Report Details - EON-390203

ICSR: 2068095

Type Of Submission: Followup

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

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

Report Submission Date: 2019-06-11 14:43:13 EDT

Initial Report Date: 02/25/2019

Parent ICSR: 2063135

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Eating. BEG.diet.- 2 other dogs in household diagnosed with DCM ¢_B6_: and

i- already reported) RDVN screened this dog with NT—proBNP

; whlch was e|evated So we evaluated af Tufts 2/20/19 Probable ARVC/diet-
associated DCM but no arrhythmia detected (enlarged right ventricle reduced
contractility) Changing diet to Royal Canin Early Cardiac and will re—evaluate in3

/112019 Troponin < B6 hg/ml_ B6 |
Date Problem Started: 02/20/2019

Concurrent Medical Yes
Problem:

Pre Existing Conditions: B 6

Outcome to Date: Stable

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

Product Type: Pet Food

Lot Number:

Product Use Description: Please see diet history for more info (and also seei B6 |
Information: P E_;__f_i________-d|et history for exact diets)
Manufacturer

[Distributor Information:

Purchase Location
Information:

Animal Information: Name: ' 'B6 !

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

Type Of Species: Dog
Type Of Breed: Bulldog
Gender: Female

Reproductive Status: Neutered
Weight 24. 2 Kilogram

Assessment of Prior Good
Health:

Number of Animals 6
Given the Product:

Number of Animals 4

Reacted:
Owner Information; Owner Yes
Information
provided:
Contact: Name: ‘ B6

FOUO- For Official Use Only 1
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Jones, Jennifer L
Sent: 3/15/2019 11:18:01 AM
Subject: 02-MRx summary cc-255

5/11/2017-annual exam, no concerns a Gr IV/VI murmur, apparently sire died of heart disease (sudden death
during a walk-possible cardiac event), 4Dx neg,
5/19 to cardio; new murmur,
7/6: labs Glob B6
BNp. P :
Rads: Eé'r'a'l'é'r'ﬁ'éé w/ inc LA area
8/2: murmur dx 3 months ago, eats Origin dry klbble Adult w/ cooked hamburger SID
PE: ¢ B6
Echo: LV dil, MV thick, Aortic root normal to mild dec, LA mod dil, RH mild dil, ! B
ECG-nsr
BP! B6
Dx DVD W/ LA enI

Txi ] =

12/28/2017 no diet change
Echo: LV dil (smaller than last echo on most msr), MV thick, RH mild dil, PA < Aorta,: B6

ECG-nsr
BP 160
7/2/2018: unchanged diet
Labs: nsf
Echo: hyperdynamic LV contractile fxn, vol overloaded LV, LA mod-mark enl, MV thick, PA slt > Aorta,
RH wnl, +3 MR, trto +1 TR, tr PI
ECG-nsr w/ infreq isolated unifocal APC
7/31 labs: BUN elev
12/18 occ cough when barklng getting furo daily, more PU/PD w/ furo; on Qrigin Senlor dry kibble, Fit and Trim
Dry, occ ground hamburger, more relaxed breathing on furo; oni B6
Echo: normal LV thick w/ mild hypokinesis, LV mark dil, LA mark enl, MV thlck PA sl > Aorta, RH wnl, +3
MR, trto +1 TR, tr PI
ECG-nsr
BNP hi (illegible #)
Tx: recc diet change
Hx-blurry legibility-

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

Veterinary Laboratory Investigation and Response Network (Vet-LIRN)

8401 Muirkirk Road, G704

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

Web: http://'www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247 334.htm
WS, FOOD & DRUG o Vel

BB ERISTRATICR
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAAQ9348959A4CBB1E829AF244-
JENNIFER.JO>

To: Jones, Jennifer L
Sent: 3/15/2019 11:47:22 AM
Subject: 03-MRx summary cc-256

Labs:; . B6
: B6 !

Echo: done-
Txi - i ;
i 'B6_! duller than day before, BP 122
""""""""" ECG-sinus tachy
Tx:! B6
Labs:! B6 ) i
B6: episode tachypnea_,ql_q,\,{gjianea, resolved w/ furo, O2; sustained tachycardia;; B6

,,,,,,,,,,,,,,

Tx: O2 cage, furo, unasyn, i_‘_‘_ﬁﬁ_‘m:SID, Entyce

B6 mad-sev cachexia, discharged

B6

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

e-mail: jenniferjones@fda.hhs.gov

Web: http://www. fda.gov/AnimalVeterinary/ ScienceResearch/ucm247 334 htm

ipad LS. FOOD & DRUG - KI’—%

ADMINISTRATION ;.‘;".\-"I ko
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Cumminas

Veterinary Medical Center

AT TWPEE GHavEREAY

Foster Hospital for Small Animals

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

All Medical Records

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

Breed: 'Pomeranian

poB: | B6

Client:

Address: B 6
Home Phone
Work Phone:
Cell Phone:

B6

Referring Information

Species: Canine
Sex: Male
(Neutered)

Client: B6

Patient:

Initial Complaint:
Scanned Record

FDA-CVM-FOIA-2019-1704-015691



Client: BB

Patient:

New B6 E

SOAP Text Jan 92018 10:24AM B6 !

Subjective
PATIENT VISIT (INTERNAL MEDICINE)

History:

i B6 iis a 10.5 yr old MN Pomeranian that presented for evaluation of coughing secondary to a collapsing trachea. No

V/D, ocassional sneezing but no discharge. Has trouble jumping onto surfaces due to luxating patellas. Good appetite,
no lethargy. No prev illness aside from luxating patella and alopecia (which as since resolved)

Other pets in house?: 4 otherother dogs, 1 pom, 3 new
Indoor/outdoor?: both

Travel history: no

Acquired from: breeder it B6

Vaccine history: UTD

Medication history:

B6

Dietary history:
Type of food: for your health grain free
Amount per feeding: free choice
Feedings per day:

Exam:

Subjective

BAR, MM pink, CRT < 2 sec
Objective

B6

H/L: NMA, SSP. Panting and honking cough heard during exam. No crackles or wheezing ausculted
B6 i

Page 20223
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Client: BG

Patient:
Assessment:;
Plan:

1.
2.
3.
4,

B6

Completed by: | B6
Initial Complaint:

Recheck, Collasping Trachea, Breating Issues, Discussion about Further Procedures.

mmtmemtm—————————————— .
i

SOAP Text Feb 82018 1:00pM - B6

Subjective
PATIENT VISIT (INTERNAL MEDICINE)

History:

Since last visit, he was worsE so medications were increased. Initially after the increased of pred saw a mild
improvements. Last weekend had a really bad labored breathing and honking episode all weekend. Eating fine no v/d.

No episodes of collapse or blue. not PU/PD, pants more with pred.

PREVIOUS MED HX

1/9/18 - 1st visit at Tufts, medications adjusted

B6

1/22/18
2/5/18 B6

Page 3/223
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Client: ; B6

Patient:

Other pets in house?: 4 other dogs
Indoor/outdoor?:indoors

Travel history:none

Vaccine history: UTD vax

_...Medicatian_histan_......_.

B6

Dietary history:
Type of food: earth born grain free
Amount per feeding: handful of dry food (1/2 cup)
Feedings per day: BID

Exam:
Subjective
BAR, pink mm CRT < 2s, euhydrated

Objective

B6

H/L: difficult to asseess heart, coughing and panting, lungs bilaterally clear difficult to hear anything other than pant.
NMA SSP

Assessment:

1. coughing r/o collapsing trachea least likely cardiac disease (cardiomegaly pushing up on trachea) or CHF vs.
bronchitis vs. pneumonia

Plan:

Page 4/223
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S =1

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

Completed by:: B6 |

,,,,,,,,,,,,,,,,,,,,,,

B6 i

Initial Complaint:

Chronic cough (worsening), suspected lower airway disease, tracheal collapse

SOAP Text B6  10:58AM - B6

Subjective

NEW VISIT (ER)
Doctor: .
Student:!
Presenting complaint: Respiratory distress
Referral visit? No

Diagnostics completed prior to visit

HISTORY:

Signalment: 11 yo MC Pomeranian

Current history:i B6

Prior medical history: B6

Current medications: B6

Diet:
Vaccination status/flea & tick preventative use:
Travel history:

EXAM:

5: 11 yo MC Pomeranian
O:Wt- 4.06kg T: 100.2 P:100 R:pant

BCS(1-9): 5/9

MCS B6

Hydration: Euhydrated

B6

C/V: 11I/VI left sided heart murmur, sinus arrythmia, strong, synchronous femoral pulses

B6

Page 5/
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Cli?nt: B6

Patient:

NEURO: CN intact, mentally appropriate, full neuro exam not performed
Pain Present(YorN)? N Pain Score(0-4):
RECTAL: Not performed

ASSESSMENT:

Al: Coughing: r/o collapsing trachea vs.lower airway disease (pulmonary hypertension vs. pneuomia) vs. CHF
A2: Heart murmur: r/o chronic valvular disease

PLAN:

Diagnostics completed:

B

-Echocardiogram: No evidence of PHT, valvular disease or CHF

Diagnostics pending:

Client communication'

coughing (CHF) as well as lower airway disease (PHT, pneumonia). We recommendedi B6
B6 B6
B6
Deposit & estimate status: B6

Resuscitation code (if admitting to ICU): n/a

SOAP approved (DVM to sign): | B6 i, DVM

SOAPText | B6

5/15/18

-,QQSEﬁBSTRACT
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h|story of a collapsing trachea managed with hydrocodone, terbutalme flovent and temaril P. For one week he had
more trouble breathing at night.

SUBIJECTIVE:

Page 6/223
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Client:
Patient:

B6

B6

Overnight update: Panting all night with no eftort. Ate 1/4 can RClow tat well last night. Vitals and eliminations WNL.

B6

CV: Grade I1/VI systolic left apical murmur, normal sinus rhythm, femoral pulses strong and synchronous.

B6

OBJECTIVE:

DIAGNOSTICS COMPLETED

evidence of tracheal/mainstem bronchial collapse. However, given reported clinical signs, tracheal fluoroscopy and/or
tracheoscopy are recommended to further evaluate a dynamic airways disease. Suspected left cardiomegaly without
evidence of cardiac decompensation. If a heart murmur is newly detected or worsened in intensity, consider cardiac
consultation.

Echocardiogram - No evidence of PHT, mild degenerative valvular disease, cough not suspected to be cardiac in origin.

ASSESSMENT

Al: Increased respiratory effort, harsh lung sounds, worsening cough - chronic bronchitis vs collapsing trachea vs lower
airway disease vs pneumonia

A2: Grade I1/VI left apical systolic murmur - DMVD, compensated
A3: B6 ;

B6
AL B6

.

Page 7/223
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Client: B 6

Patient:

"B6

CLINICAL IMPRESSION (Summary)

for a honking cough/bark. He otherwise seems comfortable and is eating well. The next step in further workup for his
respiratory effort is evaluation of his upper and lower airways via bronchoscopy.

PLAN:

DIAGNOSTICS:

B6

TREATMENT:

B6

NUTRITION (calculate RER, think of specific nutritional needs for patient)

B6

FLUID PLAN
Water available at all times, no IVF

B6

_MEDICATIONS

CREATED BY:
REVIEWED BYi BG

SOAP Texté B6 ?:49AM - Clinician, Unassigned FHSA

_CASE ABSTRACT . -

i B6 lisa11yr MN Pomeranian who presented to the Ef B6 Efor increased respiratory effort. First presented to our
internal medicine service in January, he has a history of a collapsing trachea managed witt B6

B6 EFor one week he had more trouble breathing at night. He was hospitalized for

Page /223
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Client:
Patient: B 6

anesthesia.

SUBJECTIVE:

i B6 performed yesterda*: B6 Eand kept overnight to monitor temperature and breathing rate after

BAR, honking bark when he visualizes other dogs. Did not tire with walking outside. MM pink and moist, CRT < 2 sec,

euhydrated.

Overnight update: After bronchoscopy yesterday, was hyperventilating and hyperthermic, so was placed in O2 cage in
ER for temperature management. Within the hour was back to breathing easier and temp decreased to 99.8 F. Around

9 pm, panting noticed to be extreme, ICU Dr gavei B6

iand another dose again around 10:30

pm. Some slight effort and mild cough noted around 2 am. Otherwise panting with no effort overnight, eating RC low

fat well.

OBJECTIVE:

B6

CV: Grade I1/VI systolic left apical murmur, normal sinus rhythm, femoral pulses strong and synchronous. Very difficult

to auscult heart today due to panting.

B6

i  B6

Tracheobronchoscopy - mild inflammation of airways, mucus plugs in lower airways. Tracheal collapse grade IV/IV
when coughing but only grade I/IV for mainstem bronchi and visualised bronchi. Grade I/1V tracheal collapse between

coughing episodes.

CXR - Persistent mild diffuse bronchial pattern may be consistent with chronic bronchitis given clinical signs. There is no
evidence of tracheal/mainstem bronchial collapse. However, given reported clinical signs, tracheal fluoroscopy and/or
tracheoscopy are recommended to further evaluate a dynamic airways disease. Suspected left cardiomegaly without

Page 9/223

FDA-CVM-FOIA-2019-1704-015699



Client:
Patient: BG
evidence of cardiac decompensation. If a heart murmur is newly detected or worsened in intensity, consider cardiac

consultation.
Echocardiogram - No evidence of PHT, mild degenerative valvular disease, cough not suspected to be cardiac in origin.

ASSESSMENT

Al: Increased respiratory effort, harsh lung sounds, worsening cough - chronic bronchitis vs collapsing trachea vs lower
airway disease vs pneumonia
A2: Grade II/VI left apical systolic murmur - DMVD, compensated

CLINICAL IMPRESSION (Summary)

l B6 bntinues to be stressed in hospital. He seems to be breathing adequately, the same as prior to bronchoscopy,

so he will be discharged today.

PLAN:
DIAGNOSTICS:

B6
TREATMENT:

B6

NUTRITION (calculate RER, think of specific nutritional needs for patient)
RER = 221 kcal, MER = 354 kcal

Page 10/223
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Clit:nt: B 6

Patient:

RC Low fat - 1/2 can BID (345 kcal/can)

FLUID PLAN
Water available at all times, no IVF

B6

CREATED BY: B 6

REVIEWED B

Initial Complaint:
Recheck, Coughing Returned

MEDICATIONS

SOAP Text Aug 13 2018 11:06AM - Clinician, Unassigned FHSA

Subjective
PATIENT VISIT (INTERNAL MEDICINE)

History:

i B6 Es an 11 yr MN Pomeranian who presented today for return of cough with increased frequency of cough.

[ ———

Patient has a history of chronic cough, tracheal collapse (grade IV/IV tracheal collapse when coughing, but grade 1/1V
between coughing eplsodes) and bacterial pneumonia diagnosed in May 2018. Patient was treated with 8 week course
ofi B6 »egining 5/21. O reports that the cough gradually returned once the antibiotics were d/c on

7/16. The cough is not associated W|th activity and has been constant{“"Bmé“ vas started or BG iagain

resolved. He also hasa 1 month history of limping in the front limbs with no assoaated trauma or known cause. Patient

B6

B6

Current Medications:

Exam:
Subjective: BAR, anxious and panting

Qbiective

B6

Page 11/223
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Client: B 6

Patient:
B6

H/L: bilaterally harsh bronchovesicular sounds, no crackles or wheezes heard, harsh tracheal turbulence, honking

cough, panting, no murmurs or arrythmias heard, synchronous and strong femoral pulses

Diagnostics completed:

CXR - Intrathoracic tracheal collapse visible, consistent with previous diagnosis of dynamic tracheal collapse. Mild
diffuse bronchial pattern present is unchanged since last CXR in May, may be consistent with chronic bronchitis. There
is no evidence of pneumonia or pulmonary edema. No evidence of pulmonary decompensation.

CBC - Pending

Assessment:

Al: Increased respiratory effort, harsh lung sounds, return of cough - dynamic tracheal collapse vs chronic bronchitis vs

infectious pneumonia

A2: History of Grade I1/VI left apical systolic murmur - compensated

B6

Plan:

Prescriptions:

B6

Completed by BG

Reviewed by:

Initial Complaint:
Drop Off Lab Sample

SOAPText!| B6  10:15AM A

Initial Complaint:
Emergency

SOAPText | B6  12:16PM-

B6

Subjective

Page

12/223
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Client: B 6

Patient:

NEW VISIT (ER)

Student! B6
Presenting complaint: difficulty breathing, worsening cough
Referral visit? no

Diagnostics completed prior to visit: none

HISTORY:

; 1
Signalment B6 s an 11yo MN Pomeranian who presented to Tufts ER o B6  for worsening cough.

cough, slightly different than his usual cough. It sounded gurgly. He was trouble breathing, harsh breathing, lots of
abdominal movements, panting. Did not eat earlier this morning. Was being lethargic. Went home at lunch and he
seemed to be doing better. He ate and was breathing better but if he got excited he would start coughing again (same
cough as in morning). Up until today, his cough has been a lot better.

Prior medical history: Patient has a history of chronic cough, tracheal collapse (grade IV/IV tracheal collapse when
coughing, but grade I/IV between coughing episodes) and bacterial pneumonia diagnosed in May 2018. Patient was
treated with 8 week course of} B6 — ibegining 5/21. O reports that the cough gradually returned
once the antibiotics were d/c on 7/16. Started on; B6 !again which did not resolve the cough. Seen by Tufts IM on
{ 'B6_jrads suggestive of chronic bronchitis. Startedori ~ B6

Current medications:

_Diet: Drv food (Earth Borne) 1 "handful'_BID.
B6

Travel history: None

EXAM:

B6

H/L: bilaterally harsh lung sounds, no crackles or wheezes heard, harsh tracheal turbulence, honking cough, panting, no
murmurs or arrythmias heard, synchronous and strong femoral pulses

B6

FDA-CVM-FOIA-2019-1704-015703



Client: BG

Patient:

ASSESSMENT:
Al: Worsening cough and harsh lung sounds - r/o aspiration pneumonia vs. chronic bronchitis vs. other lung disease

B6

A4 Hx of tracheal collapse

PLAN:

CXR

CBC

IVC placement.

Diagnostics completed:

CXR - interstitial pattern in caudaldorsal right lung field, concern for pneumonia (full report pending)_'

B6

Diagnostics pending: N/A

Client communication.
- Let owner know we consulted with IM on this case because they have a history WItE B6 ;Recommended perfoming

CXR and a CBC to rule out aspiration pneumonia since his cough did get acutely worse. Wanted to rule this out before
changing any medications. Owner OK with CxRandCcgc.

- Based on the CXR, we are concerned about pneumonia. Recommend admlttmg; B6 hto the hospital for treatment

and monitoring over night. He will be transfered to IM in the morning for further work-up (trans-tracheal wash).

Deposit & estimate status BG

Resuscitation code (if admitting to ICU): | B6

SOAP approved (DVM to sign B6 bvMm

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

SOAP Text B6 7:30AM4___ B6 i

Subjective
CASE ABSTRACT

-for worsening cough and difficulty

[, - S

breathing The O noticed he had a "goose" honk cough that had gurgllng sounds (different than his usual cough) that

had become actutely worse. He was having trouble breathing with a lot of abdominal movements and panting. Did not

week course oi B6 'begmmg 5/21. After dlscontmumg the. B6 'hIS cough returnecl B6 .was

off oﬁ B6 'or 2-3 weeks (still coughlng) B6 ‘was started again or* B6 ifor an additional 2 weeks. No improvement

S e
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Client BG

Patient:

Current medications:

B6

SUBJECTIVE:
BAR, friendly

B6

OBJECTIVE:

GV no'murmurs or arrythmias heard {auscultation of heart was difficult dueto harshrespiratory sounds], synchronous
and strong femoral pulse

Resp: bilaterally harsh bronchovesicular sounds, no crackles or wheezes heard, harsh tracheal turbulence, honking
DIAGNOSTICS COMPLETED

cough, panting, increased expiratory effort
8/21

1. CXR - interstitial pattern in caudaldorsal right lung field, concern for pneumonia (full report pending)

B6

ASSESSMENT
Al: Coughing and increased respiratory effort - r/o dynamic airway collapse vs tracheitis vs chronic bronchitis vs
bronchopneumonia vs infectious bronchopneumonia

B6

AG: History of Grade 17V Teft apical systolic murmur - r/o MDV vs."endocarditis vs other

Page 15/223
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Cliont: B

Patient:

6

PLAN:

DIAGNOSTICS:

B6

NUTRITION
RER = 198 cal/day

MEDICATIONS

CREATED BY:
REVIEWED BY

SOAPText | B6

Subjective
CASE ABSTRACT

i B6 -|5 an 11 yr MN Pomeranian who presented to Tufts ER oni B6 for acutely worsening cough and difficulty

breathlng The O noticed he had a "goose" honk cough that had gurgllng sounds (different than his usual cough) that
had become actutely worse. He was having trouble breathing with a lot of abdominal movements and panting. Did not

eat earlier this yesterda\? B6 was hospltallzed and placed in oxygen overnlght He was started on a course of

antibiotics on &, -

} after recieving a TTW that was sent

(=" 45

for culture&sen. BG .acl afew eplsodes of hypoxemla during recovery from ax, and was placed in O again for

monitoring overnigh

t.

Pertinent history: Dx'd with dynamic tracheal collapse in 2/2018 and bacterial pneumonia in 5/2018 He was treated
with an 8 week course of'

B6

|mpr0vement was noted after rstartlng_ B6 .Last seen at Tufts or B6 for increased cough and respiratory effort.

CXR's ori B6 ;howed mtrathoramc tracheal collapse v|5|ble consm’féh‘t‘w ith pre\nous diagnosis of dynam|c tracheal

Current medications:

B6

Page
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Client: B6

Patient:

B6

SUBJECTIVE:
BAR, friendly.

B6

_OBJECTIVE:

B6

CV: no murmurs or arrythmias heard, synchronous and strong femoral pulse
Resp: bilaterally harsh bronchovesicular sounds, no crackles or wheezes heard, harsh tracheal turbulence, panting,

moderately increased expiratory effort at rest

B6 "

B6

8/21

8/22

ASSESSMENT
Al: Coughing and increased respiratory effort - r/o dynamic airway collapse vs tracheitis vs chronic bronchitis vs

infectious bronchopneumaonia

A7: History of Grade II/VI left apical systolic murmur - r/o MDV DIAGNOSED ON ECHO

PLAN:

B6

Page 171223
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Client: B 6

Patient:

B6

DIAGNOSTICS:

NUTRITION
RER =198 cal/day

MEDICATIONS

CREATED BY:

REVIEWED B B 6
Initial Complaint:

Recheck rads

SOAP Text Sep 62018 11:36AM: __ B6 ;

Subjective
EXAM, GENERAL

i B6 jis an 11 yr MN Pomeranian presenting today for a recheck exam. Presented to Tufts ER oré B6 jfor acutely

L'War'g_é_ﬁ'ing cough and difficulty breathing. Chest radiographs revealed interstitial pattern in the caudodorsal right lung
field..a TTW cytology and culture was submited. Prescribedi B6 lawaiting the culture , then on just

i BB once culture results were received.

O report he is doing well at home with current meds. No V/D/C/S. Ocassional cough still present but does not go into

resp distress.

Subjective (S) - BAR, MM pink, CRT < 2 sec

Current meds:

Objective (O)

CV: no murmurs or arrythmias heard, synchronous and strong femoral pulse

Page 18/223
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Client: B 6

Patient:

Resp: panting throughout exam, no obvious crackles or wheezes, coughed once in exam room non productive

Assessment (A)

Al: Coughing and increased respiratory effort - r/o dynamic airway collapse vs tracheitis vs chronic bronchitis vs
infectious bronchopneumonia - RESPONDS WELL TO ABX

B6

A7: History of Grade II/VI left apical systolic murmur - r/o MDV DIAGNOSED ON ECHO

Plan (P)

B6

SOAP completed by:i B6
Addendum - later in the day after faculty reviewed rads, report reads as below

The previously described interstitial to alveolar pulmonary pattern in the right hemithorax is markedly improved,
however, there remains a subtle patchy region in the right cranioventral lung. Within the left cranial lung field, there is
a patchy region of increased soft tissue opacity that blurs to obscures vascular margins, consistent with an interstitial to
alveolar pattern.

Initial Complaint:

Emergency

SOAP Text B6  12:04PM- B6
Subjective

NEW VISIT (ER)

Doctor:

Student B6

Presenting complaint: Straining to urinate, hematuria
Referral visit?
Diagnostics completed prior to visit

Page 19/223
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Client: B 6

Patient:

HISTORY:

B6 san11 y/o MN Pomeranian that is presenting to the Tufts EF::_'_'_I?;'E_S ''''''' ifor evalutation of stranguria that began

yesterday and that he pooped normally this morning at 2am. O reports previous hx of collapsing trachea, pneumonia
. and luxating patellas which have been managed here in the past. Currently onf B6
B6 Efor the pneumonia, which is resolving per owner, as well aﬁBsor
anxiety. No previous urinary issues reported. Eating/drinking normally, no vomiting or diarrhea. O reports that he

seems anxious despited the B6

Current medications (recieved all medications this morning ™~ 'Bg~ |

B6

EXAM:

B6

C/V: Grad 11/VI systolic murmur, normal sinus arrhythmia ausculted, FPSS
RESP: Panting, Increased bronchovesicular sounds bilaterally, no increased effort noted

ASSESSMENT:

B6
A2: Grade I/IV tracheal collapse
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b, BO
i B6 5

iA4: Grade II/VI systolic murmur r/o DMVD vs DCM vs other
i B6 i

B6

Diagnostics completed:

B6

PLAN:

Diagnostics pending:
UA
Culture

Client communication:

Deposit & estimate status:

Resuscitation code (if admitting to ICU):

SOAP approved (DVM to sign):i B6 iDVM

Initial Complaint:

SOAPText]  B6  3:35PM! B6 i

Subjective
PATIENT VISIT (INTERNAL MEDICINE)

losing muscle. In the last 4-5 months, he has been progressively weak and ataxic in the hindlimbs. He has increased
thirst in the last few weeks, despite tapering dose of prednisone. He has had large volume urinary accidents in the
house since mid September, which is abnormal for him. His appetite is inconsistent and he is often anorexic in the
mornings, which is new for him. His diet has not changed. He is defecating less frequently. Overall, his respiratory signs
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Client:
Patient:

B6

have improved with no coughing or difficulty breathing.

Previous visits - rDVM:

B

Tufts visits - 2018

Date

Presenting
complaint

Diagnostics

Medications

B6

B6

CXR - mild diffuse bronchial pattern {(chronic
bronchitis), left cardiomegaly

B6

None
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Client:
Patient:

B6

B6

B6

B6

9/6/18

Recheck
exam

CXR: The previously described interstitial to
alveolar pulmonary pattern in the right
hemithorax is markedly improved, however,
there remains a subtle patchy region in the
right cranioventral lung. Within the left cranial
lung field, there is a patchy region of increased
soft tissue opacity that blurs to obscures
vascular margins, consistent with an interstitial
to alveolar pattern.

B6

B6

Other pets in house?: multiple other dogs
Indoor/outdoor?: both
Travel history: None

Acquired from: breeder in

B6

Medication history:

Dietary history:

Type of food: Earthborn Grain Free dry food (has been on this diet his whole life)

Amount per feeding: free choice
Feedings per day: BID
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Client:
Paltei::;t: B 6

Exam:

Subjective
Thin body condition, significant muscle atrophy, ataxic in hindlimbs

Objective

B6

H/L: Grade II/VI left systolic murmur, good to fair femoral pulses. Normal bronchovesicular sounds. Panting but overall

eupneic
Diagnostics:
Assessment:

B6
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Client: B 6

Patient:

A11. Grade II/VI systolic heart murmur - DMVD

B6

Plan:

B6

Completed by B6 L DVM

Initial Complaint:
Drop Off IM Gen Med, admit to A ward, new diabetic

SOAP Text |

[ —

B6

Subjective
CASE ABSTRACT

house since mid September, which is abnormal for him. His appetite is inconsistent and he is often anorexic in the
mornings, which is new for him. His diet has not changed. He is defecating less frequently. Overall, his respiratory signs
have improved with no coughing or difficulty breathing.

Previous visits - rDVM:

Tufts visits - 2018
Date Presenting Diagnostics Medications
complaint
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Client:
Patient:

B6

B6

Recheck
exam

B6

B6
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Client: B 6

Patient:

Medication history:

Dietary history:

Type of food: Earthborn Grain Free dry food (has been on this diet his whole life)
SUBJECTIVE:
BAR. mm pink and moist. CRT <2sec

OBJECTIVE:

B6

CV: Grade l1/VI left systolic murmur, NSR, femoral pulses good and synchronous.

Resp: Normal BV sounds in all fields. Eupneic.

B6 i
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Client: B 6

Patient:

applicable, please update daily)

A1l1. Grade II/VI systolic heart murmur - DMVD

B6

CLINICAL IMPRESSION (Summary)

PLAN:

Diagnostics:

- CXR

- AUS -> on board for Fri

Treatment:
B6

Nutrition: (calculate RER, think of specific nutritional needs for patient)
i B6 i

Fluid Plan:
B6

B6

Medications:

CREATED BY:
REVIEWED BY: B6

**Addendum**

B6
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Client: B 6

Patient:

B6

- Mild generalized cardiomegaly static compared to the previous study, progressive compared to the 2016 study. No
evidence of cardiac decompensation. Echocardiography can be considered for further evaluation as clinically indicated.

B6

SOAPText | B6 56:40AM- Clinician, Unassigned FHSA

Subjective

~CASE. ABSTRACT
" B6

dosing. He was dlagnosed with collapsing trachea in 2016 and has a hlstory of chronic bronchitis and recurrent
pneumonia. He was diagnosed with a UTl on 9/16/18.

Overall, { B6 ‘has declined in the last few months. He has a several month history of weight loss and is noticed to be
Iosing muscle. In the last 4-5 months he has been progressively weak and ataxic in the hindlimbs. He has increased

house since mid September which is abnormal for h|m His appetlte is inconsistent and he is often anorexic in the
mornings, which is new for him. His diet has not changed. He is defecating less frequently. Overall, his respiratory signs
have improved with no coughing or difficulty breathing.

SUBJECTIVE: BAR. mm pink, moist. CRT <2sec

Overnight update-a BG 'was stable overnight. His BG has still been' B6 ievery 12

hours. He has been eating very well and urinating a lot (prev. noted PU/PD). He has not defecated since being in the
hospital.

OBJECTIVE:

B6

CV: Grade lI/VI left systolic murmur, NSR, femoral pulses good and synchronous.
Resp: Increased BV sounds in all fields. Mild-moderate effort.

B6
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Client: |
Patient:!

B6

Pain present(YorN)? N Pain Score(0-4):

DIAGNOSTICS COMPLETED

B6

Thoracic radiographs:

B6

- Mild generalized cardiomegaly static compared to the previous study, progressive compared to the 2016 study. No
evidence of cardiac.decomnensation. Echocardioeranhv can he. considered for further_evaluation_as.clinicallv_indicate

B6

B6

Al1. Grade II/VI systolic heart murmur - DMVD

B6
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Client:
Patient:

B6

PLAN:

Diagnostics:

B6

Treatment:

B6

Fluid Plan:

B6

Medications:

B6

CREATED BY:
REVIEWED B B6

**ADDENDUM**

' B6 -:a/omited once around 10:30 this morning; B6

vas started at 1Img/kg IV q24h.

B6
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Cli t
Palt?:nt:i B6

Subjective
CASE ABSTRACT

B6

B6

SUBJECTIVE: BAR. mm pink, moist. CRT <2sec

B6

OBIJECTIVE:

B6

i CV: Grade II/VI left systolic murmur, NSR, femoral pulses good and synchronous.

Resn: Increased B\.sounds.in.all fields._Mild effort

B6

DIAGNOSTICS COMPLETED
10/2/18

B6
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Client: )
Patient: B6

Urine culture: pending

B6

Bloodwork:
10am:

2pm -
6pm -

B6

- Mild generalized cardiomegaly static compared to the previous study, progressive compared to the 2016 study. No
evidence of cardiac decompensation. Echocardiography can be considered for further evaluation as clinically indicated.

B6

B6

AUS:

B6

B6

ASSESSMENT (Start with current problems (prioritize in list of importance), include historical problems; characterize if

applicable, please undate dailv)
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lient:
(PEaltei::IEt: B 6

A14. Grade II/VI systolic heart murmur - DMVD

last night it ranged  B6 :EWe are hoping the B6 iis getting his infections under control. We plan to recheck

bloodwork today to see if any values have improved.

PLAN:

Niaenostics:

B6

Treatment:

B6

Nutrition: (calculate RER, think of specific nutritional needs for patient)

B6 i

Fluid Plan:

B6

Medications:

B6

CREATED BY: BG
REVIEWED BY

Initial Complaint:
IM 2 Recheck Gen Med - check BG, exam
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Client:
Patient: B 6

SOAP Text Oct 122018 2:31PM - B6

Subjective
PATIENT VISIT (INTERNAL MEDICINE)
History:

B6

Medication history:

B6

Exam:
Subjective - BAR. mm pink, moist. CRT <2sec.

Objective

B6

CV: Grade lI/VI left systolic murmur, NSR, femoral pulses good and synchronous.

B6

[+)

Assessment:

B6
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Client:
Patient:

B6

Al4. Grade II/VI systolic heart murmur - DMVD - stable

B6

Plan;

Completed by
Reviewed by:

B6

Initial Complaint:

Drop Off IM Gen Med: glucose curve, recheck bloodwork, UA and culture

SOAP Text Oct 19 2018 7:58AM - 36

Subjective 10/19/18
EXAM, GENERAL

Subjective (S)

11 YO MN Pomeranian presented for recheck CBC/Chem/UA/UC and BG curve. O reports doing well at home.

Medication history:

Previous visits - rDVM:

B6
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Client:
Patient:

B6

12/28/17 — No longer responding to medications

Tufts visits - 2018

Date

Presenting
complaint

Diagnostics

Medications
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Client:
Palt?:nt: B 6

10/12/18

-Continue plan, no changes

Objective (O)
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Client: B 6

Patient:

Pain Present (YorN)?N Pain Score(0-4):

Assessment [A)

Al4. Grade ll/VI systolic heart murn

B6

DIAGNOSTICS:

nur - DMVD - stable

ST TS TS T O ST ARSI VST R

Plan (P)
-Medications:

SOAP completed by:
SOAP reviewed by:

B6
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Client: B 6
Patient:

Initial Complaint:
heart failure, DCM

SOAPText] B6  2:44PM-| B6
Subjective

NEW VISIT (ER)

Doctor

Studen 86

Presenting complaint; B6

Referral visit? N
Diagnostics completed prior to visit: last seen by IM 10/19/18

HISTORY:

Signalment: 11 yo MN_Pomeranian .
_Current history: B6 ipresented for a sudden onset of weakness and ataxia. He ate normally this morning, got: B©6

moved him, staring in space with neck extended, responsive to O when she put him down and called him. Found soft
stool in house, unlike him. Was restless (getting up and down) in car, possibly regurgitating (no gagging or throwing
up). No ¢/s/v/d, normal e/d/u/d this past week. Activity level and behavior normal until this event.

Prior medical history:

-last appointment with IM 10/19 to recheck CBC/Chem/UA/BG curve (deGat begining of October 2018)
B6 igrade I1/VI murmur

; B6

Current medications:

Diet: dry
Vaccination status/flea & tick preventative use: UTD
Travel history: none

B6

EXAN:
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Client: B 6

Patient:

Hydration: adequate

B6

C/V: Grade IlI/VI murmur appreciated L>R, no arrhythmias, peripheral pulses strong
RESP: increased respiratory effort with some abdominal component, willcough when exerted, slightly increased BV

sounds bilaterally, no crackles

ASSESSMENT:

B6

A6: Grade II/IV murmur: mitral valve disease

B6

Diagnostics completed:
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Client:
Patient: B 6

B6

Diagnostics pending: none

Client communication:

Deposit & estimate status:i

EXAM, GENERAL

Subjective (S)

Objective {O)

T: HR: RR: BW:

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

PLN:

H/L:

Abd:

uG:

MSI:

Neuro:

Pain Present (YorN)? Pain Score(0-4):

Assessment (A)
Al:
A2:

Plan (P)

SOAP completed by:
SOAP reviewed by:

SOAP Text Oct 222018 7:09AM |
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Client: B 6
Patient:

Subjective
CASE ABSTRACT

Doctor:

Student B6

Presenting complaint; B6

Referral visit? N '

Diagnostics completed prior to visit: last seen byi B6 i

Curreot bistanl. . RA bresented Friday for a sudden onset of weakness and ataxia. He ate normally this morning, got
BG okay. O came back from errands and found him sitting in urine, difficulty walking (ataxic) when

she moved him, staring in space with neck extended, responsive to O when she put him down and called him. Found
soft stool in house, unlike him. Was restless (getting up and down) in car, possibly regurgitating (no gagging or throwing
up). No ¢/s/v/d, normal e/d/u/d this past week. Activity level and behavior normal until this event.

Prior medical history:

B6

Current medications:

B6

Diet: dry
Vaccination status/flea & tick preventative use: UTD
Travel history: none

SUBJECTIVE: Adequate
Overnight Update: Patient has been eating and recieving his insulin overnight. No seizure-like activity witnessed. Vitals

within normal limits, urinating okay. Patient still appears extremely lethargic with increased resp effort. Vomited food
containing dose of pred in it - redosed.
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Client: B 6 i}

Patient:

OBIECTIVE:

B6

C/V: Grade II/VI murmur appreciated L>R, no arrhythmias, synchronous to femoral pulses bilaterally
RESP: Increased respiratory effort with some abdominal component, will cough when exerted, Increased
bronchovesicular sounds (harsh sounding) bilaterally, more so dorsally. No crackles appreciated.

B6

DIAGNOSTICS COMPLETED
5/14/18
- Cardio consult: Early compensated DMVD with a normal LA. Cough not suspected to be cardiac in origin.

10/3/18
1. TXR Conclusions:

B6

B6
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Client:
Patient:

B6

B6
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Client: B 6

PLAN:

Patient:

TREATMENT:

B6

FLUID PLAN- none, euhydrated and eating.

MEDRICATIQNS

Created by: B 6

Reviewed by

Addendum 6 pm

-Added! B6
-TXRi B6 i
- Cardio consult: DCM, persistent MVD,
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Client: 6
Patient: B

SOAP Text Oct 232018 7:10AM - Clinician, Unassigned FHSA

CASE ABSTRACT

Doctor:

Student B6 i
Presenting complaint B6 i
Referral visit? N

Diaghostics completed prior to visit: last seen by IM 10/19/18

Sighalment: 11 yo MN Pomeranian

._._Cur.tent_hismr_\z;i_.Bﬁ_.jpresented Friday for a sudden onset of weakness and ataxia. He ate normally this morning, got

B6 EE)kay. O came back from errands and found him sitting in urine, difficulty walking (ataxic) when

she moved him, staring in space with neck extended, responsive to O when she put him down and called him. Found
soft stool in house, unlike him. Was restless {getting up and down) in car, possibly regurgitating (no gagging or throwing
up). No ¢/s/v/d, normal e/d/u/d this past week. Activity level and behavior normal until this event.

Prior medical history:

B6

Current medications:

B6

Diet: dry
Vaccination status/flea & tick preventative use: UTD
Travel history: none

SUBJECTIVE: Adequate

B6

B6
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Client: 6
Patient B

OBJECTIVE:

B6

C/V: Grade IlI/VI murmur appreciated L>R, no arrhythmias. Femoral pulses good bilaterally.

B6

DIAGNOSTICS COMPLETED
5/14/18
- Cardio consult: Early compensated DMVD with a normal LA. Cough not suspected to be cardiac in origin.

B6

- Mild generalized cardiomegaly static compared to the previous study, progressive compared to the 2016 study. No
evidence of cardiac decompensation. Echocardiography can be considered for further evaluation as clinically indicated.

B6

B6

B6
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Client: B 6

Patient: i

B6

-
1. Echo:
- DMVD with now markedly decreased contractile function and moderately enlarged LA r/o diet related

- Soft tissue opacity within the LV walls r/o papillary muscle vs. mass

B6

4. Enrolled in DCM study

ASSESSMENT (Start with current problems (prioritize in list of importance), include historical problems; characterize if
applicable, please update daily)

- CHF secondary DCM - suspect acquired DCM secondary to grain free/boutique diet
MVD with left atrium enlargement

ry

Historical problems

 B6
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Client; B 6
Patient:

B6

B6

PLAN:

DIAGNOSTICS:

B6

TREATMENT:

NUTRITION (calculate RER, think of specific nutritional needs for patient)

RER = based on ideal weight of 5 kg = 234 kcal/day - feeding RC cardiac diet in hospital ~ 1/2 cup BID

FLUID PLAN- none

MEDICATIONS

Follow up plan

B6

Created by
Reviewed k& B6

Addendum

- Cardio recommended increasing cardiac meds 3 B6

b. Effort significantly

improved in the evening; B6

SOAP Text Oct 24 2018 7:16AM - Clinician, Unassigned FHSA

Subjective
CASE ABSTRACT
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Client: B 6
Patient:

Doctor: _
Student:i B6
Presenting complaint: B6

Referral visit? N
Diagnostics completed prior to visit: last seen by IM 10/19/18

Sighalment: 11 yo MN Pomeranian

Current history{ B6 bresented;
B6 okay. O came back from errands and found him sitting in urine, difficulty walking (ataxic) when
she moved him, staring in space with neck extended, responsive to O when she put him down and called him. Found
soft stool in house, unlike him. Was restless (getting up and down) in car, possibly regurgitating (no gagging or throwing
up). No ¢/s/v/d, normal e/d/u/d this past week. Activity level and behavior normal until this event.

Prior medical history:

-last appointment with IM 10/19 to recheck CBC/Chem/UA/BG curve (dx: B at begining of October 2018)

_ Historical problems

Current medications:

Diet: dry
Vaccination status/flea & tick preventative use: UTD
Travel history: none

SUBJECTIVE: Hydration - adequate
OVERNIGHT UPDATE: Patient did well overnight, off of O2. Vitals are within normal limits. Did not eat last night as per
vital notes but tech saw him nibble a few bites of his food (also ate a few bites from me via finger this morning).

Woalked outside and urinated.

OBIJECTIVE:
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Client:
Patient: B6

C/V: Grade IlI/VI murmur appreciated L>R, no arrhythmias. Femoral pulses strong bilaterally
RESP: Increased bronchovesciular sounds, no crackles or wheezes bilaterally. Increased respiratory effort with some
abdominal component, will cough when exerted.

DIAGNOSTICS COMPLETED

5/14/18
- Cardio consult: Early compensated DMVD with a normal LA. Cough not suspected to be cardiac in origin.

B6

- Mild generalized cardiomegaly static compared to the previous study, progressive compared to the 2016 study. No
evidence of cardiac decompensation. Echocardiography can be considered for further evaluation as clinically indicated.

B6

B6

B6
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Client: B 6

Patient:

BG Curve:i BB ‘iven at 4:30 am)- NPH 2U Q 12h

B6

- DMVD with now markedly decreased contractile function and moderately enlarged LA r/o diet related
- Soft tissue opacity within the LV walls r/o papillary muscle vs. mass

- Recommended starting B6..
2. CBC: B6

3. TXR:'puImonary edema, official report pending

4. Enrolled in DCM study

B6

ASSESSMENT (Start with current problems (prioritize in list of importance), include historical problems; characterize if
applicable, please update daily)
- CHF secondary DCM - suspect acquired DCM secondary to grain free/boutique diet
MVD with left atrium enlargement
- Dyspnea: r/o secondary to CHF vs bronchitis vs non-cardiogenic pulmonary edema

CLINICAL IMPRESSION (Summary): Patient looks much more comfortable today with decreased respiratory effort than
yesterday. Was off of the O2 cage overnight. Patient's appetite doesnt seem that great but is nibbling some food
on/off. Patient went for a walk overnight and urinated which is improved from yesterday. His BUN and Creat have been
climbing up since last Chemistry so renal profile is indiciated.
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Client:
Palt?:nt: B 6

: B6 5

TREATMENT:

NUTRITION (calculate RER, think of specific nutritional needs for patient)
RER = based on ideal weight of 5 kg = 234 kcal/day - feeding RC cardiac diet in hospital ~ 1/2 cup BID

FLUID PLAN
None

NMEDICATLONS

CREATED BY:
REVIEWED B BG

Addendum

B6

SOAP Text Oct 252018 7:03AM - Clinician, Unassigned FHSA

SubjectiveCASE ABSTRACT

Doctor:
Student: i ________ Bé 5
Presenting complaint B6

Referral visit? N
Diagnostics completed prior to visit: last seen by IM 10/19/18

Page 54/223

FDA-CVM-FOIA-2019-1704-015744



Client: B 6
Patient:

Signalment: 11 yo MN Pomeranian

Current history B6 Epresented; B6 :for asudden onset of weakness and ataxia. He ate normally that morning, got

B6 {okay. O came back from errands and found him sitting in urine, difficulty walking (ataxic) when

she moved him, staring in space with neck extended, responsive to O when she put him down and called him. Found
soft stool in house, unlike him. Was restless (getting up and down) in car, possibly regurgitating (no gagging or throwing
up). No ¢/s/v/d, normal e/d/u/d this past week. Activity level and behavior normal until this event.

Prior medical history:

-last appointment with IM 10/19 to recheck CBC/Chem/UA/BG curve (deB6 at begining of October 2018)

Historical problems

B6

Current medications:

Diet: dry
Vaccination status/flea & tick preventative use: UTD
Travel history: none

SUBJECTIVE: Hydration - adequate. Friendly, nervous

OVERNIGHT UPDATE: Patient was on O2 overnight (43%) and still had mild-moderate respiratory effort. Regurgitated
some food during echo recheck yesterday evening. Patient doesn't appear to be as interested in his food overnight
(waxing and waning appetite) - last decent meal was 8pm of last night. Drinking water okay. Vitals for the most part
were WNL, however tachypnic at some points during the night. Walking a little bit when going outside, urinating okay.
Back on O2 yeserday afternoon due to increased RE.

OBJECTIVE:
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Client:
Patient;

B6

B6

B6

- Mild generalized cardiomegaly static compared to the previous study, progressive compared to the 2016 study. No
——exnidence_of cardiac. decomnensation. Echocardineranhv.can he cansidered for further evaluation_as clinicallv.indicated.

B6

B6

10/19/18

10/21/18
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Client:
Patient: B 6

B6

10/22/18

1. Echo:

- DMVD with now markedly decreased contractile function and moderately enlarged LA r/o diet related
- Soft tissue opacity within the LV walls r/o papillary muscle vs. mass

B6

3. TXR: pulmonary edema, official report pending
4. Enrolled in DCM study

1. Recheck Echo: LA enlargement,still no PH B6 ;

ASSESSMENT (Start with current problems (prioritize in list of importance), include historical problems; characterize if
applicable, please update daily)
Al: CHF secondary DCM - suspect acquired DCM secondary to grain free/boutique diet

MVD with left atrium enlargement
A2: Dyspnea: r/o secondary to CHF vs bronchitis vs non-cardiogenic pulmonary edema
A3: Weakness/Ataxia: r/o secondary to DCM and decreased cardiac output vs progression of bronchitis and tracheal
collapse

CLINICAL IMPRESSION (Summary): Patient is experiencing an increase in respiratory effort this morning even after being
on 02 (43%) overnight. Back on O2 yesterday afternoon. Appetite has been waxing and waning for the last few hours.
However, appears to be doing better at walking. Appetite may improve at home, however patient must stay in hospital
until respiratory effort is at a reasonable plane. Repeat rads today to re-evaluate the lungs. Consider starting antibiotics
if no improvement in RE.

DIAGNOSTICS:

B6
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Client:
Paltei::;t: B 6

TREATMENT:

NUTRITION (calculate RER, think of specific nutritional needs for patient)
RER = based on ideal weight of 5 kg = 234 kcal/day - feeding RC cardiac diet in hospital ~ 1/2 cup BID

FLUID PLAN
None

MEDICATIONS

CREATED BY: | 9
REVIEWED BY: B6

Addendum
B6

SOAP Text : B6 -.;5:56AM - Clinician, Unassigned FHSA

CASE ABSTRACT

Doctor:

Student:] " Bs :

Presenting complaint: B6 i
Referral visit? N

Diagnostics completed prior to visit: last seen by IM 10/19/18

Signhalment: 11 yo MN Pomeranian

Current history  B6 E)resente(‘;______Ei_@___j for a sudden onset of weakness and ataxia. He ate normally that morning, got

Bé !bkay. O came back from errands and found him sitting in urine, difficulty walking (ataxic) when
she moved him, staring in space with neck extended, responsive to O when she put him down and called him. Found
soft stool in house, unlike him. Was restless (getting up and down) in car, possibly regurgitating (no gagging or throwing
up). No ¢/s/v/d, normal e/d/u/d this past week. Activity level and behavior normal until this event.

Prior medical history:

Historical problems
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Client: 6
Patient: B

Current medications:

Diet: dry

B6

SUBJECTIVE: | B6

OVERNIGHT UPDATE: Patient on O2 overnight. Mostly mild effort overnight. Patient had 1/2 cup chicken, less
interested in water. Was BAR during the night, but tolerates open door for a little bit before respiratory effort

increases. Urinating normally, no BM noted.

C/V: Grade II/VI murmur appreciated L>R, no arrhythmias. Femoral pulses good bilaterally

OBJECTIVE:

B6

DIAGNOSTICS COMPLETED

BT

- Mild generalized cardiomegaly static compared to the previous study, progressive compared to the 2016 study. No
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Client:
Palt?:nt: B6

evidence of cardiac decompensation. Echocardiography can be considered for further evaluation as clinically indicated.

B6

B6

B6

1. Echo:

- DMVD with now markedly decreased contractile function and moderately enlarged LA r/o diet related

B6
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Client:
Patient B 6

10/24/18:
1. Recheck Echo: LA enlargement,still no PH. B6

10/25/18:

1. Recheck TXR: Mild improvement of pulmonary edema. Mild interstitial pattern appreciated (possible pneumonia?).

B6

ASSESSMENT
- CHF secondary DCM - suspect acquired DCM secondary to grain free/boutique diet

MVD with left atrium enlargement
- Dyspnea: r/o secondary to CHF vs interstitial pulmonary disease (PTE, pulmonary fibrosis)
- Pulmonary edema -r/o cardiogenic vs noncardiogenic (
- Interstitial pulmonary pattern: r/o redistribution of pulmonary edema vs pneumonia (hospital acquired, given lack of
interstitial pattern on B6
- Vomiting
- Weakness/Ataxia: r/o secondary to DCM and decreased cardiac output vs progression of bronchitis and tracheal
collapse

Page 61/223

FDA-CVM-FOIA-2019-1704-015751




Client: B 6
Patient:

5. B6

TREATMENT:

NUTRITION (calculate RER, think of specific nutritional needs for patient)
RER = based on ideal weight of 5 kg = 234 kcal/day - feeding RC cardiac diet in hospital ~ 1/2 cup BID

FLUID PLAN
None, offer water to face q 4h

B6

MEDICATIONS

Owner Meds

Dispensed in hospital

B6

- Recheck with cardio in 10-14 days. Recheck UA and culture at this time.
- Recheck with the cardiology service in 3 months (1/22/19) - FOR DCM STUDY
- Recheck with the cardiology service in 6 months (4/22/19) - FOR DCM STUDY

CREATED BY:
REVIEWED BY; BG

SOAPTextt B6  !8:56aM B6

—rm

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

11 yo MN Pomeranian, day 7 of hospitalization for DCM B6 ;

_Current history: ‘
i B6 i for sudden onset of weakness and ataxia. Cardio consult diagnosed DCM (on grain

free diet). Chest x-rays (repeat during stay) revealed interstitial pattern (edema vs pneumonia vs PTE vs fibrosis).
Persistent increased RR/RE and decreased oxygenation (confirmed on arterial blood gaz).

Prior medical history:

B6

[
[
(%)
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Client: BG

Patient:

B6

SUBJECTIVE: Hydration - adequate. Friendly, nervous

OVERNIGHT UPDATE: Patient not on 02 overnight with persistent but stable mild effort overnight.

B6

C/V: Grade II/VI murmur appreciated, no arrhythmias. Femoral pulses good bilaterally

B6

- Cardio consult: Early compensated DMVD with a normal LA. Cough not suspected to be cardiac in origin.

OBJECTIVE:

DIAGNOSTICS COMPLETED

o

B6

B6
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Client:
Patient:

B6

B6

10/21/18

B6

10/22/18

1. Echo:

- DMVD with now markedly decreased contractile function and moderately enlarged LA r/o diet related

- Soft tissue opacity within the LV walls r/o papillary muscle vs. mass

4. Enrolled in DCM study

B6

sz

B6

B6

B6
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Client:
Patient: i

vy
o

ASSESSMENT

- CHF secondary DCM - suspect acquired DCM secondary to grain free/boutique diet
MVD with left atrium enlargement

- Dyspnea with interstitial pattern: r/o secondary to CHF vs interstitial pulmonary disease (PTE, pulmonary fibrosis)
- Weakness/Ataxia: r/o secondary to DCM and decreased cardiac output vs progression of bronchitis and tracheal

collapse

PLAN

- Recheck with the cardiology service in 3 months (1/22/19) - FOR DCM STUDY
- Recheck with the cardiology service in 6 months (4/22/19) - FOR DCM STUDY

CREATED BY. B6
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Client: B 6

Patient

Disposition/Recommendations
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Client: B 6

Patient:
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Client: B 6

Patient:

B6

B6

Page 90/223

FDA-CVM-FOIA-2019-1704-015780



Client:
Palt?:nt B 6
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Client: !
Paltei::nt:é B6

B6
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Client:
Patient:

B6

B6
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Client:
Patient

B6

B6
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Client: B 6
Patient:

B6
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Client:
Paltei::;t: BG

B6
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Client: B 6

Patient;

B6
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Client:
Patient: B 6

B6
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Client:
Patient:

B6

B6
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Client:
Patient:

B6

B6

AR
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Client:
Patien

B6

Vitals Results

B6

:30:14 AM
00:41 PM
10:58:19 AM
10:58:21 AM
10:58:22 AM
4:03:11 PM
1:03:36 PM
4:08:41 PM

1:08:42 PM

4:08:43 PM

1:08:44 PM
1:08:45 PM

1:08:46 PM

1:08:47 PM
4:08:48 PM
4:48:43 PM
1:48:50 PM
1:52:29 PM
1:52:35 PM
5:01:35 PM

H:55:47 PM
5:58.06 PM
8:45:58 PM
D:41:46 PM
11:16:59 PM
11:30:28 PM
1:06:46 AM
1:06:57 AM
1:53:33 AM

3:19:08 AM
5:17:00 AM
5:45:48 AM
5:45:49 AM
5:45:50 AM

0:45:51 AM
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Client; |
Patient: |

B6

Vitals Results

B6

6:45:52 AM
6:45:53 AM
6:45:54 AM
9:34:50 AM
9:34:57 AM
9:39:53 AM
11:44:31 AM
1:23:59 PM
1:24:16 PM
1:36:21 PM
3:59:50 PM
4:10:37 PM
4:22:11 PM
4:30:51 PM
5:01:21 PM
7:09:50 PM
7:09:59 PM

7:14:13 PM
7:14:22 PM
8:03:40 PM
9:13:08 PM
9:21:37 PM
9:52:24 PM

10:30:14 PM
11:19:18 PM
1:46:33 AM
1:46:52 AM
1:49:25 AM
3:31:45 AM
3:34:45 AM

5:34:39 AM
6:02:56 AM

7:49:47 AM
7:49:58 AM
7:50:07 AM
7:50:28 AM
7:50:52 AM
9:10:28 AM
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Client:
Patient: !

B6

Vitals Results

B6

9:11:50 AM
10:59:40 AM
11:07:08 AM
1:24:19 PM
1:24:20 PM
1:24:21 PM
5:27:41 PM
8:41:33 PM
8:41:59 PM
8:43:04 PM
8:45:51 PM
8:45:58 PM
8:46:18 PM
9:27:26 PM
10:07:16 PM
11:35:58 PM
11:37:13 PM
11:37:22 PM
1:26:46 AM
1:26:56 AM
1:28:09 AM
3:35:52 AM
3:42:22 AM
3:42:30 AM
3:42:43 AM
3:42:57 AM
5:53:36 AM
7:30:53 AM
7:31:18 AM
7:31:31 AM
9:09:43 AM
12:13:35PM

12:41:28 PM
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Client;
Patient;

B6

Vitals Results

B6

1:59:04 PM
3:50:41 PM
3:51:24 PM
5:55:42 PM
5:55:50 PM
5:56:11 PM
5:56:21 PM
6:00:29 PM
6:01:31 PM
6:42:39 PM
3:13:09 PM
3:14:49 PM
8:15:03 PM
0:15:34 PM
9:17:57 PM
9:52:31 PM
9:52:38 PM
10:39:17 PM
10:39:38 PM
11:20:25 PM
11:42:05 PM
12:45:33 AM
1:15:47 AM
1:41:49 AM
2:50:27 AM
3:18:47 AM
3:49:45 AM

4:48:46 AM
4:51:31 AM
5:08:25 AM

5:12:52 AM

5:13:12 AM
5:57:58 AM
6:52:39 AM
6:55:49 AM
6:55:58 AM
6:56:15 AM
9:00:33 AM
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Client:
Patient:

B6

Vitals Results

B6

9:01:16 AM
H:02:36 AM
9:13:03 AM
11:09:37 AM
11:09:47 AM
11:14:35 AM
11:14:49 AM
11:48:23 AM
11:48:31 AM
12:54:22 PM
12:54:36 PM
1:34:02 PM
1:48:03 PM
0:55:41 PM
3:44:36 PM
D:18:29 PM
D:53:54 AM
10:11:53 AM
10:13:28 AM

10:22:08 AM
10:22:09 AM
10:22:10 AM
10:22:11 AM
10:28:38 AM
10:28:39 AM
10:28:40 AM
10:38:04 AM
10:38:05 AM
10:51:40 AM
11:00:15 AM
2:01:38 PM
2:04:10 PM
2:04:11 PM
2:04:12 PM
2:04:13 PM
2:10:16 PM

3:15:29 PM
3:15:37 PM
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Client:
Patient:

B6

Vitals Results

B6

3:16:14 PM
5:15:03 PM
5:19:19 PM

0:22:41 PM
5:22:42 PM
5:22:43 PM
5:22:44 PM
7:12:28 PM
/7:12:29 PM
7:13:07 PM
7:24:20 PM
7:24:28 PM
7:24:34 PM
7:24:43 PM
11:10:54 PM
11:10:55 PM
11:12:15PM
11:12:21 PM
11:37:04 PM
3:08:59 AM
3:09:00 AM
3:10:41 AM
3:10:48 AM
3:41:40 AM

5:31:55 AM
5:39:37 AM
5:39:38 AM
5:39:39 AM
p:39:40 AM
5:40:19 AM
5:40:20 AM
5:40:21 AM
:40:22 AM
5:40:23 AM
5:40:24 AM
0:40:25 AM
5:55:46 AM
5:55:54 AM
5:56:02 AM
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Client: B 6

Patient:

et

Vitals Results

:56:15 AM
:56:30 AM
7:17:42 AM
0:40:52 AM
1:.02:35 AM
1:.09:05 AM
1:47:37 AM
1:48:32 AM
:06:04 PM
:06:24 PM
:54:11 PM
:54:16 PM
:22:25PM
:22:26 PM
:22:53 PM
:30:38 PM
:30:49 PM
1:00:39 PM
5:59:38 PM
:08:32 PM
B 6 :08:33 PM
:08:34 PM
:08:35PM
:11:21 PM
/:49:25 PM
7:49:26 PM
7:49:46 PM
7:49:55 PM
7:58:02 PM
7:58:11 PM
:12:28 PM
:12:40 PM
:29:04 PM
0:12:57 PM
1:12:50 PM
1:12:51 PM
1:13:08 PM
1:13:16 PM
1:46:11 PM
1:46:40 PM
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Client:
Patient:

B6

Vitals Res

ults

B6

12:25:14 AM
1:32:08 AM
1:32:09 AM
1:32:32 AM
2:16:10 AM
3:22:16 AM
3:22:17 AM
3:22:40 AM
3:22:50 AM
3:45:10 AM

3:47:08 AM
5:11:55 AM
5:15:33 AM
5:21:23 AM
6:00:16 AM
6:04:07 AM
6:04:08 AM
6:04:09 AM
6:04:10 AM
6:32:32 AM
6:32:47 AM
6:33:06 AM
6:33:19 AM
6:56:24 AM
6:56:25 AM
6:56:26 AM
6:56:27 AM
6:56:28 AM
6:56:29 AM
6:56:30 AM
3:06:50 AM
3:07:05 AM
3:07:21 AM
9:04:10 AM
9:04:21 AM
11:13:08 AM
11:17:46 AM
11:17:47 AM
11:36:45 AM
11:36:56 AM
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Client: B 6

Patient

Vitals Results

29:56 PM
30:02 PM
2538 PM
25:39 PM
25:55 PM
26:10 PM
58:53 PM
/:59:54 AM
3:00:02 AM

:12:20 AM
:14:48 AM
:28:53 AM
:30:53 AM
:07:17 PM
:11:56 PM
:13:55PM
»:44:16 PM
2:44:17 PM
B6 0:44:18 PM
2:44:19 PM
1:46:41 PM
5:03:42 PM
»:15:07 PM
:18:06 PM
7:01:01 PM
7:02:14 PM
7:04:25 PM
7:10:54 PM
7:10:55 PM
7:10:56 PM
7:10:57 PM
7:13:49 PM
7:13:50 PM
7:14:02 PM
3:13:18 PM
:12:03 PM
1:21:52 PM
1:26:30 PM
1:26:31 PM
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Client:
Patient

B6

Vitals Results

B6

12:40:01 AM
1:38:26 AM
1:38:39 AM
2:05:38 AM
3:37:22 AM
4:33:29 AM
4:36:13 AM
4:36:14 AM
4:54:35 AM
5:25:45 AM
5:25:56 AM
6:46:45 AM
7:01:47 AM
7:09:46 AM
7:09:47 AM
7.09:48 AM
7:09:50 AM
7.09:51 AM
7.09:52 AM
7:52:52 AM

7:53:09 AM
7:53:22 AM
7:53:35 AM
7:57:53 AM
8:07:53 AM
8:28:22 AM
8:28:23 AM
8:28:24 AM
8:28:25 AM
8:29:25 AM

8:48:26 AM
11:07:36 AM
11:24:53 AM
12:03:33 PM
1:49:24 PM
1:49:31 PM
3:09:46 PM
3:10:02 PM
4:03:35PM
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Client:
Patient:

B6

Vitals Results

B6

4:58:29 PM
5:00:42 PM
6:21:27 PM
0:21:35 PM
6:25:47 PM
i7:00:19 PM
8:02:17 PM
8:02:34 PM
8:21:48 PM
8:30:42 PM
8:30:59 PM
3:31:00 PM
8:31:01 PM
8:31:02 PM
8:57:04 PM
9:08:48 PM
9:30:19 PM
10:01:40 PM
10:02:12 PM
10:53:12 PM
11:36:48 PM
11:56:58 PM
12:55:08 AM
12:55:22 AM
1:40:49 AM
1:43.04 AM
1:48:43 AM
3:01:14 AM
3:17:04 AM
3:20:21 AM
3:26:46 AM
4:00:23 AM
5:06:50 AM
5:30:55 AM
5:31:08 AM
5:50:49 AM
6:30:28 AM
i7:52:57 AM
8:01:00 AM
8:35:30 AM

Page

1307223

FDA-CVM-FOIA-2019-1704-015820



Client:
Patient

B6

Vitals Results

B6

3:40:19 AM
3:40:20 AM
3:40:21 AM
9:19:56 AM
9:56:16 AM
9:57:33 AM
11:43:06 AM
11:43:35 AM
11:49:01 AM
12:43:09 PM
12:43:27 PM
12:43:48 PM
1:40:35 PM
1:42:35PM
1:58:55 PM
1:59:03 PM
3:22:57 PM
3:23:25 PM
3:51:53 PM
4:09:10 PM
4:09:52 PM
4:10:15 PM

5:56:05 PM
5:57:34 PM
5:58:05 PM
6:01:39 PM
6:01:50 PM
7:03:39 PM
7:13:51 PM
7:14:24 PM
7:23:30 PM
7:33:57 PM
7:34:52 PM
7:46:33 PM
7:46:43 PM
7:53:51 PM
7:53:52 PM
7:53:53 PM
7:53:54 PM

3:34:10 PM
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Client:
Patient:

B6

Vitals Results

B6

3:34:20 PM
3:57:29 PM
9:17:14 PM
10:00:32 PM
10:01:16 PM
10:02:02 PM
10:46:06 PM
10:46:59 PM
11:47:06 PM
1:00:48 AM
1:37:27 AM
1:38:29 AM
1:46:12 AM
1:46:22 AM
2:54:50 AM
3:17:58 AM
3:18:58 AM
3:56:43 AM
4:54:34 AM
4:55:27 AM
5:13:12 AM
5:51:10 AM
5:51:19 AM
6:22:49 AM
7:16:33 AM
7:16:34 AM
7:16:35 AM
7:16:37 AM
7:16:38 AM
7:16:39 AM
7:36:21 AM
7:36:29 AM
7:53:36 AM
7:54:20 AM
3:22:40 AM

3:48:05 AM
3:54:28 AM
9:00:20 AM
9:30:09 AM
9:53:56 AM
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Client: B 6

Patient:

Vitals Results

9:54:06 AM
10:07:32 AM
10:18:35 AM
10:49:35 AM
11:28:27 AM

11:35:10 AM
11:37:54 AM
11:41:14 AM
11:54:09 AM
11:54:21 AM
1:.04:24 PM
1:53:33 PM
1:54:.01 PM
1:59:22 PM

2:55:14 PM
3:44:10 PM
3:44:16 PM

B 6 3:56:49 PM

4:03:51 PM
4:58:04 PM

4:59:02 PM
5:24:09 PM
5:24:16 PM

5:50:53 PM
5:51:36 PM
5:55:21 PM

7:03:06 PM
7:04:09 PM
7:15:42 PM
7:28:38 PM
7:51:56 PM
7:55:50 PM
7:55:51 PM
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Client:
Patient:

B6

Vitals Results

B6

7:55:52 PM
7:55:53 PM

7:56:37 PM
9:15:20 PM
9:15:35PM
9:26:14 PM
9:30:46 PM

9:53:58 PM
9:57:30 PM
9:57:45 PM

10:54:25 PM
10:55:22 PM
11:09:12 PM
11:30:55 PM
11:48:03 PM
11:53:04 PM
12:58:42 AM
12:58:59 AM
1:31:15 AM
1:31:47 AM
1:31:58 AM
1:54:56 AM
1:55:16 AM
2:45:47 AM
2:47:54 AM
3:36:45 AM
3:37:44 AM
3:43:30 AM
4:51:34 AM
4:52:20 AM
5:18:24 AM
5:18:49 AM
5:29:57 AM
5:31:06 AM
5:36:23 AM
5:36:54 AM
6:23:36 AM
6:49:04 AM

Page

134/223

FDA-CVM-FOIA-2019-1704-015824



Client:
Patient:

B6

Vitals Results

B6

7:03:36 AM
7:03:37 AM
i7:03:38 AM
7:03:40 AM
i7:03:41 AM
7:03:42 AM
7:56:24 AM
8:07:22 AM
8:12:14 AM
8:17:55 AM

8:29:22 AM

8:33:21 AM
8:33:46 AM
9:08:19 AM
9:11:04 AM
0:11:15 AM

9:12:01 AM
9:12:02 AM
9:12:03 AM
9:12:04 AM
9:50:52 AM
9:51:09 AM
0:51:44 AM
9:56:25 AM
9:56:36 AM
9:56:42 AM

11:18:20 AM
11:24:28 AM
12:00:39 PM
12:01:11 PM
1:05:52 PM
1:09:01 PM
1:09:14 PM
1:54:18 PM
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Client:
Patient

B6

Vitals Results

B6

1:55:07 PM
2:51:08 PM
2:51:58 PM
3:31:51 PM
3:33:26 PM

3:57:04 PM
5:03:58 PM
5:34:35 PM
5:37:38 PM
5:37:57 PM
5:42:21 PM
5:46:12 PM
5:55:22 PM
6:07:16 PM

7:07:11 PM
7:10:01 PM
7:29:31 PM
7:29:41 PM

7:33:07 PM

7:38:26 PM
7:46:40 PM
7:46:48 PM
7:46:49 PM
7:46:50 PM
7:46:51 PM
9:01:00 PM
9:01:38 PM
9:12:37 PM
9:55:55 PM
9:56:03 PM
10:41:57 PM

10:42:14 PM
10:50:19 PM
10:50:25 PM
11:38:32 PM
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Client:
Patient:

B6

Vitals Results

B6

11:38:56 PM
12:58:17 AM
1.01:14 AM
2:06:47 AM
2:06:59 AM

2:07:30 AM
2:09:30 AM
2:12:04 AM
2:59:48 AM
2:59:58 AM
3:48:25 AM
3:48:47 AM
4:45:33 AM
4:45:42 AM
5:49:34 AM
5:49:51 AM
5:51:35 AM
5:54:17 AM
5:55:00 AM
6:48:02 AM
6:48:40 AM
8:02:36 AM
8:09:46 AM
8:13:01 AM
8:14:11 AM

8:22:39 AM
8:22:51 AM
8:24:50 AM

8:24:51 AM
8:24:52 AM

8:24:53 AM

8:59:37 AM
9:07:13 AM
9:08:15 AM
10:31:44 AM
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03:42 AM Treatment
03:42 AM Vitals
03:42 AM Treatment
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07:30 AM Treatment
07:30 AM Treatment
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07:31 AM Treatment
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7:57 AM Treatment
7:57 AM Vitals
7:58 AM Treatment
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Client: B 6 _ ¢
Patient: ’

Patient History
07:58 AM Treatment
08:07 AM Treatment
08:07 AM Vitals
08:28 AM Treatment
08:28 AM Vitals
08:28 AM Vitals
08:28 AM Vitals
08:28 AM Vitals
08:29 AM Vitals
08:48 AM Treatment
08:48 AM Vitals
10:04 AM Prescription
10:21 AM Purchase
11:.07 AM Treatment
11:07 AM Vitals
11:.08 AM Treatment

B 6 11:24 AM Treatment
11:24 AM Vitals
11:26 AM Prescription
11:34 AM Treatment
12:03 PM Treatment
12:03 PM Vitals
12:05 PM Treatment
12:30 PM UserForm
12:44 PM UserForm
01:49 PM Treatment
01:49 PM Treatment
01:49 PM Vitals
01:49 PM Treatment
01:49 PM Vitals
01:50 PM Purchase
01:55PM Labwork
02:01 PM Purchase
03:09 PM Treatment
03:09 PM Vitals
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Client:
Patient: B 6
Patient History

03:10 PM Treatment
03:10 PM Vitals
03:25 PM Purchase
03:26 PM Treatment
03:53 PM UserForm
04:03 PM Treatment
04:03 PM Vitals
04:58 PM Treatment
04:58 PM Vitals
05:00 PM Vitals
05:06 PM Purchase
05:06 PM Purchase
05:46 PM Prescription
05:48 PM Purchase
05:48 PM Purchase
05:48 PM Treatment
06:04 PM Prescription
06:21 PM Treatment
06:21 PM Vitals
06:21 PM Treatment
06:21 PM Vitals
06:22 PM Treatment

B 6 06:25 PM Treatment
06:25 PM Vitals
06:45 PM Treatment
07:00 PM Treatment
07:00 PM Vitals
07:40 PM Purchase
08:02 PM Treatment
08:02 PM Vitals
08:02 PM Treatment
08:02 PM Vitals
08:21 PM Treatment
08:21 PM Treatment
08:21 PM Treatment
08:21 PM Vitals
08:22 PM Treatment
08:22 PM Treatment
08:30 PM Treatment
08:30 PM Vitals
08:30 PM Treatment
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Client:
Patient:

B6

Patient History

B6

08:30 PM
08:30 PM

08:30 PM
08:30 PM
08:57 PM
08:57 PM
09:08 PM
09:08 PM

09:08 PM
09:30 PM
09:30 PM
10:01 PM
10:01 PM
10:02 PM
10:53 PM
10:53 PM
11:36 PM

11:36 PM
11:56 PM
11:56 PM
12:55 AM

12:55 AM
12:55 AM
12:55 AM
01:40 AM
01:40 AM

01:40 AM
01:43 AM
01:43 AM
01:48 AM
01:48 AM
03:01 AM
03:01 AM
03:17 AM

03:17 AM
03:20 AM
03:20 AM
03:20 AM

03:26 AM
04:00 AM
04:25 AM
05:04 AM

Vitals
Vitals

Vitals
Vitals
Treatment
Vitals
Treatment
Treatment

Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment
Treatment

Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment
Purchase
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Client: |
Palt?:nt:é B6

Patient History
05:06 AM Treatment
05:06 AM Vitals
05:30 AM Treatment
05:30 AM Vitals
05:31 AM Treatment
05:31 AM Treatment
05:31 AM Vitals
05:50 AM Treatment
05:50 AM Vitals
06:30 AM Treatment
06:30 AM Vitals
06:58 AM Deleted Reason
(07:01 AM Purchase
07:50 AM Treatment
07:52 AM Purchase
07:52 AM Treatment
07:52 AM Vitals
(07:55 AM Labwork
08:00 AM Treatment
08:01 AM Treatment
08:01 AM Vitals
08:03 AM Treatment
08:03 AM Treatment
08:10 AM Treatment
08:35 AM Treatment
08:35 AM Treatment
08:35 AM Vitals
08:40 AM Treatment
08:40 AM Vitals
08:40 AM Vitals
08:40 AM Vitals
09:19 AM Treatment
09:19 AM Vitals
09:20 AM Treatment
09:56 AM Treatment
09:56 AM Vitals
09:57 AM Treatment
09:57 AM Vitals
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Client:

Patient: B 6

Patient History
10:02 AM Prescription
11:43 AM Treatment
11:43 AM Vitals
11:43 AM Treatment
11:43 AM Vitals
11:48 AM Treatment
11:49 AM Treatment
11:49 AM Vitals
11:49 AM Treatment
12:43 PM Treatment
12:43 PM Vitals
12:43 PM Treatment
12:43 PM Vitals
12:43 PM Treatment
12:43 PM Vitals
01:32 PM Treatment
01:40 PM Treatment
01:40 PM Vitals
01:42 PM Treatment
01:42 PM Vitals

B 6 01:58 PM Treatment
01:58 PM Vitals
01:59 PM Treatment
01:59 PM Vitals
01:59 PM Vitals
03:22 PM Treatment
03:22 PM Vitals
03:23 PM Treatment
03:23 PM Vitals
03:26 PM Treatment
03:51 PM Vitals
04:09 PM Treatment
04:09 PM Vitals
04:09 PM Treatment
04:09 PM Vitals
04:10 PM Treatment
04:10 PM Vitals
05:06 PM Purchase
05:06 PM Purchase
05:383 PM UserForm
05:56 PM Treatment
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Client:
Patient:

B6

Patient History

B6

05:56 PM
05:56 PM
05:57 PM
05:57 PM
05:58 PM
05:58 PM
06:01 PM
06:01 PM
06:01 PM

06:01 PM
07:03 PM
07:13 PM

07:13PM

07:13 PM
07:14 PM
07:14 PM
07:14 PM
07:23 PM

07:23 PM
07:23 PM
07:23 PM

07:23 PM

07:33 PM
07:33 PM
07:34 PM
07:34 PM
07:46 PM

07:46 PM
07:46 PM
07:46 PM
07:53 PM

07:53 PM

07:53 PM

07:53 PM
07:53 PM
08:11 PM
08:14 PM
08:34 PM

08:34 PM

Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Vitals
Treatment

Treatment

Vitals
Treatment
Vitals
Treatment
Treatment

Treatment
Vitals
Treatment

Treatment

Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Vitals

Vitals

Vitals
Vitals
Labwork
Labwork
Treatment

Vitals
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Client:
Patient B 6

Patient History
08:34 PM Treatment
08:34 PM Vitals
08:57 PM Treatment
08:57 PM Vitals
09:17 PM Treatment
09:17 PM Treatment
09:17 PM Vitals
10:00 PM Treatment
10:00 PM Vitals
10:.01 PM Treatment
10:.01 PM Vitals
10:02 PM Treatment
10:02 PM Vitals
10:46 PM Treatment
10:46 PM Vitals
10:46 PM Treatment
10:46 PM Vitals
11:14 PM Treatment
11:23 PM Treatment
11:47 PM Treatment
11:47 PM Vitals

B 6 01:00 AM Treatment
01:00 AM Vitals
01:37 AM Treatment
01:37 AM Treatment
01:37 AM Vitals
01:38 AM Treatment
01:38 AM Vitals
01:46 AM Treatment
01:46 AM Vitals
01:46 AM Treatment
01:46 AM Vitals
02:54 AM Treatment
02:54 AM Vitals
03:07 AM Treatment
03:17 AM Treatment
03:17 AM Vitals
03:18 AM Treatment
03:18 AM Vitals
03:26 AM Treatment
03:56 AM Treatment
03:56 AM Vitals
04:54 AM Treatment
04:54 AM Vitals
04:55 AM Treatment
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Client:

B6

Patient:

Patient History
04:55 AM Vitals
05:04 AM Purchase
05:13 AM Treatment
05:13 AM Treatment
05:13 AM Vitals
05:51 AM Treatment
05:51 AM Vitals
05:51 AM Treatment
05:51 AM Vitals
06:22 AM Treatment
06:22 AM Vitals
07:16 AM Vitals
07:16 AM Vitals
07:16 AM Vitals
07:16 AM Vitals
07:16 AM Vitals
07:16 AM Vitals
07:16 AM Vitals
07:36 AM Treatment
07:36 AM Treatment
07:36 AM Vitals
07:36 AM Vitals

B 6 07:53 AM Treatment
07:53 AM Treatment
07:53 AM Vitals
07:54 AM Treatment
07:54 AM Vitals
08:08 AM Treatment
08:08 AM Treatment
08:22 AM Vitals
08:48 AM Vitals
08:48 AM Vitals
08:49 AM Labwork
08:50 AM Labwork
08:54 AM Vitals
09:00 AM Treatment
09:00 AM Vitals
09:30 AM Treatment
09:30 AM Vitals
09:53 AM Treatment
09:53 AM Vitals
09:54 AM Treatment
09:54 AM Vitals
09:54 AM Treatment
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Client:

B6

Patient:
Patient History

10:07 AM Treatment
10:07 AM Vitals
10:18 AM Treatment
10:18 AM Vitals
10:49 AM Treatment
10:49 AM Vitals
11:08 AM Treatment
11:22 AM Prescription
11:28 AM Treatment
11:28 AM Vitals
11:35 AM Treatment
11:35 AM Vitals
11:37 AM Treatment
11:37 AM Vitals
11:37 AM Vitals
11:41 AM Vitals
11:54 AM Treatment
11:54 AM Vitals
11:54 AM Treatment
11:54 AM Vitals

B 6 01:04 PM Treatment
01:04 PM Vitals
01:42 PM Treatment
01:53 PM Treatment
01:53 PM Vitals
01:54 PM Treatment
01:54 PM Vitals
01:59 PM Vitals
02:55 PM Treatment
02:55 PM Vitals
03:41 PM Treatment
03:44 PM Treatment
03:44 PM Vitals
03:44 PM Treatment
03:44 PM Vitals
03:56 PM Vitals
04:03 PM Treatment
04:03 PM Vitals
04:58 PM Vitals
04:59 PM Treatment
04:59 PM Vitals
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Client:
Patient B 6

Patient History
05:06 PM Purchase
05:06 PM Purchase
05:20 PM Treatment
05:24 PM Treatment
05:24 PM Vitals
05:24 PM Treatment
05:24 PM Vitals
05:50 PM Treatment
05:50 PM Vitals
05:51 PM Treatment
05:51 PM Vitals
05:55 PM Treatment
05:55PM Vitals
07:03 PM Treatment
07:03 PM Vitals
07:04 PM Treatment
07:04 PM Vitals
07:12 PM Treatment

B 6 07:15PM Treatment
07:15PM Vitals
07:26 PM Treatment
07:26 PM Treatment
07:26 PM Treatment
07:26 PM Treatment
07:28 PM Treatment
07:28 PM Vitals
07:51 PM Treatment
07:51 PM Vitals
07:54 PM Treatment
07:55 PM Vitals
07:55PM Vitals
07:55PM Vitals
07:55PM Vitals
07:56 PM Treatment
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Client: B 6
Patient:
Patient History

07:56 PM Vitals
09:15 PM Treatment
09:15 PM Vitals
09:15 PM Treatment
09:15 PM Vitals
09:26 PM Treatment
09:26 PM Treatment
09:26 PM Vitals
09:30 PM Treatment
09:30 PM Vitals
09:53 PM Treatment
09:53 PM Vitals
09:57 PM Treatment
09:57 PM Vitals
09:57 PM Treatment
09:57 PM Vitals
10:54 PM Treatment
10:54 PM Vitals
10:55 PM Treatment

B 6 10:55 PM Vitals
11:09 PM Vitals
11:30 PM Treatment
11:30 PM Treatment
11:30 PM Vitals
11:48 PM Treatment
11:48 PM Vitals
11:53 PM Treatment
11:53 PM Vitals
12:58 AM Treatment
12:58 AM Vitals
12:58 AM Treatment
12:58 AM Vitals
01:31 AM Treatment
01:31 AM Vitals
01:31 AM Treatment
01:31 AM Vitals
01:31 AM Treatment
01:31 AM Vitals
01:32 AM Treatment
01:54 AM Treatment
01:54 AM Vitals
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Client:
Patient: B 6

Patient History
01:55 AM Treatment
01:55 AM Vitals
02:45 AM Treatment
02:45 AM Vitals
02:47 AM Treatment
02:47 AM Vitals
03:31 AM Treatment
03:36 AM Treatment
03:36 AM Treatment
03:36 AM Vitals
03:37 AM Treatment
03:37 AM Vitals
03:39 AM Prescription
03:43 AM Treatment
03:43 AM Treatment
03:43 AM Vitals
04:51 AM Treatment
04:51 AM Vitals
04:52 AM Treatment

B 6 04:52 AM Vitals
05:04 AM Purchase
05:18 AM Treatment
05:18 AM Vitals
05:18 AM Treatment
05:18 AM Treatment
05:18 AM Vitals
05:29 AM Treatment
05:29 AM Vitals
05:31 AM Treatment
05:31 AM Vitals
05:36 AM Treatment
05:36 AM Vitals
05:36 AM Treatment
05:36 AM Vitals
06:23 AM Treatment
06:23 AM Vitals
06:49 AM Treatment
06:49 AM Vitals
06:50 AM Purchase
06:50 AM Purchase
07:03 AM Vitals

Page

174/223

FDA-CVM-FOIA-2019-1704-015864



Client:

B6

Patienti
Patient History

07:03 AM Vitals
07:03 AM Vitals
07:03 AM Vitals
07:03 AM Vitals
07:03 AM Vitals
07:03 AM Vitals
07:56 AM Vitals
07:56 AM Vitals
08:01 AM UserForm
08:01 AM Prescription
08:07 AM Treatment
08:07 AM Vitals
08:07 AM Treatment
08:12 AM Treatment
08:12 AM Vitals
08:17 AM Vitals
08:17 AM Vitals
08:26 AM Treatment

B 6 08:26 AM Treatment
08:29 AM Treatment
08:29 AM Vitals
08:30 AM Treatment
08:31 AM Prescription
08:33 AM Treatment
08:33 AM Vitals
08:33 AM Treatment
08:33 AM Vitals
09:03 AM Purchase
09:08 AM Treatment
09:08 AM Vitals
09:11 AM Treatment
09:11 AM Vitals
09:11 AM Vitals
09:12 AM Treatment
09:12 AM Vitals
09:12 AM Vitals
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Client:

B6

Patient:
Patient History
9:12 AM Vitals
9:12 AM Vitals
9:39 AM Purchase
9:40 AM Treatment
9:50 AM Treatment
9:50 AM Vitals
9:51 AM Treatment
9:51 AM Vitals
9:51 AM Treatment
9:51 AM Vitals
9:56 AM Treatment
9:56 AM Treatment
9:56 AM Vitals
9:56 AM Treatment
9:56 AM Vitals
9:56 AM Treatment
9:56 AM Vitals
10:38 AM Prescription
B 6 11:18 AM Treatment
11:18 AM Vitals
11:.24 AM Treatment
11:24 AM Vitals
11:40 AM Treatment
11:40 AM Treatment
11:40 AM Treatment
i 1:40 AM Treatment
11:42 AM Treatment
]12:00 PM Treatment
12:00 PM Vitals
12:01 PM Treatment
12:01 PM Vitals
12:15 PM Prescription
1:05 PM Treatment
1:05 PM Vitals
1:06 PM Treatment
1:08 PM Treatment
1:09 PM Treatment
1:09 PM Vitals
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Client:
Patient B6

Patient History
01:09 PM Treatment
01:09 PM Vitals
01:09 PM Treatment
01:15PM Labwork
01:20 PM Labwork
01:54 PM Treatment
01:54 PM Vitals
01:55 PM Treatment
01:55PM Vitals
02:51 PM Treatment
02:51 PM Vitals
02:51 PM Treatment
02:51 PM Vitals
03:30 PM Treatment
03:31 PM Treatment
03:31 PM Vitals
03:33 PM Vitals
03:57 PM Treatment
03:57 PM Vitals

B 6 05:03 PM Treatment
05:03 PM Vitals
05:06 PM Purchase
05:06 PM Purchase
05:34 PM Treatment
05:34 PM Vitals
05:37 PM Treatment
05:37 PM Vitals
05:37 PM Treatment
05:37 PM Vitals
05:40 PM Treatment
05:42 PM Treatment
05:42 PM Vitals
05:46 PM Vitals
05:55 PM Treatment
05:55 PM Vitals
06:07 PM Vitals
06:07 PM Treatment
07:07 PM Treatment
07:07 PM Vitals
07:10 PM Treatment
07:10 PM Treatment
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Client:
Patient: B 6
Patient History
T 07:10 PM Vitals
07:22 PM Treatment
07:29 PM Treatment
07:29 PM Treatment
07:29 PM Treatment
07:29 PM Vitals
07:29 PM Treatment
07:29 PM Vitals
07:33 PM Vitals
07:36 PM Prescription
07:38 PM Treatment
07:38 PM Vitals
07:46 PM Treatment
07:46 PM Treatment
07:46 PM Vitals
07:46 PM Treatment
B 6 07:46 PM Vitals
07:46 PM Vitals
07:46 PM Vitals
07:46 PM Vitals
07:46 PM Vitals
07:46 PM Vitals
09:01 PM Treatment
09:01 PM Vitals
09:01 PM Treatment
09:01 PM Vitals
09:12 PM Treatment
09:12 PM Treatment
09:12 PM Vitals
09:55 PM Treatment
09:55 PM Vitals
09:56 PM Treatment
09:56 PM Vitals
10:41 PM Vitals
10:42 PM Vitals
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Client: B 6
Patient

Patient History
10:50 PM Treatment
10:50 PM Vitals
10:50 PM Treatment
10:50 PM Vitals
11:38 PM Treatment
11:38 PM Vitals
11:38 PM Treatment
11:38 PM Vitals
11:39 PM Treatment
12:58 AM Treatment
12:58 AM Vitals
01:01 AM Treatment
01:01 AM Treatment
01:01 AM Vitals
02:06 AM Treatment
02:06 AM Vitals
02:06 AM Treatment
02:06 AM Treatment
02:06 AM Vitals
02:07 AM Treatment

B 6 02:07 AM Vitals
02:09 AM Treatment
02:09 AM Vitals
02:12 AM Treatment
02:12 AM Vitals
02:59 AM Treatment
02:59 AM Vitals
02:59 AM Treatment
02:59 AM Vitals
03:07 AM Treatment
03:11 AM Treatment
03:48 AM Treatment
03:48 AM Vitals
03:48 AM Treatment
03:48 AM Treatment
03:48 AM Treatment
03:48 AM Vitals
04:45 AM Treatment
04:45 AM Vitals
04:45 AM Treatment
04:45 AM Vitals
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Client:

B6

Patient:
Patient History

5.04 AM Purchase
5:25 AM Treatment
5:49 AM Treatment
5:49 AM Vitals
5:49 AM Treatment
5:49 AM Vitals
5:51 AM Treatment
5:51 AM Vitals
5:54 AM Vitals
5:54 AM Treatment
5:55 AM Treatment
5:55 AM Vitals
6:48 AM Treatment
6:48 AM Vitals
6:48 AM Treatment
6:48 AM Vitals
7:55 AM Treatment
8:02 AM Vitals
8:09 AM Treatment
8:09 AM Vitals
8:13 AM Treatment

B 6 8:13 AM Vitals
8:14 AM Treatment
8:14 AM Vitals
8:22 AM Treatment
8:22 AM Vitals
8:22 AM Treatment
8:22 AM Vitals
8:24 AM Treatment
8:24 AM Vitals
8:24 AM Vitals
8:24 AM Vitals
8:24 AM Vitals
8:34 AM Prescription
8:59 AM Treatment
8:59 AM Vitals
9:01 AM Deleted Reason
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Client: B 6
Patient: |}
Patient History

09:01 AM Purchase
09:07 AM Treatment
09:07 AM Vitals
09:08 AM Treatment
09:08 AM Vitals
09:08 AM Treatment
09:09 AM Treatment
09:09 AM Treatment
10:31 AM Vitals
10:32 AM Treatment
10:32 AM Vitals
10:32 AM Treatment
10:32 AM Vitals
10:36 AM Purchase
10:43 AM Labwork
11:09 AM Treatment
11:09 AM Vitals
12:08 PM Treatment
12:09 PM Treatment
12:09 PM Vitals
12:21 PM Treatment
12:21 PM Vitals

B 6 12:22 PM Treatment
12:22 PM Treatment
12:22 PM Treatment
12:22 PM Treatment
01:50 PM Prescription
02:00 PM UserForm
02:07 PM Vitals
02:09 PM Vitals
02:10 PM Treatment
02:11 PM Purchase
(02:38 PM Purchase
02:38 PM Treatment
02:46 PM UserForm
02:51 PM Treatment
02:58 PM Treatment
02:58 PM Vitals
03:34 PM Treatment
03:34 PM Vitals
03:34 PM Treatment
03:34 PM Treatment
03:34 PM Vitals
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Client:

B6

Patient:
Patient History

05:06 PM Purchase
05:06 PM Purchase
05:10 PM Treatment
05:10 PM Treatment
05:10 PM Vitals
05:30 PM Vitals
05:33 PM Treatment
05:33 PM Vitals
05:34 PM Treatment
05:34 PM Vitals
05:57 PM Treatment
05:57 PM Vitals
06:53 PM Treatment
06:53 PM Vitals
07:14 PM Treatment
07:25 PM Treatment
07:25 PM Vitals
07:25 PM Treatment
07:28 PM Labwork
07:28 PM Treatment
07:31 PM Treatment

B 6 07:32 PM Treatment
07:32 PM Treatment
07:32 PM Vitals
07:32 PM Vitals
07:32 PM Vitals
07:32 PM Vitals
07:47 PM Treatment
07:47 PM Vitals
07:47 PM Vitals
08:00 PM Treatment
08:00 PM Vitals
08:00 PM Treatment
08:00 PM Vitals
09:01 PM Treatment
09:01 PM Vitals
09:01 PM Treatment
09:37 PM Treatment
09:37 PM Treatment
09:37 PM Vitals
09:53 PM Treatment
09:53 PM Vitals
09:59 PM Vitals
10:00 PM Treatment
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Client:

B6

Patient:

Patient History
10:52 PM Treatment
10:52 PM Vitals
11:38 PM Treatment
11:56 PM Treatment
11:56 PM Vitals
12:00 AM Vitals
12:.06 AM Treatment
12:06 AM Vitals
12:07 AM Treatment
12:07 AM Vitals
12:52 AM Treatment
12:52 AM Vitals
01:06 AM Treatment
01:06 AM Treatment
01:08 AM Treatment
01:08 AM Vitals
01:52 AM Treatment
01:52 AM Vitals
04:22 AM Treatment
04:22 AM Treatment
04:22 AM Treatment
04:22 AM Vitals
04:22 AM Treatment

B 6 04:50 AM Treatment
04:50 AM Vitals
05:04 AM Purchase
05:30 AM Treatment
05:38 AM Treatment
05:40 AM Treatment
05:40 AM Vitals
05:57 AM Treatment
05:57 AM Vitals
06:06 AM Treatment
06:06 AM Vitals
06:13 AM Treatment
06:13 AM Vitals
06:14 AM Vitals
06:14 AM Treatment
07:14 AM Treatment
07:14 AM Vitals
07:14 AM Treatment
07:35 AM Treatment
07:35 AM Vitals
07:39 AM Treatment
07:39 AM Treatment
07:42 AM Treatment
07:42 AM Vitals

Page

183/223

FDA-CVM-FOIA-2019-1704-015873



Client: B 6
Patient!

Patient History
(07:42 AM Vitals
07:44 AM Treatment
07:44 AM Vitals
07:51 AM Treatment
07:51 AM Labwork
07:52 AM Treatment
(07:52 AM Vitals
08:08 AM Treatment
08:08 AM Vitals
08:13 AM Treatment
08:13 AM Vitals
08:13 AM Vitals
08:13 AM Vitals
08:13 AM Vitals

B 6 08:48 AM Treatment
08:51 AM Prescription
08:52 AM Treatment
08:52 AM Prescription
08:57 AM Purchase
09:00 AM Treatment
09:00 AM Vitals
09:01 AM Prescription
09:03 AM Purchase
09:46 AM Treatment
09:46 AM Vitals
11:02 AM Treatment
11:02 AM Vitals
11:38 AM Treatment
11:59 AM Treatment
11:59 AM Vitals
12:26 PM Treatment
12:26 PM Treatment
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 9/12/2018 12:11:03 PM

Subject: DCM case-also fed Rachel Ray-FW: Nature's Variety Instinct Raw Boost Chicken dry: Lisa
Freeman - EON-365022

Attachments: 2054861-report.pdf; 2054861-attachments.zip

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

1 U.S. FOOD & DRUG

AT AL TRATECHN

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

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

Sent: Wednesday, September 12, 2018 8:09 AM

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; HQ Pet Food Report Notlflcatlon
<HQPetFoodReportNotification@fda.hhs.gov>;; B6

Subject: Nature's Variety Instinct Raw Boost Chicken dry: Lisa Freeman - EON 365022

A PFR Report has been received and PFR Event [EON-365022] has been created in the EON System.

A "PDF" report by name "2054861-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 "2054861-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-365022

ICSR #: 2054861

EON Title: PFR Event created for Nature's Variety Instinct Raw Boost Chicken dry, Rachel Ray Nutrish Chicken
and Veggie dry; 2054861

AE Date i B6 Number Fed/Exposed | 1

Best By Date Number Reacted 1

FDA-CVM-FOIA-2019-1704-015914



Animal Species Dog Outcome to Date Stable

Breed Great Dane

Age 6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2054861

Product Group: Pet Food

Product Name: Nature's Variety Instinct Raw Boost Chicken dry, Rachel Ray Nutrish Chicken and Veggie dry

switching diet. Owner does not have the Nature's Variety but will hold onto the Rachel Ray. She is happy to
answer any additional questions

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

Nature's Variety Instinct Raw Boost Chicken dry

Rachel Ray Nutrish Chicken and Veggie dry

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-365022

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=12&
issueld=381781

FDA-CVM-FOIA-2019-1704-015915



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-365022

ICSR: 2054861

Type Of Submission: Initial

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

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

Report Submission Date: 2018-09-12 08:00:29 EDT

Reported Problem: Problem Description:  DCM and CHE Owner was feeding Natures Variefy until ~1/8/18 then switched to
Rachel Ray. Presented to ER for coughingg  B6 1 DCM and CHF diagnosed
Lwith atrial fibrillation). Taurine not measured and diet not changed. Re-evaluated
i __B6 _ind no improvement Whole blood taurine pending and owner is
switching diet Owner does not have the Nature's Variety but will hold onto the

_Rachel Ray She is happy to answer any additional guestions

Date Problem Started:| B6

Concurrent Medical No
Problem:;

Outcome to Date; Stable

Product Information: Product Name: = Rachel Ray Nuitrish Chicken and Veggie dry
Product Type: Pet Food

Lot Number:

Package Type: BAG

Product Use pescription: Fed from 1/8/18 to present
e First Exposure 01/08/2018
Date:
Last Exposure 09/12/2018
Date:
Manufacturer

IDistributor Information:

Purchase Location
Information:

Product Name: ~  Nature's Variety Instinct Raw Boost Chicken dry.
Product Type: Pet Food
Lot Number:
Package Type: BAG
Possess Opened No

Product:
Product Use pescription: = Fed from 14 months of age until ~1/8/ 8
imomition: Perceived Possibly related
Relatedness to
Adverse Event:
Manufacturer

/Distributor Information:

Purchase Location
Information:

Animal Information: Name: | B6

I — -

Type Of Species: Dog
Type Of Breed: Great Dane
Gender: Male
Réprddudtivé Status: Neutered
Weight: 71 Kilogram

Age: 6 Years
Assessment of Prior Excellent
Health:
FOUO- For Official Use Only 1
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Diagnostic plan:





















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

To: Jones, Jennifer L

Sent: .9/12/2018.12:01:30 PM

Subject: B6

Attachments: 'discharge report 9-10-18.pdf; natures variety.pdf; profile 9-10-18.pdf; rachel ray.pdf; radiology

report 2-20-18.pdf; rdvm records.pdf; soap.pdf

Hi Jen

| just submitted a report on this dog but it didn't allow me to attach all the records. Here are the rest
Taurine is pending

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Freeman, Lisa'
Sent: 9/12/2018 12:12:12 PM
Subject: RE!: B6 i

Received. Thanks, Lisa!

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

u' W5 FOOD & DRUG

II AU R DE TR ATTCO M

From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Wednesday, September 12, 2018 8:02 AM

To: Jones, Jennifer L <Jepnifer.Jones@fda.hhs.gov>
Subject; B6 ‘

Hi Jen

| just submitted a report on this dog but it didn't allow me to attach all the records. Here are the rest

Taurine is pending
Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www, petfoodology.org

FDA-CVM-FOIA-2019-1704-015942



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

To: Peloguin, Sarah
Sent: i B6  14:03:48 PM
Subject: Update on B6
FYI

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Board Certified Veterinary Nutritionist' ™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www. petfoodology.org

From B6

Sent:

_________________________________

Thank you for all that you have done for B6

He passed away% B6 EOur hearts are completely broken.

him with us for 8 months after his DCM diagnoses. It was a good eight months.

Sincerely,

B6

FDA-CVM-FOIA-2019-1704-015943



B6

From: ;
To: Peloquin, Sarah

Sent: i B6__ 5:05:45PM

Subject: Re: Please accept my condolences

Thank you for your condolences.

B6 1l don't think he even thought to ask for one.

B6

FDA-CVM-FOIA-2019-1704-015944



Dr. Lisa Freeman told me that;___B6 __ipassed away a few days ago. I am so, so sorry to hear this. Please accept

my condolences--I know he was a special boy.

I was wondering if an autopsy was done. Please let me know, if you don’t mind.

Thank you,

Dr. Peloquin

Sarah K. Peloguin, DVM
Leterinary Medical Officer

US. Food & Drug Administration
Center for Veterinary Medicine

Veterinary Laboratory Investigation and Response Network
tel: 240-402-1218

fax: 301-210-4685
e-mail: sarah.peloquin/@tda hhs.gov

FDA-CVM-FOIA-2019-1704-015945



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Carey, Lauren
Sent: 7/5/2019 11:18:12AM
Subject: FW. 800.267-FDA Case Investigation for  B6 T;(EON-358842)

FYI-correction from the owner.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

uu{iﬂi‘flﬁﬁm W5, FOOD & DRUG

AT EAEMNG TR AT W

From: B6
Sent Sunday, June 30, 2019 12:28 AM

Subject Re 800.267-FDA Case Investigation fon B6 (EON 358842)

First,i B6 lis continuing to recover. I'll be happy to forward her updated records if you would like them.

| did see the recent update released by the FDA. | located our specific complaint in the PDF. There are a couple
of errors. My other dog was not on Taste of the Wild “for years.” She, thankfully, was only exposed to it for

apprOX|mater a year She transmoned only when B6 : wenton Adult food. The other error is in regards to the

was Taurine deficient as well as B6

| felt the correction regarding: B6 ! L was important as length of “exposure” may be an important variable.

Best Regards,

B6

On Nov 15, 2018, at 12:36 PM, Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov> wrote:

Good morning B6

Thank you for sharing the updated medical records. I'm very happy to hear that. _B6 _is recovering!

We are actively investigating the potential connection between the diets and d|Iated cardiomyopathy. We should
have a new web update coming out soon that details the progress of our investigation The new update will be

Thank you for the add|t|onaI |nformat|on and Happy Thanksgiving,
Dr. Jones

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From:: B6 :
Sent: Wednesday, November 14, 2018 8:42 AM
To: Jones, Jennifer L <Jennifer. Jones@fda. hihs, gov>

FDA-CVM-FOIA-2019-1704-015946



cases.” Again, how can this this possibly be true? | see the dogs at Tufts. | see the dogs online being discussed.
Certainly there are more that 150 cases. Dr. Stern has at least 50 dogs just at UCDavis.

| find it distressing that a food manufacturer believes the FDA is “backing off’ the issue when in fact, we know
this is a very real and serious issue.

Thank You,

B6

FDA-CVM-FOIA-2019-1704-015947



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER. JO>

To: S B6 ..

Sent: 7/5/2019 11:15:57 AM

Subject: RE: 800.267-FDA Case Investigation fori B6 {EON-358842)

Thank you,! BG ______________________________

I'll make sur"é"o'Li'r"r"e"éofdé'are updated. If you have any recent echocardiogram data fori B6 | that you're
willing to share, we can add it to her case.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

.S, FOOD & DRUG vﬁm
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From: B6
Sent: Sunday, June 30, 2019 12:28 AM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: Re: 800.267-FDA Case Investigation fori  Bé ! (EON-358842)

Hi Dr. Jones,

First, B6 {is continuing to recover. I'll be happy to forward her updated records if you would like them.

| did see the recent update released by the FDA. | located our specific complaint in the PDF. There are a couple
of errors. My other dog was not on Taste of the WId ‘for years " She, thankfuIIy was only exposed to it for

was Taurine deficient as well as B6

Best Regards,

B6

On Nov 15, 2018, at 12:36 PM, Jones, Jennifer L <Jennifer.Jones@ida. hhs, gov> wrote;

Good morning B6 .+
Thank you for sharing the updated medical records. I'm very happy to hear that __B6 _iis recovering!

We are actively investigating the potential connection between the diets and dilated cardiomyopathy. We should
have a new web update coming out soon that detaiIs the progress of our investigation The new update will be

Thank you for the add|t|onaI |nformat|on and Happy Thanksgiving,
Dr. Jones

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<imageQ01.png> <image002.png>
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From:: B8
Sent: Wednesday, November 14, 2018 8:42 AM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

“The FDA appears to be backing off the issue.” Is this true? She also commented that “The FDA only has 150
cases.” Again, how can this this possibly be true? | see the dogs at Tufts. | see the dogs online being discussed.
Certainly there are more that 150 cases. Dr. Stern has at least 50 dogs just at UCDavis.

| find it distressing that a food manufacturer believes the FDA is “backing off’ the issue when in fact, we know
this is a very real and serious issue.

Thank You,

B6

FDA-CVM-FOIA-2019-1704-015949



From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 i

Sent: 8/5/2019 7:02:39 PM R '

Subject: RE: 800.267-FDA Case Investigation fori B6 (EON-358842)
Thank you: B6 | | look forward to seeing the echo.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

uiiyum |Im .5 FOOD & DRUG

AT EAEMNG TR AT W

From: B6
Sent: Friday, July 05, 2019 1:12 PM

email it to me next week. I'll forward it to you at that time.

To summarize, she’s improved over a year ago and remains stable. In fact, we just spayed her and she had no
issues while under anesthesia or post op.

I'll send you the echo report as soon as | have it.

Best Regards,

B6

On Jul 5, 2019, at 7:15 AM, Jones, Jennifer L <Jennifer.Jones@ida.hhs.gov> wrote:

Thank you; B6

(R,

I'll make sure our records are updated. If you have any recent echocardiogram data forﬁ[ _____ B6 ithat you're
willing to share, we can add it to her case.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From: B6
Sent: Sunday, June 30, 2019 12:28 AM
To: Jones, Jennifer L <Jennifer. Jones@fda. hhs gov>

Hi Dr. Jones,

First,iﬁ _____ B6 |s continuing to recover. I'll be happy to forward her updated records if you would like them.

FDA-CVM-FOIA-2019-1704-015950



| did see the recent update released by the FDA. | located our specific complaint in the PDF. There are a couple
of errors. My other dog was not on Taste of the Wild.“for.vears.” She, thankfully, was only exposed to it for
approximatelv.a.vear. She transitioned only when, B6 iwent on Adult food. The other error is in regards to the

medicationi B6 iwas discharaed with when diagnoséd. She was also prescribed Taurine supplement as she

was Taurine deficient as well as B6

Best Regards,

B6

On Nov 15, 2018, at 12:36 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:

Good morningi Bé6

Thank you for sharing the updated medical records. I'm very happy to hear that. B6 |s recovering!

We are actively investigating the potential connection between the diets and dilated cardiomyopathy. We should
have a new web update coming out soon that details the progress of our investigation. The new update will be

Thank you for the additional information and Happy Thanksgiving,
Dr. Jones

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From:: B6
Sent: Wednesday, November 14, 2018 8:42 AM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

However, | had a rather disturbing discussion with§ ___________ BG from Taste of the Wild. She commented that
“The FDA appears to be backing off the issue.” Is this true? She also commented that “The FDA only has 150
cases.” Again, how can this this possibly be true? | see the dogs at Tufts. | see the dogs online being discussed.

Certainly there are more that 150 cases. Dr. Stern has at least 50 dogs just at UCDavis.

| find it distressing that a food manufacturer believes the FDA is “backing off’ the issue when in fact, we know
this is a very real and serious issue.

Thank You,

B6

FDA-CVM-FOIA-2019-1704-015951



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
A{EYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: B6

Sent: 8/6/2019 2:16:41 PM

Subject: RE: 800.267-FDA Case Investigation forEL _____ §§_____§EON-358842)
Thank you!

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

u' W5 FOOD & DRUG
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From:i B6
Sent: Monday, August 05, 2019 5:11 PM

My apologies. | meant to send this sooner.

Attached is her echocardiogram from 7/3/2019. Of note, she had surgery oni B6 Eand did very well under
anesthesia T e

Regards,

B6

On Aug 5, 2019, at 3:02 PM, Jones, Jennifer L <Jennifer Jones@fida. hhs.gov> wrote:

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image003.png> <image004.png>

From: B6
Sent: Friday, July 05, 2019 1:12 PM
To: Jones, Jennifer L <Jennifer. Jones@fda. hihs, gov>

To summarize, she’s improved over a year ago and remains stable. In fact, we just spayed her and she had no
issues while under anesthesia or post op.

I'll send you the echo report as soon as | have it.

Best Regards,

FDA-CVM-FOIA-2019-1704-015952



B6

On Jul 5, 2019, at 7:15 AM, Jones, Jennifer L <Jennifer.Jones@ida.hhs,gov> wrote:

Thank you, ! B6

I limimimim it ey

I'll make sure our records are updated. If you have any recent echocardiogram data for _______ B6 that you're
willing to share, we can add it to her case.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From:i B6
Sent: Sunday, June 30, 2019 12:28 AM
To: Jones, Jennifer L <Jennifer.Jones@fda. hhs.gov>

Subject: Re: 800.267-FDA Case Investigation for‘fi B6 {EON-358842)

Hi Dr. Jones,

First; B6 |s continuing to recover. I'll be happy to forward her updated records if you would like them.

| felt the correction regarding B6 'was important as length of “exposure” may be an important variable.

Best Regards,

B6

On Nov 15, 2018, at 12:36 PM, Jones, Jennifer L <Jennifer.Jones@fida. hhs.gov> wrote;

Good morning B6
Thank you for sharing the updated medical records. I'm very happy to hear that, B8 iis recovering!

We are actively investigating the potential connection between the diets and d|Iated Cardlomyopathy We should
have a new web update commg out soon that detalls the progress of our |nvest|gat|on The new update will be

Thank you for the add|t|onaI |nformat|on and Happy Thanksgiving,
Dr. Jones

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From:; B6
Sent Wednesday November 14, 2018 8'42 AM

Subject. Re: 800.267-FDA Case Investlgatlon forl B6 .(EON-358842)

FDA-CVM-FOIA-2019-1704-015953



Good Morning Dr. Jones,

However, | had a rather disturbing discussion with B6 jfrom Taste of the Wild. She commented that
“The FDA appears to be backing off the issue.” Is this true? She also commented that “The FDA only has 150
cases.” Again, how can this this possibly be true? | see the dogs at Tufts. | see the dogs online being discussed.

Certainly there are more that 150 cases. Dr. Stern has at least 50 dogs just at UCDavis.

| find it distressing that a food manufacturer believes the FDA is “backing off” the issue when in fact, we know
this is a very real and serious issue.

Thank You,

B6

FDA-CVM-FOIA-2019-1704-015954



























From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

8/5/2018 1:32:12 AM

B6

Acana Pork and Squash:i B6

- EON-361371

2053236-report.pdf

A PFR Report has been received and PFR Event [EON-361371] has been created in the EON System.

A "PDF" report by name "2053236-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report:

EON Key: EON-361371

ICSR #: 2053236

EON Title: PFR Event created for Acana Pork and Squash; 2053236

AE Date 04/12/2016 Number Fed/Exposed | 2
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Unknown

Breed

Retriever - Golden

Age

4 Years

District Involved

PFR. BG

Product information

Individual Case Safety Report Number: 2053236
Product Group: Pet Food

Product Name: Acana Pork and Squash
Description: This is not an event that suddenly occurred. My dog was diagnosed with dilated cardiomyopathy at

food. I was told his food could cause taurine deficient dilated cardiomyopathy. He will be re-tested in the
upcoming months. It is not know at this time if the dog food contributed to his disease or caused it. The study is

still on going.

Submission Type: Initial

FDA-CVM-FOIA-2019-1704-015963



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 Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Pork and Squash

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-361371

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa? decorator=none& e=0&i1ssueType=12&
1ssueld=378105

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

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

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

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

FDA-CVM-FOIA-2019-1704-015964



Report Details - EON-361371

ICSR:

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

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2053236

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

2018-08-04 21:25:50 EDT

Yes

Problem Description:

__This is not an event that suddenly occurred My dog was diagnosed with dilated

cardiomyopathy at 2 yvears old. | enrolled him in the taurine deficient study done
by Dr Joshua Stem at UC Davis, He Wwas eating Acana Pork & Squash since he

and take hlm off the cumrent dog food. | was told his food could cause taurine

_ deficient dilated cardiomyopathy. He will be re tested in the upcoming months It

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Dater

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

Possess Unopened
Product:

Possess Opened
Product:

Storage Conditions:

Product Use
Information:

Manufacturer

[Distributor Information:

FOUO- For Official Use Only

is not know at this time if the dog food contributed to his disease of caused it. The
study is still on going.

04/12/2016

No

Unknown

Acana Pork and Squash
Pet Food

BAG

25 Pound

056/29/2018

1

No

No

The product is stored init's orlglnal bag and then placed ina alrtlght contalner

Descri ptlon

Last Exposure
Date:

The product was feed 2xs per day
07/15/2018

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Unknown
Abate After

Product Stop:

Product Use No

Started Again:

Perceived
Relatedness to
Adverse Event:

Possibly related

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

FDA-CVM-FOIA-2019-1704-015965




Purchase Location Name: Pet Valu

Information: Address:

United States

Animal Information: Name: i B6 !

T‘ype>0f Speéiesf Do‘g

Type Of Breed: Retriever - Golden

Gender: Male

Reproductive Status: Neutered
Weight: 67 Pound
Age: 4 Years

Assessment of Prior Excellent
Health:

Number of Animals 2
Given the Product:

Number of Animals 1
Reacted:

Owner Information;

Healthcare Professional practice Name: | B6
Information: Contact Wikl "-BG-"-
Phone:
Address:

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen: 04/19/2016

Permission to Yes
Release Records
to FDA:

Sender Information: Name: B6

Address: |

TUnited States

Contact: phone: '
Email:! Bé

Permission To Contact Yes
Sender:

Preferred Method Of Email
Contact:

Reported to Other Store/Place of Purchase
Parties: Manufacturer

Additional Documents:

FOUO- For Official Use Only 2
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/on Recipients/cn=0f6ca12eaa9348959%a4cbb1e82%af244-Jennifer.Jo>
To: : B6 i

Sent: 8/7/2018 8:18:14 PM _

Subject: 800.267-FDA Case Investigation fori B6 (EON-361371)
Attachments: 03-Vet-LIRN-Network ProceduresOwners-12.22.2015.pdf

Good afternoon: ''''''''''''' B6 |

Thank you for submlttlng your ‘consumer complaint to FDA. I'm sorry to hear about B6 -|IIness
As part of our investigation, we'd like torequest:
o Full Medical Records
o Please contact your veterinarian (primary veterinarian and cardiologist/specialist) and ask them to
email (preferredyor
fax (301-210-4685) a copy of B6 -entlre medical history (not just this event).

e After we review the records, we may réquest a Phone interview about B6 :dietand
environmental exposures T
o The interview will help us better understand the details in your case.

We would like to collect the leftover food. How much is available?
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how owners help with our case investigations.
Please respond to this email so that we can initiate our investigation.
Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.3. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

Web: http://www.fda. qov/AmmalVetermarv/ soienceResearch/ucm247334.htm
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B6

From: :
To: Jones, Jennifer L
Sent: 8/7/2018 8:35:28 PM _ .
Subject: Re: 800.267-FDA Case Investigation for B6 {EON-361371)

Hi

T have some questions before we go forward, can you please contact me at B6
_Thanks

B6 !

From: Jones, Jennifer L
Date: 8/7/2018 4:20:07 PM

To: B6
Subject: 800.267-FDA Case Investigation for; B6 E(EON-361371)
Good afternooni  B6 |

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

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

¢ Full Medical Records
o Please contact your veterinarian (primary veterinarian and cardiologist/specialist) and

o After we review the records, we may request a Phone interview about! B6 :diet and

environmental exposures
o The interview will help us better understand the details in your case.

We would like to collect the leftover food. How much is available?

| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN
operates and how owners help with our case investigations.

Please respond to this email so that we can initiate our investigation.

Thank you kindly,

Dr. Jones

Jennifer L. A. Jones, DVM

FDA-CVM-FOIA-2019-1704-015972



Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685
e-mail: jenniferjones@fda.hhs.gov

Web: hitp://www.fda.gov/AnimalVeterinary/ScienceResearchiucm247334. him

W5 FOOD & DRUG
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Report Details - EON-358522
2051557

reaction or disease associated with the product)

ICSR:

Type Of Submission: Initial

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

Report Submission Date: 2018-07-09 08:50:19 EDT

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem:

Outcome to Date:

Product Information: Product Name:

Product Type:
Lot Number:
Package Type:

Product Use
Information:

Manufacturer

[Distributor Information:

Purchase Location
Information:

Animal Information: Name:
Type Of Breed:

Gender;

Reproductive Status:
Weight:

Age:

Assessment of Prior
Health:

Number of Animals
Reacted:

Owner Information:

Healthcare Professional
Information:

i B6 !

DCM and CHE Taurine not measured
06/29/2018
No

Stable

Halo grain-free dry food (exact variety unknown)
Pet Food

BAG

Great Dane
Male
Neutered

64 Kilogram
. B6 iYears
Unknown

1

Owner Yes
Information

p‘roviided}:

Contact:

vy
(o

Address: |

United States

Practice Name: Tufts Cummings School of Veterinary Medicine

Contact: lLisa Freeman
Phone: (508) 887-4523

Email: lisa. freeman@tufts.edu

Name:

Address: 200 Westboro Rd

North Grafton
Massachusetts
01536

United States

FOUO- For Official Use Only

FDA-CVM-FOIA-2019-1704-015974



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:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 2
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From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>
To: Jones, Jennifer L; Peloquin, Sarah
Sent: 8/25/2018 11:28:23 AM .
Subject: FW: 800.267-FDA Case Investigation forEL B6 E(EON-358522)

fyi

Renate Reimschuessel V.M.D. Ph.D. Vet—-LIRN
Phone 1- 240-402-5404

Fax 301-210-4685
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

From: Freeman, Lisa [mailto.Lisa.Freeman@tufts.edu]

Sent: Friday, August 24, 2018 5:44 PM

To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Cc: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Hi Renate
Sorry for the delay on this — | didn't want to contact the owner too soon since; B6 | died B6 L | just spoke to

the owner_and she's fine_to have you contact her
i B6 i

She has some of the food still available and will hold it until you contact her.

Please let me know if you need additional information. | can't remember if | already sent you all of his medical
records. If not, let me know and I'll send

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@ida hhs.gov>
Sent: Tuesday, July 17, 2018 11:44 AM

To: Freeman, Lisa <|Hissa.:Ifr@@mam@mf'ksn@du>I

Subject: 800.267-FDA Case Investigation for} B6 {(EON-358522)

Dear Dr. Freeman,

As part of our investigation, we’d like to request:
e Full Medical Records

o Please confirm permission to contact the owner.

FDA-CVM-FOIA-2019-1704-015976



o The interview generally lasts 30 minutes.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.
Please respond to this email so that we can initiate our investigation.
Thank you kindly,
Dr. Reimschuessel

Renate Reimschuessel V.M.D. Ph.D.

Director: Vet—-LIRN

(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1~ 240-402~-5404 Fax 301-210-~4685
EMAIL : renate.reimschuessel(@fda.hhs.gov

Vet-LIRN

http: - www.fda.gov: AnimalVeterinary: ScienceResearch/uem2473 34 htm

Phish-Pharm

http://www.fda.gov/AnimalVeterinary/ScienceResearch/Tools Resources/Phish-Pharm/default. htm

Agquaculture

http:/Awww . fda.gov/AnimalVeterinary/ScienceResearch/ResearchAreas/ucm130892.htm

FDA-CVM-FOIA-2019-1704-015977



From: Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH>
To: Jones, Jennifer L; Peloquin, Sarah
Sent: 8/25/2018 11:29:38 AM
Subject:
Attachments:

Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN
Phone 1-240-402-5404

Fax 301-210-4685
http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

From: Freeman, Lisa [mailto.Lisa.Freeman@tufts.edu]
Sent: Friday, August 24, 2018 5:48 PM
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>

Subject: RE: 800.267-FDA Case Investigation for: B6 ' EON-358522)

Sorry — | see you do need records
Here they are
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy
Tufts Clinical and Translational Science Institute
Tufts University

www.petfoodology.org

From: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>
Sent: Tuesday, July 17, 2018 11:44 AM

To: Freeman, Lisa <l|isa.freemanciufts. edy> _

Subject: 800.267-FDA Case Investigation fori_ B6 {EON-358522)

Dear Dr. Freeman, S
Thank you for submitting your consumer complaint to FDA. I'm sorry to hear abouti
As part of our investigation, we’d like to request:

e Full Medical Records

e Phone interview about; B6 Ediet and environmental exposures
o Please confirm permission to contact the owner.
o The interview generally lasts 30 minutes.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how veterinarians help with our case investigations.

Please respond to this email so that we can initiate our investigation.

FDA-CVM-FOIA-2019-1704-015978



Thank you kindly,
Dr. Reimschuessel

Renate Reimschuessel V.M.D. Ph.D.

Director: Vet—-LIRN

(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1-240-402-5404 Fax 301-210-4685

EMAIL . renate.reimschuessel(@fda.hhs.gcov

Vet-LIRN

FDA-CVM-FOIA-2019-1704-015979


































































B6


















From: Peloquin, Sarah </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8607f880df2b494aa639¢6d9a3874132-Sarah.Pelog>

To: B6 )
Sent: 8/2r/20181:39:38PM
Subject: 800.267 FDA Case Investigation for:_ B6 ‘EON-358522)

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

Good morningi  B6

After | receive full records, | will review them in their entirety and may request a phone interview with you.
Please let me know if you have any questions.

Thanks,

Dr. Peloquin

Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration
Center for Veterinary Medicine
Office of Research

tel: 240-402-1218

fax: 301-210-4685

e-mail: sarah.peloquin@.fda.hhs.gov
WG, FOOD & DRUG .
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE
GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS
/CN=0A3B17EBFCF14A6CB8E94F322906BADD-DROTSTEI>

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

Sent: 7/13/2018 1:13:48 PM
Subject: Fwd: Earthbom Holistic grain free:!  B6 - EON-359060
Attachments: 2051931-report.pdf

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

Date: July 12, 2018 at 8:20:24 PM EDT

To: Cleary, Michael * <Michael .Cleary(@fda. hhs gov>, HQ Pet Food Report Notification
<HQPetFoodReportNotification@fda.hhs.gov> . B6 H B6 B>
Subject: Earthborn Holistic grain free: Patricia Engler - EON-359060

A PFR Report has been received and PFR Event [EON-359060] has been created in the EON System.
A "PDF" report by name "205193 1-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-359060

ICSR #: 2051931
EON Title: PFR Event created for Earthborn Holistic grain free bison lamb pacific; 2051931

AE Date ...B6 | Number Fed/Exposed | 5

Best By Date Number Reacted 4

Animal Species Dog Outcome to Date Died Euthanized
Breed Setter - Gordon

Age B6 {Years

District Involved | PFR-Denver DO

FDA-CVM-FOIA-2019-1704-016008



Product information

Individual Case Safety Report Number: 2051931

Product Group: Pet Food

Product Name: Earthborn Holistic grain free, bison, lamb, pacific

the ER and hospital stay of 4 days he went into he went into congestive heart failure and was euthanized. He
exhibited symptoms of Taurine deficit however was treated for individual symptoms until he collapsed and he
had an echo cardiogram which showed the DCM. His mother and sister started to show Taurine deficit symptoms
at the same time. Their dog food was switched immediately and placed on Taurine and | carnitine supplements.
They all had been on grain free food their whole lives. In hindsight and knowing now what I've learned all too

cause.

Submission Type: Initial

Report Type: Both

Outcome of reaction/event at the time of last observation: Died Euthanized
Number of Animals Treated With Product: 5

Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Holistic grain free, bison, lamb, pacific

Sender information

B6

UsS

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-359060

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=375684

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

This email message is intended for the exclusive use of the recipient(s) named above. It may contain information

FDA-CVM-FOIA-2019-1704-016009



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-2019-1704-016010



Report Details - EON-359060
2051931

ICSR:

Type Of Submission: Initial

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

Reporting Type: Voluntary

Report Submission Date: 2018-07-12 20:13:10 EDT
Reporter is the Animal  Yes

Owner:

Reported Problem: Problem Description:

Date Problem Started
Concurrent Medical

Problem:

Outcome to Date

Date of Death: |

to save in him in the ER and hospital stay of 4 days he went into he went info
congestive heart failure and was euthanized He exhibited symptoms of Taurine
_ deficit however was treated for individual symptoms until he collapsed and he had
an echo cardiogram which showed the DCM. His mother and sister started to
show Taurine deficit symptoms at the same lime. Their dog food was switched
immediately and placed on Taurine and | carnitine supplements. They all had

B6
No

i
i i
! i

: Died Euthanized
B6 i

e, -

Product Information: Product Name:

Product Type

Lot Number:
Package Type:

Package Size
Purchase Date

Number Purchased:

Possess Unopened

Product:

Possess Opened

Product:
Storage Conditions:

Product Use

Information:

FOUO- For Official Use Only

. Earthborn Holistic grain free, bison, lamb, pacific
: Pet Food

BAG

: 28 Pound

: 02/08/2018
3

No

No

Until opened stored in metal container after opening open product stored in
cupboard in orig pkg.

Description: 2 limes a day pet recommended feeding instructions for
i e
First Exposure 02/08/2018

Date:

Last Exposure |
Date:

Time Interval
between Product
Use and Adverse

Event:

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event
Abate After
Product Stop:

Not Applicable

Product Use No

Started Again:
Perceived

1

Definitely related

FDA-CVM-FOIA-2019-1704-016011



Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
IDistributor Information:
Purchase Location Name: ] B6 |
Information: Address:i -6 -
“United States
Animal Information: Name: ; B6

Type Of Species: Dog
Type Of Breed: Setter - Gordon
Gender: Male
Reproductive Status: Intact
Weight: 80 Pound
Age:{B6Years

Assessment of Prior Excellent
Health:

Number of Animals 5
Given the Product:

Number of Animals 4
Reacted:

Owner Information:
Healthcare Professional Practice Name: . B6 :

Information: : = ‘
Phone: B 6

Address; |

Contact: Name:

United States

Type of Referred veterinarian
Veterinarian:

Date First Seen:|___B6 ___i

Permissionto VYes
Release Records
to FDA:

Sender Information: Name: i B6 i
Address:

United States

Contact: phone: BG

Email:
Reporter Wants to No
Remain Anonymous:
Permission To Contact Yes
FOUO- For Official Use Only 2
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Sender:

Preferred Method Of Email
Contact;

Reported to Other Other
Parties: Store/Place of Purchase

Additional Documents:

FOUO- For Official Use Only 3
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From:

To:

Sent:
Subject:
Attachments:

; B6
Reimschuessel, Renate
7/17/2018 5:11:31 PM

56 lecords
i "B6 120180717 111003 .pdf

Records fori B6

ifrom; B6

FDA-CVM-FOIA-2019-1704-016014













































Anesthesia Log Continued L0 :

paieni BB

Monitoring_:

Monitoring:

Time

HR

RR

MM

CRT

BP

Sp02

Iso Rate

Sevo Rate

02 Flow Rate

Monitoring:

Time

HR

RR

MM

CRT

BP

Sp02

Iso Rate

Sevo Rate

02 Flow Rate

Recovery:

Time

HR

RR

MM

CRT

Ambulatory

Alert

Temperature

OKTGH?

Initials

Comments:
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. B6 i DOB:{ B6 i
e ! ' I-Stat Results Sex: M
: B6 ! Species: Canine
I0HTTTTT ) Breed: Gordon Setter
Weight: 76 Ibs.
B6 | Normal Values:

FDA-CVM-FOIA-2019-1704-016053







































From: i B6

To: i Jones, Jennifer L

Sent: 7/30/2018 4:11:19PMO

Subject: RE: 800.267-FDA Case Investigation fori  B6  (EON-359060)

Dr. Jones, i

Thank you I'll contact: B6 iagain.i B6 iwas initially seen there before going
to the B6 ithat night.
L am_assuming that you havei B6 records and the echo done by Bé

B6 . Ifitis only the ER report then you'll need the Internal Med. report. Please let me know if

“those are specifically missing.
B6

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov]

Thank you,, _ B6 | received records from B6 ‘and | B6 only.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

™ s FOOD & DRUG %

R AT A Y AT

From: B6
Sent: Monday, July 30, 2018 8:30 AM

Dr. Jones, e
|.am checking in to see if you have received all of ;B8 _irecords. The clinics would bei B8
i B6 i and! B6 i

FDA-CVM-FOIA-2019-1704-016066



B6

From: Reimschuessel, Renate [mailto;Renate Reimschuessel@fda.hhs.gov]
Sent: Tuesday, July 17,2018 12:00 PM

To! B6 :

CciJones, Jenniter L o

Subject: RE: 800.267-FDA Case Investigation forEL B6 i(EON-359060)

Deari_ . B6__

Thank you for your prompt response.

Dr. Jones will be handling your case and will contact you regarding the interview. She normally reviews the
medical records prior to conducting the interview.

Again, thank you

Best Regards

Dr. Reimschuessel

From:i B6 ‘[mailto! B6

Sent: Tuesday, July 17, 2018 1:07 PM

To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs gov>

Subject: RE: 800.267-FDA Case Investigation for: B6 EON-359060)

Dr. Reimschuessel,
| am available for phone interviews at 7:30 a.m: B6 time( 8:30 ET) 7/18, 7/20, 7/23( pretty much most
days). My hours are pretty flexible as | am retired so | can usually accommodate other possible options
that fit your schedule.

| have cc’d you on the medical record requests that | already sent this morning.

If you would be kind enough to send questions you will be asking me in advance, then | can be
prepared with answers if that is allowed.

From: Reimschuessel, Renate [mailto:Renate Reimschuessel@fda.hhs.gov]
Sent: Tuesday, July 17, 2018 9:56 AM

To:; B6 i i '

Subject: 800.267-FDA Case Investigation for: B6 1(EON-359060)

As part of our investigation, we’d like to request:
e Full Medical Records
o Please contact your veterinarian and ask them to email (preferred) or

FDA-CVM-FOIA-2019-1704-016067



o Please email 3 dates with times when you are available to speak for 30 minutes.
My normal office hours are 6:30am to 3:30pm eastern.

o The interview will help us better understand the details in your case.
| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and
how owners help with our case investigations.
Please respond to this email so that we can initiate our investigation.
Thank you kindly,
Dr. Reimschuessel

Renate Reimschuessel V.M.D. Ph.D.

Director: Vet-LIRN

(Veterinary Laboratory Investigation and Response Network)
Center For Veterinary Medicine, FDA,

8401 Muirkirk Road, Laurel, MD 20708

Phone 1- 240-402-5404 Fax 301-210-4685
EMAIL : renate.reimschuessel@fda.hhs.gov

Vet-LIRN
http://Awww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

Phish-Pharm

http://www.fda.gov/AnimalVeterinary/ScienceResearch/Tools Resources/Phish-Pharm/default.htm

Aguaculture

http:/Avww fda gov/Animal\eterinary/ScienceResearch/ResearchAreas/ucm130892 htm

FDA-CVM-FOIA-2019-1704-016068



B6

From: i

To: Reimschuessel, Renate

CcC: Jones, Jennifer L

Sent: 8/6/2018 4:27:53 PM

Subject: Recordsforl.....BS __.J e I .
Attachments: i B6 iRads.i B6 i.pdfi B6 ihtml;]  B6  r2.htmli | B6  ihtml

Thanks!

FDA-CVM-FOIA-2019-1704-016069






B 6 Patient Chart

Printed: 08-06-18 at 10:23a

CLIENT INFORMATION

............................... -
Name i
Address B 6 i
i
Phone : Balance 0.00
............................... i
PATIENT INFORMATION
Name Species Canine
Sex - Breed (ardon Setter
b ! ' : Age LBe}
ID i B6 ! Rabies
Color BEcKaHd Tan™ ™~ Weight 77.40 lbs
Reminded (none) Codes D

B6

ight history(in lbs)
! 77.40

MEDICAL HISTORY

Date Code Description Photo

Qty {Variance)

B6 i
CLIECOM Client Communication
9:12a:

Pc from O. Update: Has not eaten. Some improvemenlt_hqt other medical issues are cropping up ie
joint discomfort, high wbc and bacteria counts. Note tq B6!

B§! CLIECOM Client Commitication

B6 at 8:55a P is currently a; B8 ino needitafallow.un. )

¢ it 3:58p: P diagnosed w/ BPH&f_ B¢ pri._._._._.B6 1, rec neuter while on
heck ultrasound in 6 months to monitor nodules on spleen, scvim called O while here,

P has heart disease, given 6m-1y left, will cancel neuter

FDA-CVM-FOIA-2019-1704-016071



Patient Chartfor} _ | o
Date: 08-06-18, Time: 10:23a Client;

Date By Code Description hoto

B6

P
Qty {Variance)

i Gl4444 RC Gl Low Fat Canine 13.60z can

CHARGES CHARGES DONE
H .4 (per tablet)
Give 1 tablet by mouth every 24 hours. 4

[

i B6 i
Give 1 & 1/2 tablets é'y"rﬁ'o'ilﬁ\'é?/'e'r?'TQ'F\'dGl"ETéF"SHéS/'s. Please give with food. 15

; 86
CPL111  In Hospital P:
VLSO Requisition

Lipase Snap 3.50
i

Test Result Flag Normal ng_e'. Measure
) Low High
ProCyte_Dx!l i
RBC 5.65 8.87 M/pL
HCT 373 617 %
HGB 131 20.5 g/dL
MCV 616 735 L
MCH 212 259 Pg
MCHC 320 379 g/dL
RDW 136 217 %
%RETIC %
RETIC 10.0 110.0 KruL
WBC 5.05 16.76 KruL
%NEU %
%LYM %
%MONO B 6 %
%EOS %
%BASO %
NEU 2.95 11.64 KruL
BAND
LYM 105 510 KruL
MONO 0.16 1.12 KfuL
EOS 0.06 123 KruL
BASO 0.00 0.10 KruL
PLT 148 484 KruL
MPV 87 13.2 L
PDW 9.1 19.4 L
PCT 014 046 %
Test Result Flag Normal Range Measure
Catalyst_OneL_
GLU 74 143 mg/dL
CREA 0.5 18 mg/dL
BUN 7 27 mg/dL
BUN/CREA
PHOS 25 6.8 mg/dL
CA 7.9 12.0 mg/dL
™ B6 52 82 g/dL
ALB 23 4.0 g/dL
GLOB 25 45 g/dL
ALB/GLOB
ALT 10 125 uiL
ALKP 23 212 UL
Previous Fage -------- | MNext Page
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Patient Chartfori.

Date: 08-06-18, Time: 10:23a Client:é_
Date By Code Description Photo
Qty (Variance)
GGT o] 11 uiL
TBIL 0.0 0.9 mg/dL
CHOL 110 320 mg/dL
AMYL 500 1500 UL
LIPA 200 1800 uiL
Na 144 160 mmol/L
K 3.5 58 mmol/L
Na/K
Cl 109 122 mmol/L
Osm Calc mmol/kg
TemplVLS\20180314_110249_383.pdf
: RADCON Radiology Consult with review
i
! 414 Technician Time/min
i 330 Radiographs«.2.vigws with Interpretation 5
B 6 i B6i 5117 In Hospit ICBC/Chem17/Lytes
i 0002 Medical Waste and Supply Fee
i
i. ..... SICKEXAMMedical Condition Exam

Age: By Weight: 77.40 Temp: 103.60  Pulse: 140.00
SUBJECTIVE SECTION

Vomited the meal he ate this morning...C. has been monitoring temp at home, and found it varying
form 103 to 105.
WIll not eat now, but did drink water.

OBJECTIVE SECTION

T-103.8

Mildly painful abdomen

Lungs, heart, wnl

mm..pink, CRT > 2.0

Blood work..wnl

X-ray..gas fill |. intestine. Took one X-ray at 10 am, noting large gas-filled colon...bladder appeared

distended. Took outside for walk, and urinated, taking a long time and urinating in a pulsating manner.

Rectal palpation...prostate did not feel enlarged.

X-ays taken at 3 PM, showing normal food material in s. intestine, and still showing gas in |. intestine.

| would expect bladder to be small, but still showing possible bladder enlargement, mass?
ASSESSMENT SECTION

NOTES

i B6 i

PLAN SECTION

NOTES

Send X-rays tG . i
h ]
! B6 ;

2331 Emergency Fee: During Hours

Previous Fage

FDA-CVM-FOIA-2019-1704-016073



From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L; Glover, Mark

CC: Ceric, Olgica; Nemser, Sarah; Peloguin, Sarah; 'Reimschuessel, Renate
(Renate.Reimschuessel@fda.hhs.gov)’

Sent: 8/7/2018 2:41:45PM

Subject: RE: 800.267-EON- 35906& B6 -Earthbom Holistic grain free

Attachments: EON-359060-owner interview-8.7.201 8 pdf

Qwner interview. No food left. NFA.
i B6 :was fed this diet solely for 7 years.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

pag LS. FOOD & DRUG .- “I'—

| ADMINISTRATION

From: Jones, Jennifer L

Sent: Monday, July 30, 2018 11:28 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;
Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov>

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Peloquin,
Sarah <Sarah.Peloquin@fda.hhs.gov>; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'

History of different GF foods fed per MRx.-Acana, Nat Balance, etc. Looks like myocarditis in 1 of 2 dogs,
possible familial DCM (grandmother died of syncope and cardiomegaly)
Interview pending

PE palefmuddy mm, RR 44, obtunded, lipoma cranial L lateral abdomen
: Bé6
[ Be
"""""""""""" “X-Rad: globoid heart silhouette, scalloped edge of lung lobe cranial and ventral, r/o pleural effusion,
note says “discussed significance about pericardial effusion’
Euthanized
Prior MHx:! B6 |

B6

Presentea BG fever stranguria, hematuria a lethargy, inappetance, vomiting, soft stool, pant a rDVM:

103F, tense aouomert ‘
Abd Rads: gastroenteritis, Labs & cPL: wnl a T) B6
To specialist’ER: B6 e

Culture; FNA of prostate = BPH; Dog became lame w/ rapid femoral pulse and collapse after AUS a non pain

Tx: § BG i

FDA-CVM-FOIA-2019-1704-016074



________________________ i Re-echo: poor heart function

i B6 | Recheck -cough, dyspnea, hiding, mod lethargy, never travelled to South
PE: 70 rpm, diffuse crackles, RE 1/3
Rads: sev. Cardiomegaly, diffuse broncho-interstitial pattern

Euthanized
Prior MHx: ate Earthborn 9/2011, wildlife exposure (elk & deer through backyard, will catch voles on occ),
travels for pet shows, several: B6 L, 9/2012 ate Acana;

2/2014 eating Earthborn food again;

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

LS. FOOD & DRUG

AR EIND ST R ATEC B

) w}:‘,’%@m
VA

From: Rotstein, David

Sent: Friday, July 13, 2018 9:14 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Queen,
Jackie L <Jackie.Queen@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov> . _
Subject: Fwd: Earthborn Holistic grain free:; B6 i - EON-359060

From: PFR Event <pfreventcreation{@ftda.hhs.cov>

Date: July 12, 2018 at 8:20:24 PM EDT

To: Cleary, Michael * <Michael Cleary(@tda.hhs.gov> HQ Pet Food Report Notification
<HQPetFoodReportNotification@)fda.hhs.gov> B6 < B6 >
Subject: Earthborn Holistic grain free: Patricia Engler - EON-359060

A PFR Report has been received and PFR Event [EON-359060] has been created in the EON System.
A "PDF" report by name "205193 1-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-359060

ICSR #: 2051931
EON Title: PFR Event created for Earthborn Holistic grain free bison lamb pacific; 2051931

AE Date BGH Number Fed/Exposed | 5

Best By Date Number Reacted 4

Animal Species Dog Outcome to Date Died Euthanized
Breed Setter - Gordon

FDA-CVM-FOIA-2019-1704-016075



Age B6 Years

District Involved | PFR-Denver DO

Product information
Individual Case Safety Report Number: 2051931
Product Group: Pet Food

the ER and hospital stay of 4 days he went into he went into congestive heart failure and was euthanized. He
exhibited symptoms of Taurine deficit however was treated for individual symptoms until he collapsed and he
had an echo cardiogram which showed the DCM. His mother and sister started to show Taurine deficit symptoms
at the same time. Their dog food was switched immediately and placed on Taurine and | carnitine supplements.
They all had been on grain free food their whole lives. In hindsight and knowing now what I've learned all too

cause.

Submission Type: Initial

Report Type: Both

Outcome of reaction/event at the time of last observation: Died Euthanized
Number of Animals Treated With Product: 5

Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Holistic grain free, bison, lamb, pacific

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-359060

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=375684
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This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

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

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

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

FDA-CVM-FOIA-2019-1704-016077












From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren; Queen, Jackie L; Glover, Mark

CcC: Ceric, Olgica; Nemser, Sarah; Peloquin, Sarah; 'Reimschuessel, Renate
(Renate.Reimschuessel@fda.hhs.gov)’

Sent: 8/7/2018 2:51:12 PM

Subject:

Attachments:

Also-updated MRx:

Tx:i B6

B6

B6 féver, stranguria, hematuria a lethargy, inappetance, vomiting, soft stool, pant a To specialist/ERE__@_@_jz
B6 i

B6

CuIture;IFNA of prostate = BPH; Dog became lame w/ rapid femoral pulse and collapse after AUS a non pain
med responsive

PE: 70 rpm, diffuse crackles, RE 1/3
Rads: sev. Cardiomegaly, diffuse broncho-interstitial pattern

Euthanized
Prior MHx: ate Earthborn 9/2011, wildlife exposure (elk & deer through backyard, will catch voles on occ),
travels for pet shows,i B6 i 9/2012 ate Acana;

2/2014 eating Earthborn food again;

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

uiiyum |Im W5, FOOD & DRUG

ADBEEMDE TR AT

From: Jones, Jennifer L

Sent: Monday, July 30, 2018 11:28 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>;
Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov>

Cc: Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Peloquin,
Sarah <Sarah.Peloquin@fda.hhs.gov>; 'Reimschuessel, Renate (Renate. Reimschuessel@fda.hhs.gov)'

Subject: RE: 800.267-EON-359060: B6 ;—Earthborn Holistic grain free

History of different GF foods fed per MRx.-Acana, Nat Balance, etc. Looks like myocarditis in 1 of 2 dogs,
possible familial DCM (grandmother died of syncope and cardiomegaly)

Interview pending

i B6__11yr FS Gordon Setter-genetic grandmother of B6 below)

FDA-CVM-FOIA-2019-1704-016081



Presente____B6 | ‘3 syncopal episodes (1/15, 1/21), on Incurin & Cranberry/Vit C supplement, recumbent,

dyspnea, tachycardia, vomited, possible tremors/mm contractions
PE: pale/muddy mm, RR 44, cbtunded, lipoma cranial L lateral abdomen

B6

X-Rad: globoid heart silhouette, scalloped edge of lung lobe cranial and ventral, r/o pleural effusion,
note says “discussed significance about pericardial effusion”

Euthanized
Prior MHx; B6

B6

Presented _________ B6 i fever, stranguria, hematuria a lethargy, inappetance, vomiting, soft stool, pant a rDVM
103F, tense abdomen
Abd Rads: gastroenteritis, Labs & cPL: wnl a T B6
To specialist/ER B6 '
B6

Culture; FNA of prostate = BPH; Dog became lame w/ rapid femoral pulse and collapse after AUS a non paln
med responsive

PE: 70 rem, dn"fuse crackles RE 1/3
Rads: sev. Cardiomegaly, diffuse broncho-interstitial pattern

Euthanized
Prior MHx: ate Earthborn 9/2011, wildlife exposure (elk & deer through backyard, will catch voles on occ),
travels for pet shows,; B6 i 9/2012 ate Acana;

2/2014 eating Earthborn food again;

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

W5, FOOD & DRUG

AL EINED SR AT B

From: Rotstein, David

Sent: Friday, July 13, 2018 9:14 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Queen,
Jackie L <Jackie.Queen@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs gov> . _

Subject: Fwd: Earthborn Holistic grain free: B6 i- EON-359060

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

Date: July 12, 2018 at 8:20:24 PM EDT

To: Cleary, Michael * <Michael Cleary(@tda.hhs.gov>, HQ Pet Food Report Notification
<HQPetFoodReportNotification@fda.hhs.gov>} B6 P < B6 >
Subject: Earthborn Holistic grain free: Patricia Engler - EON-359060

FDA-CVM-FOIA-2019-1704-016082



A PFR Report has been received and PFR Event [EON-359060] has been created in the EON System.
A "PDF" report by name "2051931-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-359060

ICSR #: 2051931
EON Title: PFR Event created for Earthborn Holistic grain free bison lamb pacific; 2051931

AE Date B8 | | Number Fed/Exposed |

Best By Date Number Reacted 4

Animal Species Dog Outcome to Date Died Euthanized
Breed Setter - Gordon

Age 6.5 Years

District Involved | PFR{ B6 DO

Product information
Individual Case Safety Report Number: 2051931
Product Group: Pet Food

the ER and hospital stay of 4 days he went into he went into congestive heart failure and was euthanized. He
exhibited symptoms of Taurine deficit however was treated for individual symptoms until he collapsed and he
had an echo cardiogram which showed the DCM. His mother and sister started to show Taurine deficit symptoms
at the same time. Their dog food was switched immediately and placed on Taurine and | carnitine supplements.

cause.

Submission Type: Initial

Report Type: Both

Outcome of reaction/event at the time of last observation: Died Euthanized
Number of Animals Treated With Product: 5

Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Holistic grain free, bison, lamb, pacific

FDA-CVM-FOIA-2019-1704-016083



Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-359060

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
issueld=375684

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately.
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B 6 Patient Chart

Printed: 08-06-18 at 10:23a

CLIENT INFORMATION

Name
Address B 6

Phone

[ FS———

Balance 0.00

PATIENT INFORMATION

Name :- B6 i Species Canine

Sex e Breed - Gordon Setter

Deceased i_ Age i i

1D S, Rabies

Color Blax Weight 77.40 lbs

Reminded (none) Codes D
E_ B6 ight history(in lbs)

i 77.40
MEDICAL HISTORY
Date By Code Description Photo

Qty {Variance)

H CLIECOM Client Communication
8:29a: O called to let us know that P past away this weekend.

. i CLIECOM Client Communication

! tat 9:12a:

BT fom O'.'Update: Has not eaten. Some improvement but other medical issues are cropping up ie
joint discomfort, high wbc and bacteria counts. Note

CLIECOM Client Communication
:55a P is currently at] i

at! B6 ionj_ 7} rec neuter while on
S, rec recheck ultrasound in 6 months to mGNRTSr Nodules on spleen, scvim called O while here,
P has heart disease, given 6m-1y left, will cancel neuter

FDA-CVM-FOIA-2019-1704-016086



Patient Chartfor,
Date: 08-06-18, T

i e
ime 0:23a Client] __

Date By Code Description hoto

P
Qty {Variance)

Gl4444 RC Gl Low Fat Canine 13.60z can

B6 : 6
i SHARGES CHARGES DONE
! B6 {per tablet)
Give 1 tablet by modth every 24 hours. 4
i B6 i
Give 1 & 1/2 tablets by mouth every 12 hours for 5 days. Please give with food. 15
H B6 i
CPL111 " In Hospital Pancreafic L. inase Snap 3.50
IVLSO  Requisition i _ 6 i
Test Result Flag Normal Range Measure
Low  High
5.65 8.87 M/pL
373 617 %
131 20.5 g/dL
616 735 L
212 259 Pg
320 379 g/dL
136 217 %
%
10.0 110.0 KruL
5.05 16.76 KruL
%
%
%
%
%
2.95 11.64 KruL
105 510 KruL
0.16 1.12 KfuL
0.06 123 KruL
0.00 0.10 KruL
148 484 KruL
87 13.2 L
9.1 19.4 L
014 046 %
Test Result Flag Normal Range Measure
Catalyst Oné  B6 il1:14a
GLU 74 143 mg/dL ]
CREA 0.5 18 mg/dL
BUN 7 27 mg/dL
BUN/CREA
PHOS 25 6.8 mg/dL
CA 7.9 12.0 mg/dL
TP B6 52 82 gidL
ALB 23 4.0 g/dL
GLOB 25 45 g/dL
ALB/GLOB
ALT 10 125 uiL
ALKP 23 212 UL
Previous Fage -------- | MNext Page

FDA-CVM-FOIA-2019-1704-016087



Pationt Chartfor}

Date: 08-06-18, Time: 10:23a Client:!
Date By Code Description Photo
Qty {Variance)

GGT 0 1" uiL

TBIL 0.0 0.9 mg/dL

CHOL 110 320 mg/dL

AMYL 500 1500 UL

LIPA 200 1800 uiL

Na 144 160 mmol/L

K 35 5.8 mmol/L

Na/K

Cl 109 122 mmol/L

Osm Calc BG mmol/kg

TemplVLS\20180314_110249_383 pdf

RADCON Radiology Consult with review

414 Technician Time/min

330 Radiographs- 2 views with Interpretation 5
B 6 5117 In Hospital IDEXX CBC/Chem17/Lytes

0002 Medical Waste and Supply Fee

SICKEXAMMedical Condition Exam

Age: By Weight: 77.40 Temp: 103.60  Pulse: 140.00
SUBJECTIVE SECTION

Vomited the meal he ate this morning...C. has been monitoring temp at home, and found it varying
form 103 to 105.
WIll not eat now, but did drink water.

OBJECTIVE SECTION

T-103.8

Mildly painful abdomen

Lungs, heart, wnl

mm..pink, CRT > 2.0

Blood work..wnl

X-ray..gas fill |. intestine. Took one X-ray at 10 am, noting large gas-filled colon...bladder appeared

distended. Took outside for walk, and urinated, taking a long time and urinating in a pulsating manner.

Rectal palpation...prostate did not feel enlarged.

X-ays taken at 3 PM, showing normal food material in s. intestine, and still showing gas in |. intestine.

| would expect bladder to be small, but still showing possible bladder enlargement, mass?

ASSESSMENT SECTION
NOTES
i B6 :
PLAN SECTION
NOTES
2331 Emergency Fee: During Hours
Previous Fage -------- | MNext Page

FDA-CVM-FOIA-2019-1704-016088



B6

From: ;
To: Jones, Jennifer L

Sent: 8/2/2018 5:44:51 PM

Subject: FW:i B6 Medical records Case No 800.267-FDA

Attachments: ......B6____IPDF

Dr. Jones,

| have forward; B6 irecords | believe you are missing. Also, ai _B6 i may also be sending

copies. He apologized for not sending sooner and was going to attend to it today.

| am looking forward to speaking with you on Tues,8/7 at 9:3-ET/7:30 Mt
Best regards,

B8
From:; B6 i [mailto B6
Sent: Wednesday, August 01, 2018 3:25 PM
To:i B6

Subject:g B6

FDA-CVM-FOIA-2019-1704-016089



B 6 Patient Chart

Printed: 08-01-18 at 3:24p

CLIENT INFORMATION

Name

Address B 6

Phone Balance 0.00

PATIENT INFORMATION

Name B6 | Species Canine
Sex Male ... Breed __Qg_rg_c_)_n Setter
Deceased |__B6 Age i B6
ID 956000002491964 Rabies
Color Black and Tan Weight 77.40 |bs
Reminded (none) Codes D
f

| B6 | weight history (in Ibs)

...B6 | 77.40
MEDICAL HISTORY
Date By Code Description Qty (Variance) Photo

Bﬁ {B6: 1000C | BE_ 'y (pertablet) 4

— iB6: CLIECOM Client Communication
EBGE: BG af8:55a: Pis currently ai___B6__ ino need to follow up.
P at 3:58p: P dlagnosed w/ BPH ati"'g'e""i oni B6 e rec neuter Whl|e on

P has heart disease, given 6m-1y left, will cancel neuter

FDA-CVM-FOIA-2019-1704-016090



preem—— L mmmim iy

Patient Chart for_B6_} Client; B6 |

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

Date: 08-01-18, Time: 3:24p Page: 2
Date By Code Description Qty (Variance) Photo
BG Gl4444 RC Gl Low Fat Canine 13.60z can 6
B6
CHARGES CHARGES DONE
1 B6 i(per tablet) 4

Give 1 tablet by mouth every 24 hours.

B6 15
Give 1 & 1/2 tablets by mouth every 12 hours for § days. Please give with food.

B6 o 3.50
CPL111  In Hospital Pancraatic Lingse Snap
VLSO  Requisition 3 B6 |

Test Result Flag Normal Range Measure
Low  High
ProCyte Dxi B6 i11:06a
RBC D 565  8.87 M/uL
HCT 37.3 61.7 %
HGB 131 20.5 g/dL
MCV 616 73.5 fL
MCH 21.2 259 pg
MCHC 320 379 g/dL
RDW 13.6 21.7 %
%RETIC %
RETIC 10.0 110.0 KiuL
WBC 5.05 16.76 KfpL
%NEU %
%LYM %
%MONO B 6 %
%EOS %
%BASO %
NEU 2.95 11.64 KfpL
BAND
LYM 1.05 510 K/HL
MONO 0.16 1.12 KiuL
EOS 0.06 1.23 KiuL
BASO 0.00 0.10 KfpL
PLT 148 484 KfpL
MPV 8.7 13.2 fL
PDW 2.1 19.4 fL
PCT 0.14 0.46 %
Test Result Flag Normal Range Measure
N Low High
Catalyst_ Onel__B6___i11:14a
GLU 74 143 mg/dL
CREA 05 1.8 mg/dL
BUN 7 27 mg/dL
BUN/CREA
PHOS 25 6.8 mg/dL
CA 7.9 12.0 mg/dL
TP B6 52 82 g/dL
ALB 23 4.0 g/dL
GLOB 25 4.5 g/dL
ALB/GLOB
ALT 10 125 UL
ALKP 23 212 Ui

FDA-CVM-FOIA-2019-1704-016091



Date: 08-01-18, Time: 3:24p

Date By Code Description Qty (Variance) Photo

GGT 0 11 usL
TBIL 0.0 0.9 mg/dL
CHOL 110 320 mg/dL
AMYL 500 1500 u/L
LIPA 200 1800 u/L
Na B6 144 160 mmol/L
K 3.5 5.8 mmol/L
Na/K
Cl 109 122 mmol/L
Osm Calc mmol/kg

"""""""""" TemplVLS\20180314_110249_383.pdf:

B6 B6: 5117

414
330

0002

Age: 6y Weight

SUBJECTIVE SECTION

17740 Temp: 103.60

RADCON Radiology Consult with review

Technician Time/min

Medical Waste and Supply Fee

SICKEXAMMedical Condition Exam

Pulse: 140.00

Vomited the meal he ate this morning...O. has been monitoring temp at home, and found it varying

form 103 to 105

Will not eat now, but did drink water.

OBJECTIVE SECTION

T-103.8

Mildly painful abdomen
Lungs, heart, wnl
mm..pink, CRT > 2.0

Blood work..wnl

X-ray..gas fill . intestine. Took one X-ray at 10 am, noting large gas-filled colon...bladder appeared
distended. Took outside for walk, and urinated, taking a long time and urinating in a pulsating manner.
Rectal palpation...prostate did not feel enlarged.
X-rays taken at 3 PM, showing normal food material in s. intestine, and still showing gas in I. intestine.
| would expect bladder to be small, but still showing possible bladder enlargement, mass?

ASSESSMENT SECTION
NOTES
B6
PLAN SECTION
NOTES
Send X-rays tol __B6 i
B6
2331 Emergency Fee: During Hours

FDA-CVM-FOIA-2019-1704-016092



Date: 08-01-18, Time: 3:24p

Date

By

Code Description

Qty (Variance) Photo

B6

01-02-18

APPT$

s;tomach gurgling per o

B6

, Appointment notes for!
iat 10:06a: exam, p has a temp of 105 degrees, vomited this morning, soft stool,

B6

CLIECOM._ Client. Communication

B6

FDA-CVM-FOIA-2019-1704-016093



B6

From: i
To: Jones, Jennifer L
Sent: 8/7/2018 2:45:01 PM
Subject: Thank you

Dr. Jones,

FDA-CVM-FOIA-2019-1704-016094



Report Details - EON-359300

ICSR:

Type Of Submission:
Report Version:

Type Of Report:
Reporting Type:

Report Submission Date;

Reporter is the Animal
Owner:

Reported Problem:

Product Information:

2052004

Initial

FPSR.FDA.PETF.V.V1

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

Voluntary

2018-07-15 23:22:32 EDT

Yes

My very young 10-year-old female mixed breed dog collapsed while taking our
walk. After rushing her to the vet and getfing a sonogram they found out she had
DCM. After being diagnosed she collapsed at home and died suddenly the night

_that | found out that she had DCM. She was an extremely healthy, vibrant | playful
and in perfect shape . She had absolutely no signs of DCM or heart issues and
did not have a heart murmur. After doing further research on dog food and

. possible link to Grain free food | was devastated All of my dogs have been out on
a grain free food for years. | am actively taking my other dogs in proactively to get
a sonodram of their h grain free food | was devastated. All of my dogs have been

_on agrain free food for years | am actively taking my other dogs in proactively to
get a sonogram of their heart, 10 be sure they too dont have this devastating
disease My gut feeling says the dog food and diet definitely has something to do

_ with her sudden death. All of her other blood work came back perfect but | did not
know anything about Taurine levels. and possible problems with Earthborn

meadowfeast grain free food | have now switched the rest of the dogs to a
different dog food which is not grain free We are now feeding them FROMM
CLASSIC.

Problem Description:

Date Problem Started:!

Concurrent Medical
Problem:

No

Outcome to Date: Died Naturally

Date of Death!: '''''''''' B6 |

Product Name: . Earthborn meadowfeast
Product Type: Pet Food

Lot Number;

Package Type: BAG
Package Size: 28 Pound
Purchase Date: 01/01/2009
Number Purchased: 1
No

Possess Unopened
Product:

Possess Opened
Product:

No

Storage Conditions: Stored in bag then into sealed container

Product Use Description:
Information:

Daily dog food fed twice dally

First Exposure 01/01/2009

Date:

Last Exposure
Date:

Time Interval
between Product
Use and Adverse

Event:

9 Years

Product Use Yes
Stopped After the
Onset of the

Adverse Event:

Adverse Event Not Applicable

FOUO- For Official Use Only 1
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Abate After
Product Stop:

Product Use No
Started Again:

Perceived Definitely related
Relatedness to
Adverse Event:

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

Manufacturer
/Distributor Information:

Purchase Location Name: B6
Information:

P ———

Address: United States

Animal Information: Name: . UBgt
Type Of Species: Dogd
Type Of Breed: Mixed (Dog)
Gender: Female

Reproductive Status: Neutered
Weight: 42 Pound
Age: 10 Years

Assessment of Prior Excellent
Health:

Number of Animals 4
Given the Product:

Number of Animals 1
Reacted:

Owner Information:

Healthcare Professional Practice Name: | B6 :

Information: Contact L] | e s

Phone:f

Address:i

W
(op

United States

Type of Primary/regular veterinarian
Veterinarian:

Date First Seen: | B6 i

Permissionto Yes
Release Records
to FDA:

Sender Information: Name: ] i

Address: B 6

United States

Contact: Phone:

B6

Email:}
Reporter Wants to No
Remain Anonymous:
FOUO- For Official Use Only 2
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Permission To Contact Yes
Sender;

Preferred Method Of Email
Contact:

Reported to Other None
Parties:

Additional Documents:

FOUO- For Official Use Only 3

FDA-CVM-FOIA-2019-1704-016097



Con- 399594

B

pages including cover: 7%

FDA-CVM-FOIA-2019-1704-016098



Owner's Nami

B6

Address. .

Home Phone

| AnimafsName__ BG . Species: [4H6y [1Cat Df@&;ﬁer““_____wﬂ Brget

Codidlen KEF7ED =

Sexl_m.,;Neutaﬁed' Yoi [IMNg™ Birthdat B6 Color-or Markings @&1 Attergios 4?7 2

"

5

| oAIE ! M-QQTEL:DTKO';? MAST ER P_R‘,.OB‘.LEMS ‘ i mngATmN m—

LOT R
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Name:! B6 i L Exam: Tansthorscle Echosardiogram
URe T Performed By:: B6 :
MRN; 232480 DOB: B6 (Cardlalogy) !

Study Date; 07122018 10:23 AWM Age: T yre
Gander; Male

_ Welght; 78 b

-

Presenting concermn/Case Histary
Frasents for recheck echocardiogramMaurine level, Patlent is ineluded In UC Davis Golden Relriever Taurtne atudy as well as Lifetime Golden
Retriever Study. inlilally diagnosed with mild systolle dysfunction/DCM In Aug 2017, taurine deficiency Identified af that time, pet was Initially
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8 = Subjective (complaint/history)
O w Ohjective (exam)

A= Assessment {diaguosis, R/O)
F=Plan (action/C.E)

PROGRESS NOTES

Name ___ | B 6

Pat #{

) Birthdate |

maTE: R ALL !

| _cone_ | CHARGE..___
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8 = Subjective (complaint/history)

Ocgeeiveicam) oo - PROGRESS NOTES

P Plan {action/C.E.)

o
Name | B 6 Pt # { ypinesty DO ' Fle# page (27,

RATE.__| SOAP._| CODE | CHARGE
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B6

Consult Date: 04-11-2018
Wﬂxﬁ client Detaily

""" CaiE Bolden Retriever B 6

B6

Referring Vet Details
B6

WHistary

Thank you for your trust in the care of this patient, Please call If you have any questions or concarns.

B6

C@[@‘G W gMﬁLMﬁm@(\/ Abg AN 2 7 5
BponT§50e0 0VTD Do 7ol Golden W/+&WMW“)/

i sy (VCONG).
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Vet/Tech Contact:_i_
Company Name:__ji

AAddress:

B6

Email -
o B6

C. ML B6
Billing Contact: /A TAXID
Email: Tel:
Patient Name: B6 —
Species: Go ldsn Betrisger BG
Owner's Name: ____ | B6 '
Sample Type: Plasma Vhole Blood ) Urine Food Other:
Test items: Taurine Complete Amino Acid Other:
™~
Tavrine-Results (nmol/mi)
Plasma: Whole Blood:; B 6 _Mrine Food:
Reference Ranges {(nmol/ml}
‘ Plasma Whole Blood
Normal Range No Known Risk for MNormal Renge Mo Known Rigk for
Taurine Deficlency Taurine Deficiency
Cat 80-120 >4 300-600 ~200
Dog 60-120 >40 200-350 »>150
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Print Window - B6
Subject; ! B6
From: i
To: B6
Date: Thursday, April 12, 2018, 6:07:47 AM EDT
Additional infe from cardiologist in B6

Sent from my iPad

Begin forwarded message:

From: Medical Records | B6
Date: March 29, 2018 at 8:30:08 PM EDT
To:! B6 E
Subject:} B6 |

H{ ______ )

Wanted to let vou know that [ just heard back from Dr. Stermn. He will be sending me the paperwork to enroll

2-3 fimas dally). He recommends a recheck echo in 4 months from when supplements are started, and add
Pimobendan at that time i not improved. i this is trug tawrine deficiency cardiormyopathy he said the vast
majority will improve in4 months and normalize in 8mo, If- that 8 not the case thenwe have 1o worry about
primary disease. Hope that makes sense! Let me know If any questions and we will go from there.

Have a great weekend

B6

T nf? 4/12/2018 §:5% AM
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Print Window — B6

2 0f7 4/12/2018 8:59 AM
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3 faefi¥
o axﬂc_/)/g 5/00&/ 7é/0/“//3 ;

13 ‘E i
’sub§§$:é B6 g B6
Dste: Yegterday at 6:54 PM oo
Tm; B6
Please find attached the olinical summary for| B6
| B6 |has been evaluated by B6

This report has been generated to provide you with the medical information requlred to
continue with your assessment for this patient. '

Please contact us should you require more information.

Thank you for this referral,
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Congult Date; 03-09-2018

Patlent Detalls
Duffy - Male Neutered

Canine Golden Retrlever

7 years 3 months

Referring Vet Details
B6

CHistory

He has bean doing wall at home, with no cough or labored breathing, normal appatite and exercise tolerance. He does pant heavlly but
typleally after walks or playing.

No-current medications.

Corrent hody welght: 75.6 1b

Kiphysical Exam

Mucous Membranes: Pink

CRT: Normal

Heart rate: 90; respiratory sinus arthythmia . .
Murmur: None

Respiratory rate; Pant

Lung auscultation: Lungs auscult clear bilaterslly

Respiratory effort: Normal rate and effort

Atdomen: Normal palpation, non-painful

ADiagnostic Result

Echacardingram-CompleteDlagnostle [Ref, US10868.DREI1L)

Outcome .

Moderate decline in LV myscardial functlon. LVFS 21%. Moderate Ly difetion. LMIDd 5.86cm. Increasad EPSS 1,18¢m, Trace mitral
regurgitation detected with color flow Doppler. No left atrial enfargement. LazAe 128, No tricuspld regurgitetion detected with cofor flow
Doppler, No right atrial eninrgement. Normal pulimonic and aortic outflow velocitlas,
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ST,
Patient Details B6 Client Details B6
£V
' B6
FS%
Left Aty
“i B6
LAJAG ~
*Doppler Measuremente®
Acttic Flo w--
Aortic Flow E_
My EPSS: 1.
Pulmionic qu:
Pulmanie Fm!

ECG - Echocardiogram Extended rhythm ECG {Ref: US10398-DR681Z)

Dutcoine
A respiratory sinus arthythmia was noted during the echocardiogram, No ectoplc beats, tachy or bradyarthythmias were noted,

ﬂbppfer 8lood Pressure {Ref: US10398-DR6913)

Outcome
Non-invasive Doppler blood pressure mgg@urement performed on the :_a_r}jcg_k_a_rac ium using a # 8 cuff.
Three successive readings performed; | i B6 i

Mild stress, sternal recumbency.

Gassessments

‘ Suspect eatly dilated cardiomyapathy; cannot rule out tauring-deficiency as a contributing facter,

plaps

today's echocardiogram docwimeants & decfing v LY myocardial function in addition to dilation of the left ventricle,
Compared to the study done previgusly, there is-approximately 1om increase in both LV dimensions {systolle and dlastolic). The function
ramalns decreased although unchanged overall (20%), This Informatlon is concerning for true early DCM, whether it is due to something
dietary or hereditaryforimary remaing to be ssen. We did discuss different ultrasonographers make it hard to compare directly, however
the change Is significant. We submitted blood for a taurine level today and results are pending. At this point we have recommended
supglementing the taurine at home (1000mg twice dally) regardiess of the results. We will contact vou in approximately 2 weelks when
the results are avaliable,

We also discussed the use of BB 1in these cases, and the results of the PROTECT study. Giver Unchanged systollc furetion and

a normal LA dimension, | havé not mstiwted this today. We-will revisit in the future depending on progresslon. In the interim, a normal
LA transtates to 8 relatively low currant 7isk for onset of congestive heart fallure gt this time.

Reassessmentis recommended ln 6 months. if issues arlse in the Interim {labored breathing, collapse eplsodes, etc) we recommenden
i B6 i85 a local option or the summer.

The awner iy aware of the nead to seek urgent medical atfention if onset of & cough, labored breathing, ar exercise intolerance, We
reguest 3 cardiology recheck in € months, sooner if problems arlse.

Thank you-for your trust in-the care of this patient. Please call ¥ ynu have any questions or concerns.
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The role of diet in taurine duaciency and DCM

It was logical for veterinary cardiologists to focus on diet as the root cause of DCM related to taurine
deficiency. For many dogs with DCM, common dietary frends emerged that strongly correlated with the
disease.

“Diet plays a huge role in this condifion,” said Dr. Josh Stern, a Morris Animal Foundation-funded
researcher, owner of & Golden Retriever Lifetime Study participant (Lira, Hero #203), and veterinary
cardiologist studying this disease. "Home-cooked diets have been implicated in this problem, as well
as small bafch, boutique dog foods.”

Other studies have linked high fiber, lamb and rice meal, and very-low-protein diets to the condition.

Dr. Stern said veterinary cardiologists were trained to measure tauring levels in dogs diagnosed with
DCM if they weren't a breed known to have a genetic link to the disease, such as Doberman pinschers
ar boxers, However, a recent upswing in the number of DCM cases in dags has put veterinarians on
the alert for the disease. In addition, one breed appears to have a big surge in this problem — goiden
retrievers,

Taurine deficiency and DCM in golden retrievers - an emerging problem?

A recent surge in the number of golden retrievers diagnosed with taurine deficiency and DCM has
many golden retriever owners and breeders concarned, Although taurine deficiency DCM has been
reported in the breed, some cardiologists are seeing more golden retrigvers with the disease than

normal.

This perceived uptick in cases spurred Dr. Stern to look more closely at this phenomenon. As a
veterinary cardiologist and golden retriever owner, this disease hits close to home,

Dr. Stern has been collecting blood samples and cardiac ulirasound data from golden retrievers both
with and without the disease. A!thaugh diet plays a role in thé golden retfievers, Dr. Stern suspects
genetic factors might be involved in increasing the risk of this conditions within the golden retrievers
breed.

“I suspect that golden retrievers might have something in their genetic make-up that makes them less
efficient at making taurine,” said Dr, Stern. “Couple that with certain diets, and you've given them a
double hit. If you feed them a diet that has fewer building blocks for taurine or a food compeonent that
inhibits this synthesis, they pop up with DCM.”

Dr. Stern is gathering data and hopes to publish his initial findings soon, His hope is that he ¢an offer
scientifically based guidelines for golden retriever owners regarding diet and DCM in this breed. Dr.
Stern will be drawing Bload sgmples for wuring messuramant at the upcoming Golden Peliinver Slub
of Amarica National Specialty, and hopes to add to his already impressive database.

What's next?

The good news is that DCM secondary 1o taurine deficiency has a very good long-term prognosis.
Taurine supplementation often reverses the heart muscle abnormalities, and many dogs can be
completely weaned off heart medications.

Veterinary cardiologists are spreading the word about taurine and DCM in dogs, and researchers such
as Dr. Stern are piecing together data fo get a clearer pictura about this problem. identifying a genetic
abnormality associated with the disease could lead to a diagnostic test which might idertify at risk
dogs.

Getting the word out to owners also is important. Knowing breed dispositions for disease helps both
owners and their veterinary health care team make the best decisions for each patient.

hitps:/feaninellfetimohealthorglailfstudy-participant-pawe/rese. . er-to-understanding~diatary-tavrine-gnd-heart- disnase-in-dogs/ 1/22/18, 9:46 AM
Page & of 4
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Is the Goiden Retriever Lifs.me Biudy looking at taurine-deficient dilated cardiomyopathy?

Taurine i not currently measured routinely in enrolled dogs. However, banked samples are available
to researchers, and the study team continually monitors disease information as it's received. If you
think your dog is at risk or clinically affected, please work with your family veterinarian to determ ne

what's bast for your dog.

forris Animal Foundation has been a leader in canine heart disease research for more than 50 years.
Beginning with our first grant to define what a normal canine electrocardiogram looks fike o our most
recent grants identifying genetic markers for heart disease, the Foundation has been deeply
committed to advancing cardiovascular research in dogs. Read about our {atest research grants as
well as our history of heart dissase research.

Learm more about Dy, Starn'e research and subimit samples to his laboratory for tauwine measurement,

s O R TS i 4 Avbet 3 5y ol SIS T 3 2k funien i s P A Tl

Previous Story Hexs Story

Join lis
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- ‘rmmm«uw @fﬁ‘ui&fw m . b Ramw&nmmwmmm o Lo

720 . Colorado Bivd. swte 1?4A Demer cd 80246 | 955,447, 3647

htpe/icanineifetimenealth org/all/study-participant-naws/rase . er-to-understanding-diatary-tautine-engd-heart-diseass-th-dogs/ 1122118, 9146 AM
Page 4 of 4
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S = Subjective (complsint/history)
O = Objective (exam)

A= Assessment (diagnosis, RO}
P=Plan (action/C.E.}

we | B0

PROGRESS NOTES

DATE | _80AR._]

an i
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T AAMIEIC D ',_""\\ P

« Mot Stated
Color
AppeRrance
Spefific Grivity B 6 1.015-1.050
pH 5,670 HIGH
Protedn *_Newative HIGH
v Commgnts
+ Microdbuminura testingls recommended (f sadionent 15 inactive) to help detwrmine the ciical sfgnificance of protetnuria,
GluroseStrip Negathe
Retones Negative
Biltrubin Neg To 14
Ocout Blood Negative
wee -3 HPF
RBC 0-3 HPF
Casts Hystine -3 LpF
Struvite Crystals HPF
Bacteria None Seen HIGH HBE
o Comrents
» Cutture Is the prefurred tast Tor verifying visble bacteriurta,
BQUAMONS EPTTHELIA : BG ! 4-3 HRE
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RECEIVED 18/B3/2017 1B:41aM|  B6 | B6
10/03/72017 8:41:17 AM 2300 FAXCOM b - . CAGNET 5F 1

W
(op

' Agcession No! B6 E
Recsived 10022077 """
Reported 10/03/2017 D830 AM
Cwner Pet Name Specles  Breed Sex . PetAyge Charl$
i B6 i Canine  Gojden Retriever CM BY N
Test Requasted Results Refarence Range Units
ANTECH Garpio BNP-CANINE
Cardie BNP-Canine i B6 | 0,680 wa/ml

Cardiac compromise (CHF) is unlikely fo be present in this patient.

fage 1 FINAL For onlina [ab results visit; B6 i
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8= Subjective {complaint/history)
0 = (bjective {exam )

4. = Assessment (Jiagnosis, R/O)
Pe=Plan (action/C.E.)

PROGRESS NOTES

Nare B6

Pet#1{

} Birthdate

B6

i _Flle# Page

DATE | SOAP
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A2 sercament (ognosis ki) PROGRESS NOTES

P =Plan (action/C.E)
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RECEIVED B8/15/20817 82:46PY |
0871572017 12:46:41 PM"‘“%?GO FAXCOM '

B6

PAGE 1

B6

OF

Acoession Nd

B6
Received 08/0374017
Reported 06/11/2017 12:13 Py

L

Dwner PalName Specles  Breed Bey PatAge Chart®
i Canine Golden Retriever CM 8Y N
- Test Requested Fesulis Reference Range Units
TAURINE
Tauring
Normal Values (nmolsimf
) Norrra! Rangs Critical Laval
Cat Plasma 60-120 Less than 40
Whole Blood 300-600 Less than Z00
Dog  Plasma 80120 Lessthan 40
Whaole Bload 200-350 Less than150
BLOOD, EDTA
i Be_hwmolfmL .
TEST PERFORMED AT B6 g
%
Page 1 FINSL

For onfing lab resulls visiti

B6 ;
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RECETIVED @B!’llf’?@l? a0 27eM | B6 i

08/11/2017 12:27:00 B ~ 290 FAKC o

B6

Aecassion No-

B6 :

______________________________ 1

Recelvad 08/08ETHY
Reported 08112017 12:13 PM

Species  Breed Bex

Cwner Pet Ngr_';_!_ & PetAge Chartff
i Bé : Canine  Golden Retriever o 8Y N
Test Requested Results Reference Range Units
TAURINE '
Taurins.
Nomal Values (pmals/ml). e
Nbrmal Range ) %?Q
Cat Plasma B 02 b v eSSt 40
Whols Blood 300-600 Lase than 200
sDog Plasmg rmeimo— 80120 Lessthan 40
Whole Blood -~ 200-350 Less thap 140
TA fes R
Ben'n%irgb ,
Q FESTPERFORMED AT- B6
Page 1 PARTIAL For antine lab results visit B6 :
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PROGRESS NOTES

Name | B 6

Pet#{

y Birthiclate _j B 6

DATE SOAP
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§= Subjective {complaint/history)
O = Objective (exam)

A= Assessment (diagnosis, RAQ)
P= Plan (sction/C.E)

- PROGRESS NOTES

Name B 6

. Pet#(

) Blythdate |

B6

L Fled . Page

DATE | SOAP |

CODE } CHARGE

FDA-CVM-FOIA-2019-1704-016152



N
¥ s

Ry L
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P= Plan {action/CE.)
Namei B6 Pet #( Y Birthclate.! BGE Fle# . .. - Page Q gé‘;f‘
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PROGRESS NOTES

W
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Nams .4 B 6

Pet i (

) Birthdate

B6

File # Page P
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e (2)

Patient__}_n_fp__ ‘ - Hoanlial: o
Nam Specles: Canine

Ghart No* 094-00(1424 Broed: Golden Retriever f

Qumnen B6 ggma(. g‘&

W
(op

Doctor Ownier

Totaf Pmtem
AibUmm
‘Giy:lbui!n )
WG Ratio’

ABT (SGOT)
ALT(SGPTY.. .
Alk Phosphatase

GGTP
Totat Bil 1rub
‘Uréa Nirregen 7
Creatinine
BUNlCreatmme Ratm £
Phosphoms
GIucose
Calcium
Magnesxum
Sodium |
F’c;rtass;um
Na/K Rsmo
Gh(arlde .
Cho!esterol )
Triglycer s it Y- Er

Amylase . ‘ ‘29951'1_25 o
Lipase: - R LT G rrees o
50895

wec L A01ss o

Hemogiob[n o A 12 4,203 e
Hematoefit: - LN e T
w o BO wm

MOH. T T Lo
MCHC ) o 30-38
Platelet Gount .~ .o Co e 70400
Platelot EST  ADEQUATE

 2060- 10600

SRands ST S e hooagn e
Lvmphmﬁeﬁ L BG o % ﬁ?“ﬁ?o o
iMondgtes . e 20 0840 L LT

pd
Eosinophils 4 01200
e L .

T4
Page 10f2 : FINAL. 9110/2016 7:38:59 AM

s

FDA-CVM-FQOIA-2019-1704-016157



04/95/2014 01:32:32 AM -0700 .

PAGE 1 QF ©

T‘*«q«"‘,\., "
B B 6 oy
AccessionNo, B8
Received 04/05/2014
Heported 04/05/201 4 02:23 AM
Onaner Pet Npme Species Breed Sex Pot Age  Charté
i B6 P Canine U M/A
Test Requested Hasuls Heference Hange Units
OVA N PARASITES WITH CENTR“‘UGA}:‘Q?? ______________________ -
Qua & Parasite i....B8& ____
Page 1 FiNAL For online lab results visit; B6 :
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PROGRESS NOTES

(o))

Pet # ( ) Birthdate _| Filg # Page LI
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i
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B6
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1071072013 05:08:16 aM ~-0700 ) PAGE B OF 20

s S @ ¢ @ .

B6

Accession Nd B6 :
Hecolved 10/08/2012
Reporied 10/08/2013 07101 AW

B6

Crumer Pet Hame Species  Breed Sex Pat Age  Chot#
g B8 i Canine  Golden Retriever . CM 2Y 094000424
Superchem GBC
Teats Results Ref, Range Unite Teste “Results . Reh Hange Units

* Total Protein 8.0 a/dt. WHG 4.0-185 10%ul
Albumin 3.6 ofdl RBC 4.8-9.3 10%ul
Globutin 2.4 afdl. Hemaoglobin 12.1-803 g/l
AfG Hatio 18 Ratio Hematocrit 46-60 %
AST (8GO 3z UL MCV 58-79 s
ALT (BGPT) 31 UL MCH 18-28 Pg
Allg Phosphatase 24 UL MCHC A(0.-38 afdl.
GGETP g UL Platelet Count 170-400 1OVl
Total Bilirublt 0.3 mg/dh Platelst EST ' Adequate :
Lirea Nitrogen 15 ma/dL. Differentlal % :

" Creatinine 1.0 mg/dl Neutraphils 55  2060-10800 b
BUN/Creatining Ratio. 15 Retio Bands 0  G-300 Jul.
Phosphors 4.0 gl Lymphaoytes 88 8904500 ful
Glucose a2 mgidl. Monocytes 2 D840 Jul
Caleium 10.2 medl. Eosinophils 5 01200 Al
Magnesium 1.5 ‘ kgl Besophils o 0150 ful.
Sodium 146 mEg/L
Potassium 4.3 mEg/l.

Na/K Ratio 34
Chioride . 111 - mEg/t
Cholesterol 236 ma/dL.
Triglycerides 52 mgfdL
Armnylase 443 UA
Lipase < 262 ) UL
CRK 487 . Ui
Comment -
Hemolysis 1+ No significant interference.
Test Reguestad Results Reference Range Units
Toral. T4 - —
T4 , 'B6! ‘ 0.8~3.5 ugfdL
Note new Canine reference range == .
URINALYSIS
Collection Method
Netetated . = -
Color ’ . .
Appearance . . *Clear
Specific Gravity e 1.015<1.080
pH . 55.7.0
Protein Neg
Microalburminutia testing is recomme B 6 hent is inactive) to help determine the dinical significance of proteinuria,
Glucose Neg
Katone . Neg
Bifirubin Meg Ta 1+
- Blood Neg
. WBC O3 HPR
' RBG S 0-3 HEF
 Page 1. . . . FINAL . For onlina lab results visitl B6 1
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5 = Bubjective (complaint/bistory)
== Objective (exam) :
‘A= Assessment {diagnosis, RAO)

- PROGRESS NOTES

P = Plan {(action/C.E.)
Nameg | B 6 Pet # ( ) Blrthdats BG File # Page @
DATE | cooe |cHARGE
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$=Subjective (c?mplaint!history} | o ' . -
B - PROGRESS NOTES

P = Plan (action/C.E.)

Name B 6 Pet#{ : ) Birthdate _1 _ B 6 L__ File # Page g %}

—
e — b

DATE | SOAP | ' CODE | CHARGE

FDA-CVM-FOIA-2019-1704-016163



10/16/2012 O7:28:11:AM ~0700
N

B6

PAGE 1 OF 2

B6

Accession Né B6 i
Heceived 10/158/2012 :
Reported 10/16/2012 02:35 AM

Bvmer Pel Neme | . Bpegies Breed . C 8Bex. . PetAge Chartd
i B6 P Canins  Bolden Retriever M iy 0840424
“Superchem N CBE
Fouts Results jiroy ﬁange Units T Testa . m@ Het. Renge Units
Total Protein ‘ 5.0-7.4 afdl. WEBC 4.0-168. . 109l
Alburnin 2.7-4.4 gL, FREC 4.8-83 165l
Gilobulin 1.6-36 - g/dl. . - Hemoglobin 12.1-20.3 gldl.
A/G Ratio 0.8-2.0 Ratie | Hemstocrit 36-80 %
AST [BBATY 15-66 UL - MaY- ’ . Ba-79 fl.
ALT (8GFT) 12118 UL §MCH 19-28 ng
Al Phosphatass 5131 UL MCHC : 30-38 gldl
GGTP 1-12 Ut Platelat Court B 6 170-400 10%ul.
Tetal Bilirubin 0.1-0.3 mgfdL Plaslet BT - Adeguste
Urea Nitrogen B31 mgfdL. Ditlerential o
Creztining 05618 mgfdl Neutrophils 48 2060-10800 - Jul
BUN/Creatining Ratio 427 - Ratio Rands - 0 0-500 ful
Phoaphos B6 2580 mg/dl. ' F Lymphotytes 43 690-4500 fl.
Glucoss 70138 < g/l Monocytes 5 0~840 bl
Calcium 2.9-11.4 mg/dl, | Eosinophils © 4 0-1200 Al
Corrected Calcium [ A < 2w o Basophils o 0-180 Jul.
Magnesium 1.5-2.5 mEg/L o
Sodiym 139~154 meyrt.
Potasstum 3.8-55 mEg/L.
Ma/K Ratio ' '
Chioride 102-120 mEg/L. .
Cholesterol 08324 mg/di . ‘ o,
Triglycerides 28201 wg/dl. C
Amylase « 200-1125 LA
Lipase 77-685 L
CPK. © 58805 UL
Comment '
AST may befalsely elovated due ta a Hemolysls 2+ and could be

below the Normal Rangs, :
Test Aequested : Hesulis _ Reference Range Unita
ToTaL T4 : S

T4 B6 | . 0.8-35 ugfdl.

Note new Canine referente rangs .
URINALYSIS
. Collection Method
Notstated e
- Colar )

Appearance *Clear

Specific Gravity 1.015~1,080

pH ‘ 5.5-7.0

Protein ~ Neg

Giucose Neg

Ketone Neg

Bilirubin ) . . MegTo 1+

Blood ' Neg .

WBC : o ¢ RPE

RBC 0-3 HPE

Casls ' ' LRF

Sruvite (MgH4P04) Crystals . HPF

Amorphous Phosphate Crystals HPE

Bacteria ] . None HFF
Page 1 FINAL For online lab results visi B6 |
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10/3B/7200% Qi1 AM ~0T00 PaGE 2 OF 2

et

TN ‘ -~
Accession No. Doctor 5% Quwner Pat Name
“Test RHequested Resulls Heterence Hange Unils .
Squarnoug Epithelia i B6 ! 0-3 HPF
HEARTWORM ANTIGEN
Ocoult Heartworm Antigen Nagative

There were no measurable amounts of adult female heartworm antigen inthis sample Adutt Dirafilaria immitis antigens will
nct be detected for & to 7 months following exposure to early larval steges.

Ova & Parasie i B6 i

Page @ FINAL For onling lab results visi{ B6 i
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Namsg | BG Pet#1{ ) Birthdate BG File # Page g; 2 -

DATE SOAP

| CODE | CHARGE
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we_|  BO

Pat # {

) Birthdate

BG Eiha# _Page Q‘l{.{

DATE | SOAP |

| CODE |CHARGE
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Client: {26123 Gender:
Patient Name: B6 Weight: 0.0 Ibs
Species: Canine Age: 7 Months
Braead: ‘ Doctor:

Test Resulls Reference Interval LOW NORMAL HIGH
LaserCyte {July 20, 2011 7:15 AM)

RBG 5.50 - B.50

HET 37.0 =550

HGE 120-180

© MGV 500 ~77.0

MECH 185 -30.0

MCHC. 30.0-37.5

RDW 147-17.9

YURETIC

RETIC
- WEBC 5,50 - 16,90

WNEY

YLYM

EMOND B6

%EQS

L%BASO

NEU 2.00 ~ 12,00

LYM (.50 ~4.90

MONO 0.30 -2.00

EOS 0.0 -1.49

BASO 0.00-0.10

PLT 175 = 50O

MEY

POW

PCT

RBC Run WEBC Run

Printed: July 20, 2011 7:26 AM

Page 10of 1

B6
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_Accession No. Daoctor Owner Pet Name  Received
‘ B6 0211212011
Species Breed Sex Pet Age Reported
Canine u_ 02/12/2011 07:44 AM
Test Requested Results Reference Range  Units
Qva AND PARASITES WITH CENTRIFUGATION .
Ova & Parasite B6
Page 1 | | FINAL 02/12/2011 07:44.AM
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	CARDIOLOGY DIET HISTORY FORM 
	IDEXX Aerobic Culture 8/22/18 
	IDEXX Aerobic & Anaerobic Culture 8/18/18 
	IDEXX Mycoplasma Culture (transtracheal wash) 8/22/2018 
	Lab Results IDEXX Urine cult & Suscep 9/18/18 
	IDEXX Urine Cult & Suscep 9/18/18 
	IDEXX Urine Cult & Suscep 10/3/18 
	Lab Results IDEXX CARDIOPET proBNP 10/23/18 
	Vitals Results 
	Patient History 
	Report Details - EON-365022
	Follow-up Case Information Uniform Data Entry Form Vet-LI RN 
	Report Details -EON-361371 
	Network Procedures for Veterinary Laboratory Investigation and Response Network Case Investigations 
	Network Procedures for Owners 
	1. General Introduction: 
	1.1. What is the goal of the case investigation? 
	1.2. What is the focus of a case investigation? 
	1.3. What is my veterinarian's role during the case investigation? 
	1.4. What will Vet-LIRN ask of me during a case investigation? 
	1.5. Will Vet-LIRN pay for tests or services requested? 
	1.6. Is the information received in the consumer complaint confidential? 
	2. Billing: 
	2.1. Will Vet-LIRN pay for bills related to the case investigation? 
	2.2. Will Vet-LIRN pay for testing that was not requested by Vet-LIRN? 
	2.3. Will Vet-LIRN pay for treatments or private cremation? 
	2.4. If I allow my veterinarian to submit my pet's body for testing, will I be able to have back his or her remains? 
	3. Step by Step Process: 
	Vet-LIRN will do the following during a case investigation: 
	Vet-LIRN requests that: 
	4. Types of Services and Tests: 
	4.1. What may a veterinary examination include once the case investigation is started? 
	4.2. Will your animal be tested more than once? 
	4.3. Will Vet-LIRN need to conduct a necropsy in the event of an animal death? 
	4.4. Will Vet-LIRN ask for a food sample? 
	4.5. What are some general tests that Vet-LIRN may request? 
	4.6. Will I get results from Vet-LIRN requested tests? 
	Report Details -EON-358522 
	Cardiology Appointment Report
	H2
	Discharge Instructions 
	Discharge Instructions
	Sample Profile 
	Lab Results Report 
	Amino Acid Lab blood results 6/29/18 
	Sample Submission Form
	Report Details -EON-359060 
	Anesthesia Log 
	Medical Alert Info: 
	Anesthesia: 
	Anesthesia Log 
	Urinalysis (in-house) 
	Anesthesia Log 
	Mortality Information: 
	Anesthesia Log 
	I-Stat Results 
	Fecal Analysis 
	Patient Chart 

	Follow-up Case Information Uniform Data Entry Form Vet-LI RN
	PATIENT INFORMATION 
	HISTORY-Additional Comments from Owner 
	CLINICAL INFORMATION--Additional Comments from Owner on What Happened 
	MEDICATIONS-Taken Prior to the Event and Mentioned by Owner 
	DIET-Any other foods the owner mentions were given to the animal during this period. (check all that apply) 
	ENVIRONMENTAL EXPOSURES-Environmental Exposures Mentioned by the Owner Potentially Affecting the Animal's Overall State of Health Prior to the Event. (check all that apply) 
	HOUSEHOLD-Signalment of Additional Animals Given the Product mentioned by the owner. 
	Researchers getting closer to understanding dietary taurine and heart disease in dogs 
	Link between taurine deficiency and heart disease first discovered in cats 
	Dilated cardiomyopathy In dogs -the basics 
	Taurine deficiency and DCM in dogs 
	Taurine-deficient Diiated Cardiomyopathy (DCM) in Golden Retrievers 




