.pdf; 2063117-attachments.zip

A PFR Report has been received and PFR Event [EON-380709] has been created in the EON System.

A "PDF" report by name "2063117-report.pdf" is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2063117-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-380709

ICSR #: 2063117

EON Title: PFR Event created for Fromm Large Breed Adult dry; 2063117

AE Date 01/29/2019 Number Fed/Exposed | 3
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed Poodle - Standard
Age 16 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063117
Product Group: Pet Food

Product Name: Fromm Large Breed Adult dry

1

Description: Murmur and arrhythmia ausculted by RDVM. Echoed by another cardiologist who referred to us
for study. Eating Fromm Lg Breed Adult (not grain free) so unclear if diet related. Screened other 2 standard
poodles in household eating same diet and their hearts were fine. Owners have changed diet for all 3 dogs to
Tams MiniChunks and we will recheck in 3 months
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
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Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Fromm Large Breed Adult dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 ;

B6 USA

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380709
2063117

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

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 17:31:22 EST

Reported Problem: Problem Description:

Date Problem Started

Concurrent Medical

Problem;

Pre Exisﬁng ‘Conditions
Outcome to Date

_ Murmur and arthythmia ausculted by RDVM. Echoed by another cardiologist who
referred to us for study Eating Fromm L g Breed Adult (not grain free) so unclear if

_ diet related. Screened other 2 standard poodles in household eating same diet
and their hearts wete fine. Owners have changed diet for all 3 dogs to lams
MiniChunks and we will recheck in 3 months

: 01/29/2019
Yes

Degenerative myelopathy, arthritis, elevated liver enzymes, multiple skin masses
: Stable

Product Information: Product Name:

Product Type

Lot Number:
Package Type:

Product Use
Information:

Manufacture
[Distributor Information

Purchase Location

Information:

Animal Information: Name:

Type Of Species:

Type Of Breed

Gender: Male

Reproductive Status
Weight
Age

Assessment of Prior Good
Health:

Number of Animals

Given the Product:

Number of Animals

Reacted:
Owner Information:

Healthcare Professional
Information

FOUO- For Official Use Only

Fromm Large Breed Adult d‘ry
: Pet Food

BAG

Description: Please see diet history for additional details

r

: Poodle - Standard

: Neutered

: 24 Kilogram
: 16 Years

Owner Yes

Information
provided:

Contact: Name: B6

] . i

Phone:! ___B6 :
Email: . B6

Address:

United States

Practice Name: Tufts Cummings School of Veterinary Medicine

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

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

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

Description: Medical records
Type: Medical Records

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

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

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client: ,
Address: B 6 ___________________ Species: Canine
DOB: E _______ B6 E Sex: Male
(Neutered)
Home Phoneji
Work Phone:i.____] B 6 ...........

Cell Phone: ()

Referring Information

Cliont ...........................
Patient:

i
i
Lo

Initial Complaint:

Scanned Record

Initial Complaint:

Cardiology New - per Dr. Freeman

SOAP Text B6  9:52AM- Rush, John

Py S -

Initial Complaint:
B6 + Blood draw and ECG for DCM study

Page 1/24
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Client: B 6

Patient:

Disposition/Recommendations

Page 2124

FDA-CVM-FOIA-2019-1704-003086



Client:
Patient:

B6

Page 3/24
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Client:
Patient: !

bumminas

Veterinary Medical Center

AT TUFTS UNIVERSITY

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
(508) 839-5395

Client: | ___B6 | Patient: | B8 i
Veterinarian: Species:  [Canine
PatientID: | B6_} Breed: Poodle
Visit ID: Sex: Male (Neutered)
Age: : B6 EYears Old
Lab Results Report =
Accession 1D:
|'1'est IResults IReference Range IUnits
' 4124 i B6__| | _B6_
‘
stringsoft Printed Sunday, February 24, 2019
Vitals Results
| B6_ 1:4926 PM Weight (kg) 24.0000
Patient History
12:06 PM Appointment
08:30 AM UserForm
08:30 AM UserForm
B 6 08:38 AM UserForm
09:06 AM Purchase
01:49 PM Vitals
05:45PM UserForm
04:01 PM Appointment
Page 4/24
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Client:

B6

Patient:
Patient History
--------------------- 11:34 AM Appointment
09:24 AM Purchase
09:25 AM Purchase
09:25 AM Purchase
B6 10:31 AM UserForm
05:20 PM Appointment
05:47 PM Email
04:30 PM Purchase

Page 5/24
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Cummings B6

\eterinary Medical Center =7 __

AT TUFTS UNIVERSITY B6

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

STANDARD CONSENT FORM

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

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

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

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

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

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

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

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

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

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

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

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

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

B6 B6

L7 s

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

o pay the velerinary medical services provided at Cummings School purssant to the terms and aonditions desoribed
above

Auttuwized Ageri - Please Print Ager’s Spnahuare
Strext Adkdress Dale
Town/City Stale p
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Te lephone {508} 8395395

\leterinary Medical Center ree

AT TUFTS UNIVERSITY 4

Discharge Instructions

¥ iohnE. RushDUM, MS, DACAIM {Candinlogy), DACVECC

B6

B6

{:Ialm.'l.'n'lmr

B6

Mm\ﬁel:mmy Nutritionist Dr. Lisa Freeman

Diapnoses: Dilated cardiomyopathy (DOM) with congest ive heart faihore, veniriodar arhythimias (ventricuar tadweandia,
veririouar higeminy), short nins of supaveniriodar artythmas

Diapnostic test resulls and fnding=:
0 Edhocandingrasn inding=- The walls of the dambars of his heart are thimer than normal and he has redoced

canractile unction. The left verstricie and left aivum are ditated.
0 HIG Ending= The BCG showed asrhwthmias that are moat y veridrioular in oniginbut there are alos some from the

upper heart chamber as well
O Labwork Sndings- We will call you when we have the results of his bloodwork. Most of it should come back
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tomomow, but some of it will take a week or sotorebam

Mondoring at homne:

o Wewould ey o momnitor your doe’s breathing rate and effort at home, ideally during sieep or at a timeofrest
The doses of diugs will be adpsted based onthe breathing rateand efiort

o  In gengral, most dogs with heart Baihre that is well controlled have a breathing rate at rest of less than 35 breaths
per minue. Inaddition, the breathing effort, noted by the amount of belly wall motion usad ioreachbreath, s
Ry minimal if heart faire & ontmollad

O Aninoease in breathing rate or effort will usually mean that you should give anextra dose of funosemide {Lasix).
ity breathing is not improved by within 30-60 minutes give another dose, and T alter giving 2 doses of
furosemide then we recommend that a recheck exam be schedhled and/for that your dos be evahsied by an
amergeny dinic

O Thereae nsinections for monibaring breathing, and a formto help keep tradk of breathing rate and drog doses, on
the Tults HeartSmart weh site {hitpyfvet s eduyheartamar t fat-home- moniboring ).

O Wealsowari you towatdh for wealoess ar collapse, a redhuction in appetite, warsening couph, or distention of the
belly as these findings indiatethat weshould do a recdheck ecamination

o Hyouhave any concerns, please call or have your dog evahsted by a weterinarfan, Our emenzency clinic s open 24
hours/day.

Dict suppesions:

Daogs with heart faihre acosmuiatemore fuid intheir body iTthey eat lanse amounts of sodm {salt]. Sodum can be found
in all fonds, but some foods are lower i sodiam than others. Many pet treals, people foods, and supplements used to ghe
pills often have maore sndams than & desimble- a sheet that has auprgpstions for low sodium treats can be found oncthe
HeartSmart web site fhittpsf feet tuftsedudheartamart fdiet /y
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Your dog’s vmml diet may also havemnare sodium than recommended - we want himyher o continueto eat hisfhernommal
diet for the first 710 14 days 50 we can make sure he is tolerating mediations well, but after that time wewould
remsmmend slowly mtrodhcing one of the lower sodiuom diets anthe HeartSmart [ist {25% of the new diet and 75% old diet
for 2-2 days, then 5050, eir-) Hopelhully you can find a diet on thelist that your dog likes to eat. Aliematively, iTyouae
attachad o the ausrent diet you can reseandh the amount of sodium in the diet to ensure that thesodium conlert is simibr
tothose onthe list.

0 The DA 5 amrently vestigating an apparent association betwesn diet and atype of heart disease ailled ditated
cadiomyopathy. The sxadt cause is still unclear, but it appears o be associated with boubique diets and those
containing exmtic ngedient or aregrain-ree. Therelore, we are osrent by recommending that dogrs do not eat

o Werecommendswichig B6  to commencial diet made by a well-establshed oompany that is not srain-iree
and does not owilain any eatic ngredients, such as kangaoo, duck, lamb, venismn, lentils, peas, beans, buffalo,
tapioca, barley, and dhidpeas.

o The DA Bsupd a statement reganding this saue
{hitps=ffwww idh govf Animalveterinaryf NewsEvenlf CiUpdal esfuom61.3305.him) and a recent article
published by Dr. Lisa Freeman onthe Cummings School’s Petioodology blog can urther esplain these findings
{hittpy Aty it ionctufts.edhuy/201 806/ a- broen-heart-risk-oF heart-disease-in-boutique-or-prain-ree diets-and-ex
otic-ingredient<f).

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

Dy Food Options:

Royal Canin Early Cardiac {veterinany diet)

Purina Pro Plan Adult Weisht Management

Purina Pro Plan Bright Mind Adult Small Breed Fommuda
tams Chunks

Carmed Food Oplions:
Hills Soenee Diet Adhilt 1-6 Healthy Cuisine Foasted Chideen, Camot, and Spinach Stewr
Royal Canin Mabhure 3+

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

Berdse Recosmnendations
We recommend limited act vity. Leash walking only is ideal, and shiwt walles to start. Repetit e or sireruous hish enengy
activities (repetitive ball chasing, nming Tast ofHeash, &ir-) are generally not advised at this stage of heart lilure

Rechock Wt

Arechedk of livervalues, kidney vahues, and eledrolytes s recommended in 23 wesles and then about 1 meonth after that,
s0 we can keep an eye an the | ver values, kidney values, and potassium. This can be done at your primany care velerinasian.

“ﬂi{ymi]rﬂ'ilmtnguswﬂh _____ B6 |care! It was a pleasure to meet youall today and he was avery good boy. Please
cortad our Candiolowy liaison at {508} 8874696 or amrail us al cndowcl@tuits edu for schaduling and non-emenserd

queshions or neTms

Please visit our HeartSmart wehsite for more rdonmation
hittpef et tulfts. odyheartsmarty
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- artio Refill Discos
Furtbesnfetymdwﬂ-bemg:fmr;ﬂmWmtndbmbﬁmmmﬁmhm:fmvﬂmuﬂﬁmﬂfm
yeor in order o abiomn presorplion medeotions.

Ondering Food:

Pleose oheck with your primovy velerimovian o pordrowe the recommended diet{s). 1§ you wish o mrechose your food from s,
eose ool F-10doys i odvence (508-887-3629) o ensure Hthe food i in siock. Allermalive i velerimory dicts con be ondered from
onlinme reloiders with o presoriplion/ve lerimany apprenel.

Clhovio Trinks:
Chiniex] trioks ore studies inwhich our velerinory dectors werk with you ond your pet in imestigole o specife diseose process oro
promiimg mew iest orirealment. Pleose see oo welsite: vl hufls edu/ovmcfolinices! siudbes
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Cummings

\leterinary Medical Center

AT TUFTS UNIVERSITY

B6

B6

B6

Bb

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

Ongpufmpr.-t

5. Date:

Phammacy sent in:
Ongpufm'n!t
6. Date:

Phanmacy sent tn:
Completed bry:
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Origin of request

7. Date:

Phanmmacy sent tn:

Onl_pldrupr.-t

8. Date:

Phammacy sent in:

Ongpufmpr.-t
9. Date:

Phammacy sent in:

Ongpufm'n!t
10. Dalte:

Phanmacy sent tn:

()ngpufmp&t
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Lummings B6

\eterinary Medical Center ———

AT TUFTS UNIVERSITY BS Canine
Cardiology Linson: S0B-#E7-96596 L_i_ﬁ_é?l’mﬂld Male (Neutered} Poodle
Cardiology Appointment Report
____________________ i Enrolled in DCM Study
Date: B6 )
Attending Cardiclopict

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

; B6
Presenting Complaint- s ]
DCM diagnosed 1/29/19by  B6 :Bsmhut asymptomatic). Eating BEG diet x 3 years

B6

Conasvent Disenses- Arthritis

General Medical History: liver enzyme elevation

Diet and Supplemenis: Fromm Larpe Breed Adult dry

Cordiowaseullnr History:

Prior CHF diagnosis? no

Prior heart mumur? yes

Prior ATE? no

Prior arrhythmia? yes

Monitoring respratory rate and effort at home? no
Cough? maybe

Shorness of breath or difficulty breathing? no
Syncope or collapse? no

Sudden onset lameness? chronic lameness and weaknessbadk legs
Exercise into lerance? imited by dbove

Cusrent Medicalions Pertinent 1o CV Systemn:

B6
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B6

Cordiine Physical Examanalion:

General PE: Thin, weak, posterior

weakness

MM Color and CRT: OK
BCS{1-9): 4

BW {kg}: 24.0

Muscle condition:
[ namal
[ mildrmuscieloss

Cordiovaseulor Physical Exam:
Murmar Grade:

Ijl\llme

110

M 1pn
E man

Murmur locationfdescription: left apical

Jupular vein:
M Bottom 1/3 ofthe neck
1 middle 1/3 of theneck

Arterial pulses:
] wveak

DSiuimhfﬂm
™ premature beats

Gallop:
B Yes
= no
I mtermittent

Pulmonary assesaments:

¥ Bumec

L1 maild dyspnea
Ijnhkeddﬁpm
[ narmal BY sounds

Abdominal eam: mnmal exam
M Normal
A Hepatomegaly

Heat rae: 150

Respiratory rate: eupneic vsmildly dyspneic - 28

Temgp {if possible):

=l 12 way up thenak
= Top 2/3 ofthenak

| ounding
& muase defidts

Dnlaspﬁnﬂnus
] other:

[ Tachycandsa

| mild ascites
[ Marked ascites

FDA-CVM-FOIA-2019-1704-003099



|21 Ahdominal distension

Problems:
Prior DCM, asrhythmia, +/- coughfeag from laryngeal disease vsother

% [ Dialysis profile

O ecs M NT-proBNP
[ Renal profile M Tropanin|
1 Blood pressue 2l other tests: DOM study testing

B6

Assecsment and recommendations:
DCM with VPCs and APCs and some muns of SVT and veniriou lar tachycardia. Suspect the coushfpag is
relsted to more chronic larnynpeal disease, but the dog s breathing with slightly more effort than nomal

at nest. D[M may be related 'I:n diet or may be unrelated. Rﬂn'nrrmd [:un'l:nungf B6 i{but mayhe

an antiamhythmic tll‘EIf B6 i mlghl: be thE dhoice, but the dog has naeased iver mzymes - if

_____________________________

we start thisthen follow LEs closely. | am not sure if sotalol would be tolersted B6 ﬁﬂﬂ and

might not get supraventricualr ectopy, but this might be an option if amiodarone isnot well tolerated.
Diet change +f- taurine isrecommended. Recheck EGG and kidney values, potassium, and [ver enzymes

in about 2 weeks. Discussed B6  ‘option with owners.

Fnal Dinpnosis :

Henrt Foihee Oocsifiention Seore:

ISACHC Classification:
P a
M Ib close to I IR
T

ACVIM Classification:
A Ec
Om O p
M B2 close to €
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M-Mode
1vSd

LviDd
LvPwd
IV5s

LVIDs
LVPWs
EDV{Teich}
ESV{Teich}
EH{Teich}
b
SWTeich}
An Diam
LA Diam
LAfAn
Max LA
TAPSE1

M-Mode Nomalized

B6

IVSdN
LVIDdN
LvPWdN
IVSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

2D

SA LA

Ao Diam

SA LA f An Diam
Ivsd

1viDd

LvPWd
EDV{Teich}

IV5s

LVIDs

LVPWs
ESV{Teich}
EH{Teich}

%FS

5W{Teich}

LV Major

LV Minor
Sphericity Index
LVLd LAX

B6

B6

I®RI335985§

38

Cm
cm

{0290 - 0520}
{1350 - 1730} !
{0330 - 0530}
{0430 - 0710}
{0-790 - 1140} ¢
{0530 - 0780} I
{0.680 - 0.890}
{0640 - 0900} £

53

333i®*3383333835
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LVAd LAX
LVEDV A-L LAX
LVEDV MOD LAX
LVLs LAX

LVAs LAX

LVESV AL LAX
LVESV MOD LAX
HR

EF A-L LAX

LVEF MOD LAX
SVA-LLAX

SV MOD LAX
COALLAX
COMOD LAX
R-R

HR

COALLAX
COMOD LAX

Doppler
MR Vmax

MR maxPG
MV E Vel

MV DecT

MV Dec Slope
MV A Vel

MV E/A Ratio
E

EfE

A

5"

AV VYmax
AV maxG
PV Vmax
PV maxPG
TR Vmax
TR maxPG

B6

B6

I/min
I/min

BPM
I/min
Ifmin

mjs
mmHg
mjs

mjs
mjs

mfs

mjs
mjs
mjs
mmHg
mjs
mmHg
mjs
mmHg
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Cummings

\leterinary Medical Center

AT TUFTS UNIVERSITY

Discharge Instructions
Cardiology Technician
Patient Owaner
Mame  B6 | Mame  B6 |
Spedes Canine Address:
Beioe Male {Neubeved) Poodle B 6

Attending Cardinlngist-
Bmﬁmshnmms,nmu{cmkﬁj,m

B6

B6

Foster Hospital for Small Animals
T Willard Street

MNorth Grafton, MA 01536

Te lephone {S08) 8395395

Fam {SOR) 839-7951

i fwetaned tufits eduy

besnia bit moreclingy at nighit in the last wesk Dr Rush saw a bit more arrhthmiia tinday on his BOG than he would lieto
see. His bloodwork _lnoked ok. althougsh his liver values are still moderat ly devated. He would lie to add in a low doseof a

betabloder called B 6
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B6

Recherk Visilis: A rocheck visht & schachiod for

May 30th at 10:00am

PMease visit our HeartSmart webhs ite for more rdommation
hittpefifwet tulfts edhyheartamartyf

For the safely ond well-beimg of our palients, yourpel mast vove hod on ccoomination by one of our velerimorions within the post
yveor i order o obioin preseripgtion medicotions.

Ondeniog Food:
Please cive ck with your primory velermorian o porohows the ecommemded diel{s).  youwsh o mrechese your food from s,
plecse eoll 7-10doys in edvence [SO8-887-36249) In ensare the food & in slock. Allermolive i, velerinory diels con be ondered from

onkne reloders with o prescription/ve ferinory opprovel.

Clinion Triks:
Chnied trioks ore studies i which our velterinary docions work with you ond your pel In imvesliqole e specific diseose process or g
promsing mew ies orirealment. Pleose see our welsie: vel hufls cdudevme/olinicsl shudkics

Coe=. B6 | Owner B6 i DEdape ndnctions
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Lummings e

Veterinary Medical Center oy e
AT TUFTS UNIVERSITY hitp,//vetmed tufts eduf
B6 D0 i tenira
...B6 |

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

John Ritsh DVM, DACVIM {Gartiolony), DACVECC
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Lummings

\eterinary Medical Center

AT TUFTS UNIVERSITY

B6

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

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

John Ritsh DVM, DACVIM {Gartiolony), DACVECC

Foster Hospital for Small Animals
5 Willand Street

North Graflon, MA 01536
Telephone {S08) £39-5395

Fam {508} #39-7951
hittp/fwetmed tufts eduyf
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Lummings

\eterinary Medical Center

AT TUFTS UNIVERSITY

B6

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

Thank you,

John Ritsh DVM, DACVIM {Gartiolony), DACVECC

Foster Hospital for Small Animals
5 Willand Street

North Graflon, MA 01536
Telephone {S08) £39-5395

Fam {508} #39-7951
hittp/fwetmed tufts eduyf

B6

Male (Neutered)

fmine. Poodle Beige

i B6 |
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Lummings e

Te lephone {508} 8395395

\eterinary Medical Center e o

AT TUFTS UNIVERSITY htip/feetmed tuftz eduf

Malk (Neutered)
B 6 Lanine Poodle Beige
| B6 |

___B6 ]
Dea  B6 |
Thank you forrefering] ____B6 ____iwith their peti _B6 |

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

John Ritsh DVM, DACVIM {Gartiolony), DACVECC
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification

2/24/2019 9:32:37 PM

B6

Poulin Pro Form Lamb and Rice Adult Maintenance Dry: Lisa Freeman -

EON-380706

2063113-report.pdf; 2063113-attachments.zip

A PFR Report has been received and PFR Event [EON-380706] has been created in the EON System.

A "PDF" report by name "2063 113-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063113-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380706

ICSR #: 2063113

EON Title: PFR Event created for Poulin Pro Form Lamb and Rice Adult Maintenance Dry; 2063113

AE Date 12/22/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Irish Wolfthound

Age 6 Years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2063113
Product Group: Pet Food

Product Name: Poulin Pro Form Lamb and Rice Adult Maintenance Dry

Description: Had pneumonia in September 2018; re-presented in December 2018 when arrhythmias were noted.
Cardiology consult identified arrhythmias and reduced contractile function (and eating BEG diet). Unclear
whether this was primary problem or secondary to systemic illness. Rechecked by cardiology 2/5/19 and still had
arrhythmia and reduced contractility. NT-proBNP and cTnl elevated. Owner already changed diet in January to
Purina Pro Plan Chicken and Rice so will continue on this diet and will recheck in 3 months.
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Submission Type: Initial

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Poulin Pro Form Lamb and Rice Adult Maintenance Dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:

B6

_To view the PFR Event Report, please click the link below:

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380706

ICSR:

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

2063113

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2019-02-24 16:24:11 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Pre Existing Conditions:
Outcome to Date:

Product Name:
Product Type:

Lot Number:
Package Type:

Product Use
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Had pneumonia in September 2018 re-presented in December 2018 when
arrhythmias were noted. Cardiology consult identified arrhythmias and reduced
contractile function (ana eating BEG diet). Unclear whether this was primary
problem or secondary to systemic illness. Rechecked by cardiology 2/5/19 and
still had arrthythmia and reduced contractility NT-proBNP and cTnl elevated.
Owner already changed diet in January to Purina Pro Plan Chicken and Rice so
will continue on this diet and will recheck in 3 months.

12/22/2018
Yes

Pneumonia Sept and Dec 2018
Stable

Poulin Pro Form Lamb and Rice Adult Maintenance Dry |
Pet Food

BAG

Description: = Please see diet history form for more details

Name:
Type Of Species:
Type Of Breed:
Gender;
Reproductive Status:
Pregnancy Status:
Lactation Status:
Weight:
Age:

Assessment of Prior
Health:

Number of Animals
Given the Product:

Number of Animals
Reacted:

Owner Information:

FOUO- For Official Use Only

Irish Wolfhound
Female

Intact

Not Pregnant

Not lactating
60.5 Kilogram
6 Years

Good

1

1

Owner Yes
Information

provided:
Contact:

Address:

vy
o
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Healthcare Professional
Information:

Permission To Contact Yes

Sender;

Preferred Method Of
Contact:

Email

Additional Documents:
Attachment:

Practice Name:

Massachusetts
01536
United States
Sender Information: Name: Lisa Freeman
Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States
Contact: pPhone: 5088874523

cbc and profile.pdf
Description: Will send by email
Type: Medical Records

i B6 i

lL_J_h_i.t_('a_c'jﬂStates

Tufts Cummings School of Veterinary Medicine
Contact: Name: Lisa Freeman
Phone: (508) 887-4523

Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton

Email: lisa.freeman@tufts.edu

FOUO- For Official Use Only
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e 2 58

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01536

DUPLICATE
Name/DOB: i B6 Provider: : B6
Patient ID: | B6 | Sex: F Order Location::  B6 | Investigation into
Phone number: 1 Age: 6 Sample ID: _________ B6
Collection Date: B 6 12:44 PM Species: Canine
Approval date: | =™ 12:27 PM Breed: Irish Wolfhound

CBC, Comprehensive, Sm Animal (Research)

SLOPEZ

WBC (ADVIA)

RBC (Advia)
Hemoglobin (ADVIA)
Hematocrit (Advia)
MCV (ADVIA)

MCH (ADVIA)
CHCM

MCHC (ADVIA)
RDW (ADVIA)

1:09 PM

1:09 PM

PDW

Reticulocyte Count (Advia)
Absolute Reticulocyte
Count (Advia)

CHr

MCVr

Microscopic Exam of

SLOPEZ

Seg Neuts (%)
Lymphocytes (%)
Monocytes (%)
Eosinophils (%)

Seg Neutrophils (Abs)
Advia

Lymphs (Abs) Advia
Mono (Abs) Advia
Eosinophils (Abs) Advia
WBC Morphology
Poikilocytosis

L

Ref. Range/Females
4.40-15.10 KL
5.80-8.50 M/uL.
13.3-20.5 g/dL.
39-55%

64.5-77.5 fLL
21.3-259 pg

B6

31.9-34.3 g/dL
11.9-15.2
173-486 K/uL

8.29-13.2011

Platelet clumps (if present) and sample age (greater than 4 hours) can
result in a falsely increased MPV.

0.129-0.403 %

P A
Platelet Crit is invalid when clumped platelets are present.

Interpretation of PltCt is unclear in species other than canines.

0.20-1.60 %
14.7-113.7 KAL

B6

Blood Smear (Advia)

Ref. Range/Females
43-86 %

7-47 %

1-15 %

0-16 %
2.800-11.500 K/ul

1.00-4.80 K/uLL
0.10-1.50 K/uLL
0.00-1.40 K/uL

i B6 i

iB6!

[ i

Research Chemistry Profile - Small Animal (Cobas)

This report continues... (Final)

Reviewed by:
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e 2 58

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafton, MA 01536

FDA-CVM-FOIA-2019-1704-003115

DUPLICATE
Name/DOB: i B6 Provider: B6 i
Patient ID:{ B6 | Sex: F Order Location:;_._.BS___ ' IHVCStlgdthH into
Phone number: Age: 6 Sample ID: Bs
Collection Date: Be 12:44 PM Species: Canine
Approval date: 2:27 PM Breed: Irish Wolfhound
Research Chemistry Profile - Small Animal (Cobas) (cont'd)
SMACHUNSKI . Ref. Range/Females
Glucose 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0 mg/dL
Phosphorus 2.6-7.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ 1.8-3.0 mEq/L
Total Protein 5.5-7.8 g/dL
Albumin 2.8-4.0 g/dL
Globulins L 2.3-4.2 g/dL
A/G Ratio H 0.7-1.6
Sodium 140-150 mEq/L
Chloride 106-116 mEq/L.
Potassium B6 3.7-5.4 mEq/L
tCO2(Bicarb) 14-28 mEq/L
AGAP 8.0-19.0
NA/K 29-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 U/L
ALT 14-86 U/L
AST 9-54 U/L
Creatinc Kinasc 22-422 U/L.
Cholesterol 82-355 mg/dL
Triglycerides 30-338 mg/dl
Amylase L, 409-1250 U/L
Osmolality (calculated) 291-315 mmol/L
Comments (Chemistry) B6
Sample ID: f B ___+ Reviewed by:
REPRINT: Orig. printing on|__B6__| (Fmal) Page 2



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

To: Cleary, Michael *; HQ Pet Food Report Notification;é B6

Sent: 2/24/2019 9:40:39 PM

Subject: Purina One Smart Blend Lamb and Rice dry: Lisa Freeman - EON-380707
Attachments: 2063114-report.pdf; 2063114-attachments.zip

A PFR Report has been received and PFR Event [EON-380707] has been created in the EON System.

A "PDF" report by name "2063 114-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063114-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-380707

ICSR #: 2063114
EON Title: PFR Event created for Purina One Smart Blend Lamb and Rice dry; 2063114

AE Date 08/01/2018 Number Fed/Exposed | 3

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Worse/Declining/Deteriorating
Breed Doberman Pinscher

Age B6iYears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063114

Product Group: Pet Food

Product Name: Purina One Smart Blend Lamb and Rice dry

Description: DCM and CHF diagnosed Aug 2018 We saw 1/11/19 - CHF still not well controlled Eating Purina
Lamb and Rice - unlikely to be associated with DCM but reporting just in case Owner is now changing to
different diet and will recheck in 3 months 2 other dogs eating same diet - we have not screened them yet. BNP =

B6 :itroponirf:L B6 | but taurine normal sBG plasma; B6 iwhole blood)

Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
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Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Purina One Smart Blend Lamb and Rice dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

B6 i

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380707
ICSR; 2063114

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-24 16:31:40 EST

Reported Problem: Problem Description: = DCM and CHF diagnosed Aug 2018 We saw 1/11/19 - CHF still not well

controlled Eating Purina Lamb and Rice - unlikely to be associated with DCM but
_reporting just in case Owner is now changmg to different diet and will recheck n3

Date Problem Started: 08/01/201 8 L N

Concurrent Medical No
Problem:

» Outcome to Date Worse/Declining/Deteriorating

Product Information: Product Name: Purina One Smart Blend | amb and Rice dry
Product Type: Pet Food
Lot Number:
Product Use | Description: | 1/2 cup twice daily since a plippy See diet hlstory for
Information:. =~ additional details
Manufacturer

IDistributor Information:

Purchase L ocation
Information:

Animal Information: Name: . i B6 i

Type Of Species: Dog

Type Of Breed: Doberman Pinscher
Gender: Male
Reproductive Status: Neutered
Weight: 29.9 Kilogram
Age;m B6 Years
Assessment of Priorm Excellent
Health:

Number of Animals 3
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name: B6 (0
Phone: | B6
e B6 ...

Address:

United States

Healthcare Professional practice Name:  Tufts Cummings School of Veterinary Medicine

Information: ...
Contact: Name: Lisa Freeman
Phone; (508) 887-4523
Email: lisa.freeman@tufts.edu
FOUO- For Official Use Only 1
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Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

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

Permission To Contact Yes

Sender:
Preferred Method Of Email
Contact:
Additional Documents:
Attachment: rpt_medical_record_previe B6 df

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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" Foster Hospital for Small Animals
u m m | n U S 55 Willard Street

North Grafton, MA 01536

Veterinary Medical Center (508) £39-5395

AT TUFTS UNIVERSITY

All Medical Records
Client: Patient: ._BG
Address: B6 Breed: Doberman Species: Canine
DOB: :l___B_f;___E Sex: Male

(Neutered)

Home Phone: l B6 i

Work Phone: () -

Cell Phone: ! B6 i

iimimiaiie — e -

Referring Information

B6

Initial Complaint:
Scanned Record

Initial Complaint:

Initial Complaint:

Chem 21 - B6

Disposition/Recommendations

Page 1/3
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Client: B 6

Patient:

Page 2/3
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Client:
Patient: B 6

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

North Grafton, MA 01536

Veterinary Medical Center i s

AT TUFTS UNIVERSITY

Client: . ...B6 - Patient: BG

Veterinartan: Species:  [Canine

PatientID: | B6 | Breed: Doberman

Visit ID: Sex: Male (Neutered)

Age: B6 ! Years Old
Lab Results Report
Accession 1D:
|'1'est IResults IReference Range IUnits
N w [B8] B
stringsoft Printed Sunday, February 24, 2019
Vitals Results
o 4:07:45 PM Weight (kg)
E B 6 4:43:10 PM Nursing nole
o 3:12:02 PM Weight (kg)
Page 3/3

FDA-CVM-FOIA-2019-1704-003122



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

To: Cleary, Michael *; HQ Pet Food Report Naotification; B6
Sent: 2/24/2019 11:56:39 PM

Subject: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-380716
Attachments: 2063119-report.pdf; 2063119-attachments.zip

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

A "PDF" report by name "2063 119-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063119-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-380716

ICSR #: 2063119

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

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

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063119

Product Group: Pet Food

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

Description: Has been regularly rechecked after 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

Submission Type: Initial

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

Product Name Lot Number or ID | Best By Date

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

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
! B6 ’

To view the PFR Event Report, please click the link below:

B6

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

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

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

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

FDA-CVM-FOIA-2019-1704-003124



Report Details - EON-380716
ICSR; 2063119

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

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

Reported Problem: 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: 01/02/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: PDA - occluded 2016; overweight

Outcome to Date; Stable

Product Information: Prodiuct Name: Solid Gold Mighty Mini Beer Sweet Potata and Apple grain free dry
Product Type: Pet Food
Lot Number:

Package Type: BAG

Product Use Description: = 1/4 cup kibble (divided into 2 meals) 1 tbsp cooked chicken
Information: BID Owner switched to Weight Control version of same diet
(salmon, lentil, green bean) just a few days before visit

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Marne: ! B6 |
Type Of Species: Dog
Type Of Breed: Chihuahua
Gender; Female
Reproductive Status: Neutered
Weight: 3.72 Kilogram
Age: 9 Years

Assessment of Prior Good
Health:

Number of Animals 1
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information

provided:

Contact: Name: B6
v P e
Email; B6 i

Address:

op

United States

Healthcare Professional Ppractice Name:  Tufts Cummings School of Veterinary Medicine
e Contact: Name: Lisa Freeman

FOUO- For Official Use Only 1
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Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu

Address: 200 Westboro Rd
North Grafton
Massachusetts
01536
United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

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

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

FOUO- For Official Use Only 2
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20340

Amino Acid Laboratory Sample Submission Form
Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 95616
Telephone: 530-752-5058,

Email: ucd.aminoacid.lab@ucdavis.edu

Fax: 530-752-4698

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

((ﬁjﬂjgfs

E¢ [ (A

Telephone:

B6

Billing Contact:

B6

Billing Contact Phone:!

B6

Fax: __ 508-830-7838

Email: !

B6

Tax ID:

Patient Name: __

B6

Breed:

C W AT }‘\‘l‘u N

Current Diet : \,U‘(i C}\ C‘T}LP(J\ 'i,i/ &0 \/le S

Owner’s Name: _

Species: (j’\ﬂf Ny

B6

Sample type: Plasma ole Blood " Urine Food Other

Test:@é’ Complete Amino Acids ~ Other:

Taurine Results (lab use only)

B6

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

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

are seeing dogs with values within the reference ranges (or above the “no known risk for deficiency

range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our
laboratory for assistance in evaluating your patient’s results.
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification B6
Sent: 2/24/2019 11:24:38 PM

Subject: Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-380714
Attachments: 2063118-report.pdf; 2063118-attachments.zip

A PFR Report has been received and PFR Event [EON-380714] has been created in the EON System.

A "PDF" report by name "2063 118-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063118-attachments.zip
and is attached to this email notification.

"

Below is the summary of the report:

EON Key: EON-380714
ICSR #: 2063118
EON Title: PFR Event created for Taste of the Wild Sierra Mountain Dry; 2063118

AE Date 01/14/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 2
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 5 Years

District Involved | PFR-New England DO

Product information
Individual Case Safety Report Number: 2063118
Product Group' Pet Food

BNP, with reduced contractility and elevated troponin found on exam (see preV1ous report - 2061171). Owner
worried about this dog's breathing so we screened her and found reduced contractility, elevated troponin but
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Submission Type: Initial

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

Number of Animals Treated With Product: 7

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain Dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

| USA

To view this PFR Event, please click the link below:

B6

To view the PFR Event Report, please click the link below:

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380714

ICSR:

Type Of Submission:

Report Version:
Type Of Report:
Reporting Type:

Report Submission Date: 2019-02-24 18:16:40 EST

Reported Problem:

Product Information:

Animal Information:

2063118

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

Problem Description: = BEG diet being fed to-as'dogs We evaluated her other dog :B6:iwhohada @
murmir and elevated BNP. with reduced contractility and elevated troponin found
_ On exam (see previous report 2061171). Owner worried about this dog's
breathing so we screened her and found reduced contractility, elevated troponin,
but hormal BNP Changing diet on both dogs to Pro Plan Sensitive Skin/Stomach

Date Problem Started: 01/14/201 9

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Name: Taste of the Wild Sierra Mountain Dry
Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use  pescription: . Please see diet history for additional information
Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Name: i B6 !
Type Of Species: Dog
Type Of Breed: Retriever - Golden
Gender: Female

Reproductive Status: Neutered
Weight: 25.8 Kilogram
Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product:

Number of Animals 2

Reacted:
Owner Information: Owner Yes
Information
provided:

Contact: Name:

Address: |

Unlted States

Healthcare Professional practice Name:  Tufts Cimmings School of Veterinary Medicine

FOUO- For Official Use Only 1
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Information: Contact: Name: Lisa Freeman
Phone: (508) 887-4523
Email: lisa.freeman@tufts.edu
Address: 200 Westboro Rd
North Grafton
Massachusetts

01536
United States

Sender Information: Name: Lisa Freeman

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

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

Permission To Contact Yes

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

Description: Medical records
Type: Medical Records

FOUO- For Official Use Only 2
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From:

To:

Sent:

Subject:

Attachments:

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

_Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification;

B6

3/20/2019 9:20:46 PM

CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY
DOG FOOD: Lisa Freeman - EON-382878

2064335-report.pdf; 2064335-attachments.zip

A PFR Report has been received and Related PFR Event [EON-382878] has been created in the EON System.

A "PDF" report by name "2064335-report.pdf” is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2064335-attachments.zip'

and is attached to this

email notification.

Below is the summary of the report:

EON Key: EON-382878

ICSR #: 2064335

1

EON Title: Related PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE
FORMULA DRY DOG FOOD; 2064335

AE Date 02/25/2019 Number Fed/Exposed | 3
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable

Breed Doberman Pinscher
Age B6 cars
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2064335
Product Group: Pet Food
Product Name: CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG FOOD
Description: DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household will be screened.

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

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 1

Lot Number or | Best By

Product Name 1D Date

CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE
FORMULA DRY DOG FOOD

This report is linked to:
Initial EON Event Key: EON-381040
Initial ICSR: 2063286

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

To view this Related PFR Event, please click the link below:
| B6

To view the Related PFR Event Report, please click the link below:

B6

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-382878

ICSR: 2064335

Type Of Submission: Followup

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

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

Report Submission Date: 2019-03-20 17:15:18 EDT

Initial Report Date: 02/27/2019

Parent ICSR: 2063286

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household

Date Problem Started: 02/25/2019
Concurrent Medical Yes

Pre Existing Conditions: Lick granulomas

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

_ discharged today Taurine and troponin pending

Problem:

Qutcome to Date: Stable

Product Information: Product Name: = CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG.

[Distributor Information:
Purchase Location

FOOD
Product Type: Pet Food

Lot Number:

Product Use pescription: Fed this diet most of his life
Information:

Manufacturer

Information:

Animal Information: Name:

Reproductive Status: Intact

Assessment of Prior Excellent

Number of Animals 3
Given the Product:

Number of Animals 1

Reacted;
Owner Information: ' ' _owne‘; Yes
Information
provided:

FOUO- For Official Use Only

i B6 :

Type Of Species: Dog

Type Of Breed: Doberman Pinscher

Gender: Male

Weight: 60 Kilogram
Age:! B6 Years

Health:

Contact: Name:

- B6

Email:k:

Address:

B6

United States
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Additional Documents:
Attachment:

Attachment:

Attachment:

Attachment:

Attachment:

Description:
Type:

Description:
Type:

Description:
Type:

Description:
Type:

Description:
Type:

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact: Lisa Freeman

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

Name:

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

Lisa Freeman

200 Westboro Rd
North Grafton
Massachusetts
01536

United States

5088874523
Email: lisa.freeman@tufts.edu

Phone:

Yes
Email

None

Taurine level 2-25-19.pdf
UCDavis Taurine Panel
Laboratory Report
Chemistry 3-8-19.pdf
Chemistry panel
Laboratory Report

Diet history 3-8-19.pdf
Diet history 3-8-19
Record

Troponin level 3-6-19.pdf
Texas A and M Troponin
Laboratory Report

Diet history 2-26-19.pdf
Diet history 2-26-19
Record

FOUO- For Official Use Only
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Chem profile 3/8/19

A2

Tufts Cummings School Of Veterinary Medicine

200 Westboro Road
North Grafion, MA 01336

DUPLICATE
NameDOB: | | B6 | (5152015) Provider. | B6 ;
Patient ID); seugryar——-m=e = Sex: M Order Location: V320559: Investigation into
Phone muher: Age 3 Sample ID: 1903080084

Collection Date: 3/8/2019 1:35 PM
Approval date: 3/8/2019 3:27 PM

Species: Canine
Breed: Doberman Pinscher

Research Chemistry Profile - Small Animal (Cobas)

TFRANK Ref. RangeMales
Glucose 67-135 mg/dL
Urea 8-30 mg/dL
Creatinine 0.6-2.0mg/dL
Phosphorus 2.6-7.2 mg/dL
Calcium 2 9.4-11.3 mg/dL
Magnesium 2+ K 18-30 mEq/L
Total Protein 5.5-7.8 g/dL
Albumin 28-40 g/dL
Globulins 23-42 gidL
A/G Ratio 0.7-1.6
Sodium 140-150 mEq/L
Chloride E 106-116 mEq/L
Potassium 317-54 mEgL
tCO2(Bicarb) 14-28 mEq/L
AGAP H 8.0-19.0
NAK 29-40
Total Bilirubin 0.10-0.30 mg/dL
Alkaline Phosphatase 12-127 U/L
GGT 0-10 UL
ALT 14-86 U/L
AST 0-54 U/L
Creatine Kinase 22422 U/L
Cholesteral H 82-355 mg/dL
Triglycerides 30-338 me/dl
Amylase 400-1250 U/LL
Osmolality (calculated) E 291-315 mmol/L

Sample [D: 19030800841

REPRINT: Orig printing on 3/8/2019 (Final)

Reviewed by

FDA-CVM-FOIA-2019-1704-003138



Diet Hx 2/26/19

CARDIOLOGY DIET HISTORY FORM

Pet's name: _| B6 T Owner's name : B6 . Today's date: 2/ 24 (lw'

1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)

Example: Paor % Excellent
Poor { Excellent
\
2. Have you noticed a change in your pet's appeEtlF}e over the last 1-2 weeks? (check all that apply)
OEats about the same amount as usual Eats less than usual OEats more than usual

OSeems to prefer different foods than usual EO0ther

3. Opyer the last few weeks, has your pet (check one)
Lost weight DGained weight OStayed about the same weight ODon't know

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

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

[ Food (include specific product and flavor) | Form Amount | How often? |  Dates fed |
| Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult | dry 1 ¥%cup 2x/day Jan 2016-present
85% lean hamburger microwaved 3oz Ixfweek | June-Aug 2016
Pupperoni original beef flavor ]  treat 1 ¥ | ixAday Sept 2016-present
Rawhide treat 6 inch twist 1xAveek Dec 2018-present
E‘ uméat Al lee ‘S’Ufm’ > - Mg Frphen Tormula ey 25wy | ZrAay | 2015 - present |
GrnnTes vul . Wt z |L3 thise |\=Z2c/day | 2016 - Presen™ |—>
_MHLEPZ ?Q{; tClnewy - Boaf + Tilgt U G reeat , £ Egsx){ | 7015 - DreseniY |
Ao r@a bac Pat D 1w gy 2C1S - present
[Chadee Bral - Tutey 1w + CopnpeiiieS Areat | 2-% -2 xlday  |2C01- prerent
Table Scraps | i fd,&l[l 2015 - pregnir |-
]

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

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

supplements)? OYes MNo If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo

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

3. How do you administer pills to your pet?
O | do not give any medications
gl//put them directly in my pet's mouth without food
| put them in my pet's dog/cat food
IZH put them in a Pill Pocket or similar product
I put them in foods (list foods):_(ness , A\Elvent wfats

FDA-CVM-FOIA-2019-1704-003139



Diet Hx 2/26/19
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Diet Hx 3/8/19

CARDIOLOGY DIET BISTORY FORM
Please answer the following guestions about your pet

Pet's name; BG Owner's name: BG Today'sdate 32 o é‘f 9

1. Howowould you assess your pel's gppefiie? (mark the point on the line below that best représents your pet's appetite)

Example: Poor E Exceftent

Poor i Excellent

2. Have you noliced a change Inyour pel's sppetite over the last 12 weeks? {check all- that apply)
ClEats about the same amount as usus! Eats less than usual Dizets morethan ususl
CiSeems to preferdifferent foods than vsual Ti0ther

3. Qwer the last few weeks, has your pet (check one)
sstweight DGanedweight  IStayed about the same weight BDont know

4. Piease list below ALL pet foods, people foog, treats, snack, dental chews, rawhides, and any other food ftem that your pet
currently ests. Please include the brand, specific product, and flavor 5¢ we know exactly what vou pet s eating.

Examples are shown in'the table ~ please provide enough detall that we could go to the store and biy the exact same food,

Food tnclude specific product and flavor) Form Smount How often? | Fed since
Nutro Grajn Free Chicken, Lentd, & Sweet Potato Adull dry 1 Boup Zxiday Jerr 2014
85% Jear hamburger nHcrowaved Joz Txdweek Jen 2015
Pupperoni origingl beef flavor troat % Txiday Apg 2015
Rawhide . freat & inch twist Tafweek Dec 2015
¢ A Soaci ot e any 1-2¥cops | ZAlday | Zois S atiied
IO SansTNE SEin Eahenar - Sl In) L saz il b el 2o g @
i ' brdat ] i % fdal 2015
Ll vit’%ar Nt L livee 4 Con i f GAD 2 a;@g,g&mf ol
i

“Any additional digt information can be Jisted on the back of this sheet

& Doyou give any dietary supplements to your pet {for sxample: vitaming, glucosamine, fatly acids, or any ather

supplements)? es ONo  [fyes, please list which ones and give brands and amounts:
Brand/Concentration Amount perday
Taurine E‘/Y'es LiNo Z wrire
Carnitine CiYes Do
Antioxidanis EYes Lo
Multivitamin KiYes DiNo
Fish ol DYes Do

Coenzyme (110 BYes ONo
Ciher {(please list)
Example: Vitamin © Nature's Bounty 800 my tablets « 1 per day

6. How doyouadminister pills tovour pet?
3.1 do not give any medications
Eft pul them directly in my pel's mouth without food
L Tputthen in my pet's dogicat food
O putthem g Pill Pocket or similar product
E3 Lputthem.in foods {list foodsy
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UCDavis Taurine Panel

21557 LLE rz

Amino Acid Laboratory Sample Submission Form
Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 95616
Telephone: 530-752-5058, Fax: 530-752-4698

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

Clinic/Company Name: L

Address: 200 Westhoro Road, North Grafton MA 015369

cardiovet@tufts.edu

o B0 S Email:; Diufts edy
........... S— T ID:
Patient Name: |____| B6 | Spacias: Canwe
st Do) A
Current Diet : Caw, (DY Wt

_— -h’._r-.: )
Sample type: C Plasma Whole Blo Urine Food Other

Tes@ Complete Amino Acids  Other:

_Taurine_Resuilts (1ab use.aniv)

B6

Urine:

Food:

Plasma (nMol/ml)

Whole Blood (nMol/ml) ‘

Normal Range | No known risk | Normal Range | No known risk

for deficiency for deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

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

are seeing dogs with values within the reference ranges (or above the “no known risk for deficiency

range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our

laboratory for assistance in evaluating your patient’s results.

FDA-CVM-FOIA-2019-1704-003142



Texas A and M Troponin

Gastrointestinal Laboratory
Dr. J.M Steiner
Department of Small Animal Clinical Sciences
Texas A&MUniversity
4474 TAMU
College Station, TX 77843-4474
Website User ID: clinpath@tufts.edu

Gl Lab Assigned Clinic ID: 11405

ori  B6 g Phone: 508 887 4669
Tufts University-Clinical Pathology Lab Fax: g 508 830 7936
Attc "B T - :
200 Wiesiboro Bo e B6
Morth Grafton, MA 01536 Owner Name:
USA Species: Canine
Date Received Mar0&, 2019
Tufts University-Clinical Pathology Lab Gl Lab Accession, B6
Tracking Number; b =
Test Besult Reference nterval Aszay Date
Ultra-Sensitive Troponin | Fasting BG <0.06 0306/19

Interpretation: Increased troponin | value. 1T clinical signs of heart
disease are present,additional diagnostic work-up is recommended
Patients who are being supplemented with biotin may exhibit a slightly
higher ulfra-sensitive troponin result (10% or lower), however, the ability
of the assay to detect serial increases or decreases of ultra-sensifive
troponin is maintained.

Comments:
Gl Lab Contact Information
Phone: (979) 862-2861 Email: gilab@cvm tamu.edu
Fax: (979) 862-2864 veimed tamu.edwgilab
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From:

To:

Sent:

Subject:

Attachments:

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

Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification;

3/20/2019 9:44:47 PM

CANIDAE- ALL LIFE STAGES-CHICKEN MEAL & RICE FORMULA--DRY
DOG FOOD: Lisa Freeman - EON-382884

2064340-report.pdf; 2064340-attachments.zip

A PFR Report has been received and Related PFR Event [EON-382884] has been created in the EON System.

A "PDF" report by name "2064340-report.pdf” is attached to this email notification for your reference. Please

note that all documents received in the report are compressed into a zip file by name "2064340-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-382884

ICSR #: 2064340

1

EON Title: Related PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE

FORMULA DRY DOG FOOD; 2064340
AE Date 02/25/2019 Number Fed/Exposed | 3
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable

Breed

Doberman Pinscher

Age

BG years

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2064340
Product Group: Pet Food
Product Name: CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG FOOD
Description: DCM and CHF diagnosed 2/25/19. Eating BEG diet. 2 other dogs in household will be screened.

Submission Type: Followup

FDA-CVM-FOIA-2019-1704-003144



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

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 1

Lot Number or | Best By

Product Name 1D Date

CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE
FORMULA DRY DOG FOOD

This report is linked to:
Initial EON Event Key: EON-381040
Initial ICSR: 2063286

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
| B6

To view the Related PFR Event Report, please click the link below:

B6

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

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

The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be

FDA-CVM-FOIA-2019-1704-003145



shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-382884

ICSR: 2064340

Type Of Submission: Followup

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

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

Report Submission Date: 2019-03-20 17:37:37 EDT

Initial Report Date: 02/27/2019

Parent ICSR: 2063286

Follow-up Report to Yes

FDA Request:

Reported Problem: Problem Description:

........

Date Problem Started: 02/25/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: Lick granulomas

Qutcome to Date: Stable

Product Information: Product Name:

 CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE FORMULA DRY DOG

FOOD
Product Type: Pet Food

Lot Number:
Product Use pescription: Fed this diet most of his life

Information:

Manufacturer

[Distributor Information:

Purchase Location

Information:

Animal Information: Name: , ...... B 6 ,

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

Type Of Species: Dog

Type Of Breed: Doberman Pinscher

Gender: Male

Reproductive Status: Intact

Weight: 60 Kilogram

Health:

Number of Animals 3
Given the Product:

Number of Animals 1

Reacted:
Owner Information; ‘ OWnef Yes
Information
provided:
Contact: Name: .
Phone:
 Email: !

Address: | B6

United States

FOUO- For Official Use Only 1
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Healthcare Professional
Information:

Sender Information: Name:

Address:

Contact:

Permission To Contact
Sender:

Preferred Method Of
Contact:

Reported to Other
Parties:

Additional Documents:
Attachment:

Attachment:

Attachment:

Type

Description:
Type:

Description:
Type:

Description:
: Laboratory Report

Practice Name:

Lisa Freeman

Contact:

Tufts Cummings School of Veterinary Medicine

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

Name:

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

200 Westboro Rd
North Grafton
Massachusetts

01536

United States

Phone:

Yes

Email

None

5088874523
Email: lisa.freeman@tufts.edu

Cardio reports 3-8-19.pdf
Cardiology Appointment Report 3-8-19
Medical Records

ECG 3-8-19.pdf

ECG 3-8-19

Medical Records

BNP 2-25-19.pdf

| 29 N T_proBNP 2-25-19

FOUO- For Official Use Only
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Lummings
\leterinary Me[l%al Center B 6

AT TUFTS UNIVERSITY

Discharge Instructions
Patient Owner
Name: 5 Name= (T Bg T Patient I 438113
Spedes: Canine Adidress?
Black Mae Doberman Pinscher B 6

Attending Cardiologisi=
i_._.Jnlm.E._mmmm..mmmmummmmEm .............

B6

B6

CHIEEHYTEd'Ii:iﬂ'I:

B6

Studeni- | B6

Admit Datez 37872019 10315 PM
Discharge Dale- 3782019

Diagnoses:
Diated Cardiomyopathvy with Conpestive Heart Fadhwre

CaseSllIlnar

B6 appetite has recenily mproved at home, although he imforhmately does not enjoy his new diet.

Today we performed an electrocardiogram (ECG) o moniior his heart rate and rhwthm. He bas a nommal riwthm and there
was no evidence of an arrhwthmia {abnormal riwthm]). We also looked quickly athis dhest and heart with the wlirasound amd
there was no evidence of free fluid in his dhest, which is exeellent!

As discussed,i Be_ tawwrine levels were normal, which means he does not require his marine supplementation. KFhe s

taking his _mpplmmtatlm readily, you may continue the supplementation F desred.

We also took ableod sample to moniior his kidney and ver values. We will call you with these results when they retum,
either later today or Iomormow, and recommend any needed dhanges 1o his medications. We hope that B6 nitinwes ta
improve at home!

Mmmﬂm .................
e tﬂmm BG i breathing rate and effort at home, ideally during sheep or at a ime of rest. The deses

of drugs will be adjusted baséd i e breathing rabe and effort. n general, most dogs with heart fadure that iswell
conirdied hawe a breathing rate at rest of less than 35 to 40 breaths per midie. in additien, the breathing effert,

FDA-CVM-FOIA-2019-1704-003149



noted by the amount of belly wall motion used for each breath, is fairky mimimal if heart failure is ontrolled. An inoreasein
breathing rate or effort will usually mean that you should give an exira dose of, B6 i difficulty breathing is
not improved within 30-60 minuies after giving exira imosemide then we reommend that areched: exam be scheduled

help keep track of breathing rate and drug doses, on the Tufts HeartSmart web site
(hitp=f fret it edufheartam art fat-home-monitoring/ L

Diet Suppestions:
We sent you home with Royal Canin Early Cardiac inday. Please skowdy mix this food in with his old food to transition his diet.
We hope that he lkes this food, but please mntact us if you would ke to try another diet {below are other possibilities).

Dry Food Options:

Reyal Canin Early Cardiac (veberinary diet)

Royal Canin Boxer

Purina Pre Plan Adul Weight Management

Purina Pro Plan Bright Mind Adult Small freed Formula

Canned Food Options:

Hill's Scence Diet Adult Beef and Barley Entree

Hill's Scence Diet Adult 1-6 Healthy Culsine Roasted Chicken, Camot, and Spinach Stew
Royal Canin Matre 8+

¥ your deg has speda nuiritibnal needs or requires a homecooked diel, we recommend you schedule an appeiniment with
our nuinitionk s (S03-887-4696]

Exerdse Recomm e ndations: e
As " se " “heart faillure has mproved, you may start taking him on longer leash walks. However, if you find that: B 6 5

laggmg behind or needs to stop on a walk then this was too lbng awalk and shorter walks are advised in thefuture-——-
Repetitive or sirenuous high enerpy activities {repetiiive hall chasing, mnning fast off-leash, eir | are penerally not advised

at this siage of heart falune.

canfiovel@tulis edufor scheduling and non-emergent questions or concems.

Smoerdy,
Dr- B6

Please vidt oor HeartSmart website for mere mformation

FDA-CVM-FOIA-2019-1704-003150



hitp :ffvet s edu fheartamartf

Prescrplioo Befill Discloxnes:
For the sofety omd wel-beimg of our polients, your pet maest hove od on oominoton by one of oo vele rimaions within Lhe post
yeor in order In ciloin preseriplion medical ions.

Ordeniog Food:

Pleose check with your primory ve le rimarion Lo purehese the recommended dieifs). I voo wish Lo perchose your food from s,
Please call 7-10 deys in odveme [SO8-BR7-46.1) 1o ensure the food 5 in stock  Allermalively, vele rimory diels con be ordered from
online refode s wilh o presoriplan’ve ierimory opprendl.

Cloicol Fiiok:
Chinvical Hrioks ore shudies i which our velerimory dodors work with your ond your pel io imvestigqole o spedfic diseose prooess org
promsimg new et ortreakment. Pleose see oor welsie: wel Lufls e didevmcfoliniedl- shedies

Cax B6 ! Owmer B6 Disr harpe St ions
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Cummings

\eterinary Medical Center

AT TUFTS UNIVERSITY
Candiclogy Linison: S0OB-887-469G

B6

Pdbient ID- 438115

Bk

Cardiology Appointment Report

Date: 3/8/2019

Attending Cardiologist:

¥ John E. Rush VM, M5, DACVIM {Cardiology}, DACVECC

B6

B6

B6

Student- B6

Presenting Complaint Recheck DCM with CHF

Conasrent Diseases : Chronic skin issues

General Medieal Hiciory:

________________________

well since last here. Owner tried to switch hisfood and adding in new food, but he won't eat the new
food. spits out those pieces. Since getting home his appetite wasn't that great, but over the last 1-2 days
his appetite has finally potten back to normal. RR at rest is usually around 25 bepm. When sleeping and
awake he is shaking more than he used to. His urine stream is mudh slower since he has been home.
Urinating frequent ly {2-3 times ovemnight }. Activity is normal, has always been "lazy™ and hasn't changed.

Dt ared Supplesnents:

New food - Purina Sensitive Skin and Stomadh

Previowus diet - Canidae

Cordiovaceulor Hishory:
Prior CHF diagnosis? ¥
Prior heart munmma? N
Prior ATE? N

Prior arrhythmia?

FDA-CVM-FOIA-2019-1704-003152



Monitoring respiratory rate and effort at home? ¥

Cough? N

Shortness of breath or difficulty breathing? N

Syncope or collap=e? N
Sudden onset lameness? N

Exercioe imtolerance? N

Cunrent Medications Pertinent to OF System:

Corcdiioe Plwsicol Examination:
General PE: artaneous sores on feet
from chronic licking

MM Color and CRT: pink, CRT <2 sec
BCS (1-9): 6/9

BW {(kg}: 544 kg

Muscle condition:
¥ Hormal
P Mild musde koss

Cordiovaseular Plhysical Exom:

Heart rate: 120 bpm

Respiratory rate: 16 bepm to panting
Temp {if possble}:

L moderate cachexda
= Marked cachesa
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Murmur Grade:
Dl None
Hhan
i
M

Ol wpwn
Hlwan
v

Murmur location/fdesoription: Right apical, systolic

Jupular vein:
¥ Bottom 173 of the neck
L mddie 1/3 of the nedk

Arterial pulses:
U weak
M Fair
[ Good
L strong

" o

[ sinus arrhythmia
[ premature beats

Gallop:
h]Ll_.”‘l'llﬁ
"™
[l intermittent

Pulmonary assesaments:
¥ Fupneic
Ll vaid dyspnea
Ll marked dyspnea
¥ Normal BY sounds

Abdominal exam:
¥ Normal

& Hepatomegaly
| abdominal distension

Problems:
DCM with CHF
History of Atrial fibrillation

Grade 11I/V] Right sided systolic heart murmur

Differential dispnosec

Dllﬂ-afmﬂlem:k
L vop 273 of the neck

Dll.’.nllnilg
Ll pudse dedicits

L pulsus paradams
U other:

Ol Bradycardia
DlTal:hjumia

L pronounced
Ol other:

D|P|innm]1rtm|ﬂ|5
L wheezes
D|Uppeni'-af5tlidnr

[ midd ascites
[ mMarked asdtes

Murmur - rjo tricuspid repurgitation {secondary to DCM vs vahular disease} vs pulmonic stenosis

E Echoardiogram

L Chemistry profile
M EcG

M Renal profile

[ pood pressure

O Dialysis profile
Dlmmraﬁngqahs
Ll NT-proBnp

L Troponin |

[ other tests:
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Echocardiopyasm Fandings -
Genernl/2-D findings: **uid check**
No evidence of pleural effusion.

ECG fimclings :
Nomal simus rhythm with no evidence of atrial fibrillation today.

Assesanent and recommendoiions:
The patient has been doing well st home since the last appointment and the owner estimates that he s
B5% back to his normal selt They tried switching him to the Purina sensitive ckin and stomack bt he

plewural effusion and he remains in simis rhythm. We suhmitted some bloodwork to hiskidney
and liver values today and decide if we need to adjust any of his current cardiac medications. We also
send him home with a bag of Royal Canin Early Cardiac diet. Rechedk echocardiogram isrecommended in
3 months or sooner if the patient develops clinical signs consistent with worsening heart disease.

Fnal Dinpnosis:
- DCM with history of actwe CHF

Heart Foihere Clas sificntion Seore:

ISACHC Classification:
Hia Hina
b b
=1

ACVIM Classification:
Ha Mc
e b
]l ;Y]
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Client:
Patient:

B6

ECG from Cardio

3/8/2019 2:51:01 PM Page 1 of 2

Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page

13/15
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Client:
Patient: B 6

ECG from Cardio

! B6 ! 3/8/2019% 2:51:01 PM Page 2 of 2
Tufts University
Tufts Cummings School of Vet Med
Cardiology

Page 14/15
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i B6 INP-2/252019

2 Laboaatories

Speciess CANINE
Breed: DOBERMAN_PINSCH
Gender: MALE
Age: 3Y

CARDIOPET proBNP- CANINE

CARDIOPET proBNP
- CANINE

B6

Date: 02/ 25/2019

Requisitione2 === 1

B6

Accesion #

Ordered byi[

0 - 900 pmall

HIGH

IDEXX VetConnect 1-888-433-9987
TUFTSUNIVERSITY
200 WESTBORO RD
NORTH GRAFTON, Massachusets 01336
508-339-5385

Account #88933

B6

Pagelod 1
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 3/21/2019 12:20:27 PM

Subject: FROMM Salmon Tunalini: B6 - EON-382921
Attachments: 2064347-report.pdf

A PFR Report has been received and PFR Event [EON-382921] has been created in the EON System.
A "PDF" report by name "2064347-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-382921

ICSR #: 2064347
EON Title: PFR Event created for FROMM Salmon Tunalini; 2064347

AE Date 03/04/2019 Number Fed/Exposed

Best By Date Number Reacted |

Animal Species Dog Outcome to Date Unknown
Breed Sheepdog - Shetland

Age 6 Years

District Involved | PFR{ _B6 DO

Product information
Individual Case Safety Report Number: 2064347
Product Group: Pet Food

Description: HISTORY: B6 a 6 Yrs. 7 Mos., Spayed Female, Sheepdog, Shetland, was presented on

3/4/2019 for cardiac evalii&tion. The owner reports that] B6 | was diagnosed with a small paramembranous

VSD in 2013- no cardiac chamber enlargement was noted at that time. The owner adopted her from the breeder 2
years ago and has not had an echocardiogram rechecked. No coughing, no syncopy, and no other clinical signs

FDA-CVM-FOIA-2019-1704-003159



management. Current Medications B6 Previous

Diagnostics: 1/23/2013 - Echocardiogram: Small indistinctly marginated approximately 2.7 mm defect in the
upper portion of the interventricular septum, just below the mitral & tricuspid valves. Small jet of turbulent blood
flow from left ventricle to right ventricle at site of defect. Velocity of turbulent jet measured 4.82 m/s,
corresponding to a pressure gradient of 93.1 mm Hg. FS at that time was wnl at 31%. No cardiac chamber
enlargement was noted. A grade 3/6 heart murmur was also noted on exam. Physical Exam HR: 130; RR: 24
Weight: 19.5 1b/8.86 kg Pertinent PE Findings: mm pink, CRT < 2 seconds, no jugular venous distention or
abnormal jugular pulses, no murmur, no arrhythmias, lungs clear, pulses good.Skin normal. Musculoskeletal
system normal. Normal peripheral lymph nodes Diagnostics ECG:_normal sinus rhythm on lead Il ECG during
echocardiogram _ Doppler Blood Pressure: 144 mm Hg; # 3 cuff LF_ Echocardiogram:  IVSd: 0.68 cm
LVIDd: 3.02 cm LVPWd: 0.69 cm IVSs: 0.80 cm LVDs: 2.56 cm LVPWs: 0.78 cm %FS: 15 % EPSS:
076 cm Ao:_ 1.5 ecm LAD: 1.6 cm LA/Ao:_1.08 AV Vmax: 092 m/s PV Vmax: 0.77_ m/s MV Evel: 0.56
m/s MV Avel: 0.46 m/s MV E/A ratio: 1.21 E": 0.06 m/s Comments: _A small defect measuring 2 mm was noted
within the paramembranous interventricular septum with a small band of tissue visualized spanning the defect.
No flow was noted crossing the defect with color flow Doppler. 2D/M-MODE:  Left ventricle: - Chamber
size: mildly increased end-diastolic dimensions; moderately increased end-systolic dimensions - Free wall
thickness: normal - IVS thickness: normal - Shortening fraction: moderately to severely decreased - Global wall
movement: hypokinetic - E point to septal separation: increased Left atrial size: normal Right ventricle: -
Chamber size: normal - Global wall movement: normal Right atrial size: normal Mitral valve leaflets: normal
Tricuspid valve leaflets: normal Aortic valve leaflets: normal Pulmonic valve leaflets: normal Aortic root: normal
Aortic root motion: normal Main pulmonary artery: normal No evidence of pericardial or pleural effusion.
CFD/PWD/CWD: - Mitral regurgitation: none - Mitral inflows: normal - Mitral annulus motion (TDI): normal -
Tricuspid regurgitation: none - LVOT: normal flow pattern and velocities. - Aortic insufficiency: none - RVOT:
normal flow pattern and velocities. - Pulmonic insufficiency: none Diagnosis: Dilated cardiomyopathy - r/o
diet-associated vs. idiopathic History of small paramembranous VSD- no flow noted across this defect on exam
today Treatment/Medications We discussed performing a bubble study today, which the owner elected not to
pursue at this time. We would like to recheck B6 in 3 months to recheck her echocardiogram. I would
recommend transitioning B6 off of her current diet to either Royal Canin, Science Diet or Purina. Please start
the following: Supplements (see handout for brand recommendations) Taurine 500 mg tablets: give | tablet by
mouth every 12 hours. L-carnitine 500 mg tablets: give 1 tablet by mouth every 8 hours with food.

Submission Type: Initial

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

Outcome of reaction/event at the time of last observation: Unknown

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

FROMM Salmon Tunalini

Sender information

B6

S

To view this PFR Event, please click the link below:
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B6

To view the PFR Event Report, please click the link below:

B6

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

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

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