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PENDING DIAGNOSTIC TESTS:

B6

ASSESSMENT:

Thank you for entrusting us with icare today. Today, | iwas diagnosed with dilated sardiomyopathy fOCK. DCM is &
disease that affects the muscle of the heart and causes a decrease n the contractiity (pumping ability) of the heart. Becadse the
neart is unable 16 puimp with enough force to move dlood adequately forward into circulaton, a veiime overload ocours and the Reart
hlates fo accommaodate 1. Subsequently. the chambers of the heart cecome enlarged and the mizial valve leaflets are pulled sightly
apart. resuiting in back-flow of blood (mitral regurgitaton) and the head murmur ausculied ol B8 | physical exam.iL

echocardicgram oday showed mid to moderate dilation of her heart chambers, mild miteal valve regurgitationm and mig (o
moderately diminished pumping ability of her heart,

While the exact mechanism of DM is currently unknown. dietary deficiencies 10 the aming acids taurine and camiting, genstics
infectious and intlammatory conditions, and ioxns have ab been inked to DCM. Sncel :s an atypicai breed to develop primay
{hereditary) DCM and has been an & grain-free diel for trne |ast 3 years, we are concerned for a passible dist associated DSM This s
a diagnosis of exclusian. $o fo rule out ather causes. blood was drawn today for a tbopanin level and for thyrowd tesiing. Tioponmn is A
biomarker for damage to the muscle of the heart and is elevated in cases of myocardiitis, which can be caused by many things

including infectious or inflammalary disease | BB | troponin level was acirna:, $5 an infcctious of inflarnmatory cause of her DCMis

Theie has been recent unpublishied data suggasting a link between some grair-free dists and cardioimycpalhy Alhough some of
these cases seam refated to tawrinescamitine deficiency. others do not. ang the reason fer this ling is not yet ciear. Although the
mechanism has not been corfinned, one fypothesis is thal phyte acd, produce: by legumes and lentils {(commaon ingredients in
grain-free diets) decreaszes the absorphon of taunne and other essential notnents tam the intestines o the sloodstream. Same
animats will show reversibmity of their heart diseaso with supplemerntation of ftaurine and cartatine and inhation of a grain-contairing
diet.
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Print Date: 10/18/18

Fage 3
d@nerfﬂ«gent B 4, B 6
CLlinicians, | _ . _ ! Cliert Services:
B4, B6'
In order to hefp expedite medication rofills, please wisit us onting at | B4, B6 rand seledt Pet Owners. Pharmacy Refills.

PRI
napitt v
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. B6 . _B6__
TTANINE MIKEITBREED DOXG MINI BRI ,

23, IS . B6 | BLAUK& TA

113791

UH[\UIUL.U\J i OLT\V'CE
Patient Discharge Instructions

Admission date: Wednesday, October 17, 2018

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

Diagnosis/Problem: Dilated cardiomyopathy. suspect diet related

Treatments and diagnostic tests performed: Troponin level {(pendingj. taurine level (pending), T4/1SH
{pending). platelet count, echocardiogram

Medications:

intolerance, f;l_l_p_t_l_r_]g Iethargy decreasad appeme colghing. and abdominal d|&,ter1310n Ef gQ_L_;__nQ_fe any of
these signs.! B6 ' should be evaluated by a vetannarian immediately Continue to mon: tori B6 iresting

respiratory rafe by counting her number of breaths per minute while she is taying down or sieeping. A normal
resting respiratory rate for a dog is less than 30-40 braaths per mintite.

Plan for next evaluation: Please schedule an appomntment with I_E_‘}_Eﬁ‘Card|0|ogy in 3 months by calling
B4, B6

B4B6 B4B6

Thank YQLL far altomm us to care for YO AN ¥iis i if you have any questions of concers, piease do not L1(3<;1ta+e to
cail the! B4, BB | Cardiology Service ati  B4,BB | For prescription refills: B6 y

~.Qwner requests full report (Fun Summary Autoratcally Sem To Frimary DV
. 'This is the full report to be sent to the primary DVM

Eculty Reardemt‘a (Iliniu:all Techniciansl
[ i !
0 B4, BG

B4 B6

0 b Research Technician

t ___B4,BS |
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Revd Date:  10718/2018 4:34.00 PM Animal {B6 MRN: i B6 |

Admitted By Not, Provided Specigs. Carine Breed D’m Mixed Breed

Ordered By:  N/A Age 3 years Gender. Femaie Spayad

Encounter: 02540503 TagReg i

CR# AP _ Cthes 10 o -

Engoecrineleogy

Endocrine Results

Collected Date/Time | 107172018 |
63 i

|
]
; h l
{f Provaded) f:3900 {
TP 5[5(.._"_'_:_'._.;_.i;.'_'_;::'_‘_1:_:_‘_1__:_'_'__::_-._i- s
e T e
e Fndoermology Imcrpretalmn o T ;

Beult = Corrected Resut * = Interpretve [ata, & - Result Footnote

Print Date/Time, 1232018 1031 AM rage 1 cf 1
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Patient History Report, B6 |10/15/2018

Clinic: Patient:!
n:
Tag:
Spoeies; Tienng, Mixed breed
! K f:‘:}‘_-ﬁ]ti.’::_pa')'_f_d_ _____________ .
i AR dvis, OB BB |
Client: Welght. 357 Ly
' alor Bleck/Tan makings
iast visit 1132918
Referred By:
Horne Phore|
Toin Flax:
Medical Record Fntries:
104352018 Referral - SW{ Bg | fitinto redslor- 1 menth

sgave dret and brige o in o appeintment CHange dist (o ong seith gmain i

Tauting- dlmgkz taCmg'day (250 ancd 5000k o)
et - 7

does Onesd tocallil ™ Rg i

[ F5 3008

HLAEIOLE Consultation with speciailst - Sent 1o :
Wonld like referral for echocardiegram at ASAP- suspoct zrain-fres dist relaied
DM, Chent amsuble 1y referral. On praits 122 et
fzat noted lost wask at adifferent vewrinaey ofioe. Seenr today by onn hespital Brst linee
for sevond opurion. Orade 2-370 Lsystoie momo, N3R Resplratory: WYL, no

VT Y

past 3 yean, New et ke

eraekles whe sres. Tupme, Dioos not eppear 1o e in CHE Mot curgentl
miedications asiele fromn Nexgnard and Heangaand Adwvised Tanree S00mg PO BT and 1L
carmunng - lgrapn PO RIS and change fo disf contauuzg aruns wile avsiaimg echo,

R NETRAINY Uil

appenr WL
Srictcardiac U5 oy mg)- AL 2 chagbers appean sutyoetively enfanpsbdiated.

My vearrim appears suljseriveiy thin with POOR conlmatility. No pancarlial efianog
detected. Suspect UM

Bloodwork parfotmed recently Dy another vet hospital- WL per cwnez [Coples
vnavaifable tocay - Safirday),

- Earliest appotrrent client can be seen”

- Additionad medications or citingss 1 dosuges of supplements b prevent CHE whils
awaidng reformal?

~Rads and video of cardiag 18 will Be sent by email oo Moenday ewhen sioppot <t

availablel.
B6 H
152008 Ultrasound Corsult Fee - Uardine LS- Alb 4 chambers appear sulvectively
Patient History Report - 1641572518 B + Owner? B6 Page i of 2
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arlargedidilated. My ocardionm appoars subjectively len wilk poor cortractibity, §

penzardie] afirion detacted. Suspret DOMI B6 b
132018 Radtograplis Twe Views - 3 view thoras- Gerortalirad miodurale 1y severe calcicome;

Lungs eppeat WhL. Suspest DM B6 ;

LT R:201R YWeight in My, - {3570 BE i

13 Examination/Qlfice {7all - B6 !
Chied Cemplant szeord apinton, haert nramr
History 2ud epuuans heart puormnr Adopted appros 2 youn
ronths ot thne of adophion. Protly headthy past few months- i
wen and ging from the deed | woek age

s, tenk she was around 9
ad diarthen occasionzlivin

firs? year improved once sha sluninated ¢
dispresed witkia Juzant maermmug for S st e i - B8

that, has bozn ko multipls vets and ey have nover mantioned a hzart meurmen

allar, but afsa

Creegssicnalty cougis, nuostly wher exeited faien palling on the leash,

somzruies when playing ofFlzash)

et- Amencan Jovmey Salimen and swest potato (mmain Te2). Has always been on 2 grain-

froo diat,

Un Heangeasd and Nexguard, O prves eveny monthy, regularly,

MIXE [3iegy-

Patient ilistory Report - HIV1S2918 - BB | Owner | B6 L Puge 2072

A AT drnrn oo FI] e a P
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18/15/2818 18:43 ,' B4,B6 . ; B4, B6 E PaGE  81/88
From; ! WMon Oct 15 0730037 2urs wsi i Fage 1 v o -

: B6 |
Acgt Number:

P i: ‘a edlnal Alert;
ddrese. ... i . Welabt: 35.6lbs.
| i SOkt FS . __
Pharte i BG ;} ” n%“g____: { £2 B& i grasd... Lab Mix
OME.. b bo- et s 1
Do : .. Spectes..: Canine
Cell Phone..o - 7 joxt Qutstanding Balance, $$
[BXAIv .
Broplam Rige Diagnoges Date Yacgine Name Date Due
(s}
10/03/2018 Note Reoords ranafered to| BB | Provider: | BB
103252018 Service CET HEXtra Premium Chews Mad. QTY: 1 Provider. Hospital Personnsl
Dog 3C-Ct
10/08/2018 LINK Now Cliet Form
10/02/2018  Service Junior Wellnass - Comprahensive QTY: 1 Provider: | B6 ‘;
Profile : :
100212018 Service CBC (Complele Biood Count) QTY: 1 Provider: | B6

MiNED R

Eer gt

" Pags 1ol 5

1071572018 11:30AM (GMT-04:00)
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13/15/ 2818

From |

______

100272018

10/02/2018
10/02/2018

ALB
ALP
ALT
AMY

18:43 T Bé

_____________________________________________________

BE&

PRGE B2/E5

Mon Oct 15 07:30:%7 AU R

B6

rogc o v o

Provider:| B6

5: Prasenting Camplaint: B6 .13 here for a wellness exam.

Current on vascines, no concems, E/D ok, no Vi

Meadicatons rezeived: None

Proventatves raceivec: Nexgard and Headgard

Diet: Amearican Journay

Q: Weight- 35.6tbs

FHYSICAL EXAM

ML L B3RED

DIAGHNOSTICS
CRO/Cham: NSF

A healthy pet, murmur very mild and not & concern at this time

P: dental cleaning will be important for maimaining heart hoalth

Lab Yalue Tamparalure: = 10120

Service Exam - Pot Wellness

QryY i

Comprehensive Diagnostic

10/02/2016 02:51 PM

B6

2544 gidb
20-150 WL
10-115 UL

200-1200 Ut

| Page 20f 5

16/10/72018

Provider; B6

11:30AM (GMT-0L 00}
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18/15/281

o
[
)
£n
Ly

GLOB

waa
HAC
HGB
HCT
MCV
MCH
MOHEG
PLT
PCT
MV
PDOWSs
PDWe
REWS
RDWe
LYM
MON
NEU
LY%
MC%
MEY
£GE
ECY,
EAS
BA%

Man Oct 15

B6

07:30537 SULB WYY

B6

3.1-0.6
725
BgE.11.8
2.8-6.6
2.3-1.4
60-110
138-160
3.7-3.8
5.4-8.2
2.3-b.d

Abaxls YetSean HMS
1O/0 2018 02:45 PM

B6

' Paga 30t 5

£.00-17.00
5.56-8 50
12.0-18.0
37.00-55.00
60- 77
18.5-24.5
31.0-380
185- 800

39411

14.0-2¢.0
1.00-4.80
0.20-1.50
3.00-12.C0

0.00-0.80

0.00-0.40

1071572018

mg/dl
mgfidl.
mao/dl.
M.
ma/dl
mgidi.
mmekL
rmmokL
gt
gidL

10M91
1057124
gidt

%

it

Py
gfdl
1049/]
%

fl

fl

%

H

Y
10%af
1070/t
1o

O.’{U

¥
B
107N
%
10|

0
Pl

Faonys o« e

FaGE

C~.'J
)
an]

[

11:30AM (GMT-0L:00)
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i B6 i = .
' : FrGE  mds o
Mon Oct 15 07:30:37 Z01ATMSY T 4705

B6

WRT Hist

REC Hist

|
0 1 T IS0 O
[ I ul |[ t_ A T l
{_5! ] . I .._!_ — s :‘ A o [
‘] v — - B —'—J I‘S
re i } | f T - D
o L | H ]
S s 1 I I f —H
ECS Higt
oy A R S A &M - N
. J_ T . -
i / i s f T il
oz l |
Y S T T
’f . r ] T m YA
el : i { !
RLT Mist
0 I T t _________ ; r I I T
A O L o For P
S 1 ' - |
Py P - i : ‘ : t
P M _‘_'— .
o T— “L : L F
¢ B A |
- . | : t H
N 1 . i { i ] T
OQ/R5/RME  LINK Records Cont.
Qy/2s/2018 LINK Hecorde
B i B6 | I
CARTNE MIXED BREED DOG SHRED B
FS ! Bs BLACK & TA

10/15/2018  11:30AM (CMT-0L: 00)
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B6 PAGE 05785

B6

T

 Paga Bof 5

\-.{."s\\.t‘

ST
~ BT

10/15/2018  11:30AM (GMT-04:00)
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16/15/2019..18:85....L. BE ! ! B6 | PAGE B1/12

Bﬁ ir._._.------------— e WL W e i IRy 4w
i B6 | BS |
Acet Numbar: ¢ Modical Alort;
Address....... ; B6 SOK..ni FS__ ... _ Welght: 55.6ibs
Phone........ | poooet gOB.’...: : o Be i Breed.. LabMix
A i . soies.  CARTe
Coll Phane....: e Outstanding Balance: § § P i
ekl _
&:M e Date Diagnoses Pats cet Date Dye
10/02/2018 Sarvice 8 ET HEXtra Prarrium Chews Mad, QTY: 1 Provider: Hospital Personnal
og 40-Gt

/’ - RN H

/ 10:02/2018 Bervice Junior Wellness - Comprehensive B&
Profite
\ 10/02/2018  Service GBG {Compiets Bisod Gount) B6

MINUD BREDR

S o vy

Page 1of 2

I

1071572018 11:35AM (GMT-0L:00)
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| B6 _ POGE B2/12
A ik L - = AT R Ty Fage £ o7 Af
10/02/2018  SOAP Weliness Visit Provider:, B6

Medications received: Norns

Preventativos received: Nexgard and Heartgard

Diet; American Journey E:

O: Waight- 355 1bs

BHYSICAL EY AR

DIAGNOSTICS

CBC/Chem: NBF

At haalthy pet, murmur very miid and not & concerm at this time

P doritai clearing will be important for maintaining kear: heaith
to/oz/201e Lab Value Temperaiure: = 107,20
10/02/2018 Service Sxam - Pet Weliness Qry: 1 Provider:! Bé
09/25/2618  LINK Records Gont. |
09/25/2018 LINK Records

F’age Pof 2 .

1071572018  11:35AM (GMT-0L:00>
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19/15/2938 _13:45 L BB B6 PAGE  83/12

i
B6 e HEU WL e, : o] rage 3 oF 17

Patient History Report
Client; Pationt:| B6 |
Phone: B 6 | Species: UdAAe Breed: Mixed
Address: i Age: 3 Yrs, BMos, Sex: Spayed Female
Color: Black/Tan

Date Type  StaH History

S/4/2018 | {B6 |

88/2018 CK I RBG

80472018 V 'B6

8l4f2018 L 'B6 |

81472013 L ' B6 |

8/af2018 B
842018 B
8/4/2018 B
8472018 B BB
8412018 B
713012018 P
B.EMng, C:Mad acts, SB0RN back, GK-Check-in, 00 omemunications, D:Diggrosie, DM Declined bo Fiatare £ o dem,
k:Daparting newr, LLab resut, M image ceses, PPresaiption, PATPVL Aceated. PRpronies- =~ MIED R Yod
R.Carvespondance, Timages, TG Yertative medl nate, Vivital signs B6 i eD DOG ’
. bo 4 RREE G
i BB MIXED CFo&TA
i [ S — PR ol S —~ }3‘1,"\ . ~
B6 PG AN | B6 | i e37 M
| B6 |
e ) T0715/2018  11:358M (GMT-04:00)
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T B6 i PAGE  D4/17

18/15/2818 12:45 ¢ B8 | sew wer s uoid i rage 4 oT 14
Patient History Report
Client: : Patient: | B6
Phone: B 6 Specles; Canme Breed: Mixed
Addrens: Age: 3Yrs 3 Mos Sex: Spayed Female
i Color: Black/Tan

Date Type Stafl History

71302018 P | BB |

712712018 P 'B6 |

712702018 P . B6 !

7/23/2018 TC i B6 i Signed Consents - TENTATIVE

7/23/2018 TC | B6 ! Signed Estimate/Orop Gff - TENTATIVE

7/20/2018 TC 1 B6 i  PDVM- TENTATIVE - B6 :
CANINE VACCINES & LAB- ** Please type Balow when vaccines or tests were

actually Given at B6 |- Not when they are due ™

*** RECEPTION FULL NAME {NOT YOUR INITIAf S).0F WHO PUT IN PDVM OF

DATES VACCINES GIVEN ; B6
Eo?;ﬂ ng; Dr%:;; tmt%b E; &?‘Imr a;(cih::??ffiﬁu:::h{:ﬁ'mm;w DH Declined ip history, E Framinen-- :”; i
arresooncence, T:mages, TC: erahvaliﬁh%&é p{fﬁi‘fzﬁBREED D(F[)C:& A AINT
! RN LACK & 1
B6 D e Be | LLT 7 PM
------- 10/15/2018  11:35AM (GMT-04:00)

FDA-CVM-FOIA-2019-1704-001628



: B.S

weda OOt

i PAGE BS/12

3 UL Ferror mpmaar

Patient History Report

FoMG o wr oak

18/19/2618 1A:45 i B6 i
From S e
Cllent:
Phonie:
Address:

Aga: 3 Yrs. 8 Moz
Color: Black/Tan

Braad: Mixed
Sax: Spayed Female

Date Type  Staf!

History

[ GV Date Given__ -
CN Date Gven__ -
SEN Date Given__ -

[T HEARTWORM TEST Date Given;_02/08/17_ -[fiNsgative [ Postive
HEARTWORM TEST Damie Given: -[ iNegative [ iPoeiive

WiFECAL Date Given:_12212017_ [ Negative [ {Positive: __
FECAL Dale Given:

gt —wAd Lids Gilven: -LutNegative | i Posilive:
| {FECAL Daste Given:__ -|_INegative [ jPositive:

| IDEWORMING Dats Giver__ - Type:
DEWORMING Dae Given__ - Type

_IDEWORMING Dale Giver - Type.

[{f; CANINE RARIES Date Given;_09/09/15_ - Manufacisrer:  1or3yean 3
[ CANINE RARIES Date Given__ - Manufacturer. 1072 year.
iCANINE RABIES Date Given: - Manufacturer: 1 pr 3 year
:CANINE BARIES Date Given,__ - Manufacturar: 1 or 3 yaar
EDHPP Dare Given _09/0816_ - I-: Manufacturer 1 or3year 3
DHEP Date Given:___ - 3 Mzoufacturar: 1 or 3 ymarn
DHPP Date Glven, _ - ¢ Manufactyrer, 1 ar 3 year
DHPE Date Qiven__ -{ } Mapufacturer: 1 or 3 ymar
HEPTO Date Given:___ ":'{f\
LEPTO Date Given' =
_ _ ; =
¥ BORDETELLA Date Given: 4/17/2017_ —@Intranasa! 1Oral l:}lniac-iabfe Z
[ iBORDETELLA Date Given,_ -[_lintranasal [ Jorat [ linjectabie "

g8 c . DZZ Canine/Feline Exam - CLOSED 08/02/2018
B6 oM
St O
Wi 352

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

M

8B, G Med note, CE:Call back, K Check-m. OM: Communicetisns, O Lisgresis, DHDeclined t history, £:Examination, £5 Eptimates,
FDapartirg sl LAD result, Mimags cases, P Prascription, PA:PYL Acregted, FHpoblems, 22 PYL Padormed, FR.PYL Recammandad,

Ememowrﬁm Timapes. TC Tentativa madt nota, V-Vitel signg

B6

Page 3 of 9

1071572018

Date: B/28/2018 6:57 PM

11:35AM (GMT-04:00)

FDA-CVM-FQIA-2018-1704-001629
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(gl
-
e
I

| B6 | PACL
MO UJCE 2 Uﬂ;:{ ! f"ﬂgC LARNE b S I

Patient History Report

CHent: | Patient:: B6 !
Phona: ii Species: Canne Breed: Mixed
Addrens: Age: 3 ¥rs. § Mos Sex: Spayed Female

Color: Black/Tan

Dite Type Statt Hlstory

Temp/Pulsa/Rasp: 101 .8/ 130/ 40

.................. i | BE |
CANINE SIED BREET
MIXED BREED Tvae NUNED R g
A
7riafen1s P 'B6 . B 6
BLBﬂiing_, Cihtedd nite, CB Call ark. CK-Ghedk-in, O Commynicaticns, [ Diagroals, DH:Declined tn hiate:y, E:Exeminaticn, £5: Enticetos,
LD &ymautinng instr, L1 &b rexid, Moimage cases, P-Prascripian, PAIPYL Apcapted, PR protiems, PRIV, Pedemmed, PR:PAL Récommanded,
S:Gorespondence, Timagas, T Temtabive med! note, Vil signa ’
B6 Page 4 of 8 Date: 8/20/2018 6:37 PM

10/15/2018  11:35AM (GMT-0L:00)
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iy
~1
o
RN

_ i i ; FOGE
e M ' L . W o rage ;s OT L2

Patlent History Report

Client: | Patlent: | BE_ |
Phone: | Species: Canine Breod: Mixed
Addrass: | B 6 Aga: 3 Yrs. 8 Moz, Sex: Spayed Female
‘i. Color: Black/Tan

Date Type  Htalt History

79018 (BB |
oo P BB
719/2018 OK  B6| |
7/19/2018 V
7/19/2018 B
7/19/2018 B ; !
7/18/2018 B
7/19/2018 B S
7/19/2018 B 'B6: i ;
7/19/2018 B AR L
7119/2018 B A
7i19/2018 B ! i | ':;
7/19/2018 B .
8472017 TC | BB |  OVERDUE REMINDER CALL - TENTATIVE
overdue reminder call L MOM for O to schedule apt
snvr201e ¢ B Overdue reminder call - TENTATIVE
LA 0wt SV 6%
omiente To (78 taxed records - TENTATIVE
Faxed recordsto,  B6  15115p ii

8 :Billing, C:Medt ricle, CB-Callback, CH.Chech-in, CM:Communk: ations, D:Diagnosts, H:Declined 1o hiskey, E.Examination, ES.Estunat e,

1 Departing instr, LLab rasuit, Mimage cases. P-Rresminllan, PARVL Acceed, PH probieme, £P.PVL Perfoimed, PRIAVE Recommandad,
R Comegponcence, Timeges, TO Tentslive medi nate, V.vitat signs

Bé6 Page 50l 9 Date: 8/29/2018 6:37 PM

1047572018 11:358M (GMT-04:00)
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Wed Oct 3 QB:SZy7 2004 MSy

Patient History Report

i B& ; F&GE BESIY
rage o i &£

le/15/2818 1@d4h | B6
Fromy e Bs
Client: |
Phone: |
Address: |

Patient: | BB |
Species; Carine
Age: 3 Yrs. 8 Mos.
Color: Black/Tan

Breed: Mixsd
Sex: Spayed Female

Date Type Siat

History

8r1i2018 © BB  FR-FINALOSO1/201€
73072016 © |B6.  Canine Exam - CLOSED 08/29/2016
Canine Exam
R . Date: 7/3%20186
Patient Namea i B6 i Mixed 37 pourds Soayed Female

Te be campleted by Techniclan

History (Subijsetive):

Reason for viail: to establish relationship for Bravecto

I§ yeur pet having any probiemsy

Al things are goed. O wans Bravecta far PO will 6o vx fowards enc of Sept
2016, Current on Tri-hear. Nature's Variety fambipen dry food.

To be completed by DVM

Exam {(Objeclive):

Nego and Throat
. ilid Not Exam
LiAbnorma: Ramarka;

Mouth/Teeth/Gum
| iMormal | iDid Nat Exan
|, Abnormal Remarks:

Eyes and Earx

_iNarmal |__IDid Not Fxam

i Abnormal Remarks:

.__j Normal ]n_;’ Dici Not Lwags
_iAknormal Remarks;

Lymph Nodes

iNorral | Did Not Examing
:Enfarged Remarks,
iAbnormal Ramarks,

Musculoskeletad

. Normal [ 70id Kot Evam
s Nail Trirn

JAbnormal Remarks,

8:8illing, G:Med note, CRTal back, CHChickdn, GM:Commuricakons, D:thagncsis, DH:Dedlined te Rislory, E Fxaminetion, ES: Estimates,
kDeparting nsy, [ Lab result, Mimage cazes, P Presaiption, PAPYVL Acoepred. P motlema, PP PVL Pedomied, M Py Recommenter
R:Cnrespocdinees, Tiimages, TG TenEtive ried| age, V-V slgns

; B Page B of 9
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15;"15:‘;:2818 1B8:45 :_‘_ ........ B_B_- IIIIIIIII | : B6 : PAGE  A5/32

---------------------------- Wed LUEE 3 Y01 T =Ty d rays S ouL e

Patient History Repori

Client: Patlant: | Beé
Phone: Speciestﬁﬁr{ﬁg'"" Breed: Mixed
Address: Age: B6 Sex: Spayed Female
Color: Black/Tan

Dale Type  Stalf History

Haart and Lungs
ENorma} __iDid Mat Examing

Hean Murmur Grade __ VI Murmur Comments:
iAbnormal Remarks:

@i Tract/Abdemen Litinary and Qenitalz
iNormal [_1Did Not Examine iNemat {  IDid Not Examine
iExpressed Anal Glands [_3Abnormal Remarks: _ _iAbnormat Remarks:

Additional Notea:

LHAbnomal Remarks: __

Te be Completed by DVM (Unless they are really backed up)
Vital Signe:
Add ital Signy

To be completed by Techniclan

Weilness Services:

Rables: 1yr[ ] ayr[ ] Retag# E UTDA# Ceclined [} Fecal: Accepted| Declfned:!

DHPP: yd ] ayf 3 ¥ 4 Tderd _FUT jDecIined[:j Heartworm Teet: Acce edeeclmed_m

lLapto: # Annua#mTDE_} Dedingd | Wallnazs BW: 0.6 yrsrlfz Accsptadm Declinsdf:g
Bordetella: #__ 1y 1 UTD[ ] Declinecdf_} =6y j

Nota: Don't forget the Accept or declined boxes!

To be completed by DVM:
Aszassment: Add Dilagnosts Dezcripfion

haalthy pet

Plan: examination for Bravecto, will have v as a tech app! In a couple months.

NT today.
sy 77302018 P B6 1.00 pack of Bravacio Chews » 22.0 - §4.0.1bs (1534)
BB Rx #: 315858 0 Of 0 Refilis Filedby:| B6 |

Give 1 chew by mouth every 12 weeks Yor prevention of fleas and ticks, GIVE
WITH FOOD. FOR VETERINARY USE ONLY. KEEP OUT OF REACH OF
CHILDREN

B:Fing, C. Med note, CB Calf baci, CK:Chack-in, CM: Communicabans, O:Diagnosis, DH Declined to histoey, E:Examinatian, £5-Estinmales,
Depating instr, [-Lab reeuit, M imags caaes, P-Pressriohon, Pa PYL Accepled, PB:prolems, PRPYL Padomiad, PR:PV). Becommerdad,
R Corggpandence, Timages, TC:Tenstva medt ndte. ViVila) signs

B6 Page 7 09 Date: 8/29/2012 6:37 PM

1071572018  11:35AM (GMT-04:00)
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TA/18/ 2018 sl B6 i B6 wGE 18710
Fromi B6 T Wed Qct 3 UBI Lot aes ] rages Ay o
Patient History Repoit
Cliant; Patient: | B6_ | ,
Phone: Species; Canine Breed: Mixed
Addrass: Age: 3Ys. 8 Maos, Sex: Spayed Ferrale
Color: Black/Tan
Date fype Staff History
/30/2016 C BB _| i Bg }FINALO7/20/2016-] B6 |AnimelCare Shetter
INO VAXHXIN:K B6
CANINE VACCINES

__zDHPP Date Givan:
i BHPP Date Given'

ﬂBHPP Date Given: 09/24/2015_

-{ Booster
-1 [Boaster
ADOHPE Date Given  -{ :Boosier

ot

¥ CANINE RABIES Dste Glven_09/24/2015 - |11 Year [ 12 Year

Mir:_Boehringer Ingelhelm_

e

ILERTO Data Givan

LAB/MHYGIENE

IDEWORMING Date Given__ -

MING Date Giver

[ JFECAL Date Given:__ -
| {FECAL Date Given__ -{_j

[LICANINE RABIES Dals Given:

'BORDETELLA Date Given: 092472015 -[_2In
i LA Dale Siven_ -[_iintranasal | iOral

i Negative
Negativa

- r'h Year m:i Yerar

10ral [ Infectanls

trahasal |
injectable

o} DEWORMING Nate Given_0@/24/2015_ - Type:_ Pyrantel Pamoste

Type:
Type._

F Postive:
JPocitive;

¥ CANINE HEARTWORM TEST Date Given_09/23/2015_ - Bf\Negatve [} Pastive
. JCANINE HEARTWORM TEST Date Given_ -|_INegaive | Positive

7r30/2016 CK i B6 |

702018 ! B6 |

702016 B
a0 B i B6

B:Ellingg, G:Mad nole, CB Gall back, CK.Gheck
i Daparting inar, L iab result, MImege cases,
R:Compaponderce, Timages, TC Tendative m

ML CRY USmmDCAHE Y annoss, DH Dectned fa Watory, € Examination, CS-Cshmates,
P Frascriptlon, PA-PVL Accaplad, PBiproblems, PRPVL, Pertoimed, PR-PVL Recammanded,
edt e, V:\itel signs

B6

Page 8ol 9 Late: 8/29/7018 6:37 PM

1071572018 11:35AM (GMT-04:006)
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f1@/15/2018  1A:45  TTTTEETTTTT B6 PAGE 11712

ot e e e ! LLL=VRR Y, WY TR T Y-~ PN NEPeY s : ' FuRge Lo OT 4L
Patient Histary Report
Client: Patient:; _B6 !
Phone: Species: Canine Breed: Mixed
Addregs: Age: 3 Yrs. 8 Mas, Sex' Spayed Female
Color; BlackTan

Date Type  Staff History

7/30/2016 B
702016 B i
FAOP0TE B BG

718/2016 ¥

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

weright 1 35.00 pounds

. 5ding, C'Med nole, CHCail bank, CK .Check: i, SM:Comminications, D-Oiagrosia, GH Declined 1o history, E:Evamination, ES Estimates,
t:Departing insy, Liab resuh, MInage cases, P:Prescription, PA-PVL Accapted, PEprobiems, PR.SVE Pardamned, PECPVL Recommerntdad,
Blorespondence, Tnages, TC Tantative modl nika, V.vitat signs

B6 Page 9ol g Daie: 8/279/2018 6:37 PM

1071572018  11:35AM (GMT-QL4:00)

FDA-CVM-FOIA-2019-1704-001635
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Reminder Letter Repori
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i i Cmemre
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B4, B6 .

B4, B6

Canine Echocardiography Report

Patient Name: | B6 _
Medical Rec # 231020
nOB: (...Bs |
Age: 3 yaars

Sex: _Fs
Sonographer: B4, B6

(CR), DAGVECE

Report Stalus: READ
Diagnosis:
Left ventrcular dilaticn
Study Detads:
patient was awaxe.

Additional Comments:

Dog presents for asymptomatic heart murmor,

20 Diastole Syslole

VM, DACYIM

Date of Exam: |

EBreed.
Weight:
BSA:
HR:
BP-sys:

tMixed brood
16 &g
0.64 m*

Suspect Gran Free el Associated DCM, Decreased let veatreular systalic function;

210 Echo/DaopplertColor Boppler. The images were of adeguate diagnostic quality. The

Vs
LV
LN

20

LA d
A5
LAAO

M-mode Diastale

B6

RV

VS

R

LV

1V normakized
LA

AO

LA A

Naormal Canme M-mede values [ om) for 15 kg dogs.

Tissue Doppler: Medial
=

A :
i

B6

MIXE 13z

Firal

FDA-CVM-FOIA-2018-1704-001637



Aortic Valve: AoV e T e
i B6 CANINE SMIXER BRELD DOG MIXED [k
Pk Grad i i . S ; .

BS i BLACK & LA

Mitral Vatve:

Mo Grad
- Y

bV Aran

Tricuspid valve:

™ B Max
TV Mn Grac
P2

TV VI

Puimonic valve:

VImax
Fk Grad
PV AT

PV ET
PV ATET

CLINICIAN INTERPRETATION:

B6

ECHO SUMMARY:

CV Exam:
Cardiac ausscullaton revealed a systolic murmur of grade 1-1IIAVE intensity loudest at the left apex.
Radiographs:

RDVM radiographs. No svidence of puimonary edema. Left sided cardicmegaly.
Recommendations: Cause of dog's murmcr is Mitral valve insufficiency due to MY annular stretch. MV
anatomy s normral.

Page 2 of 4

FDA-CVM-FOIA-2018-1704-001638



iis an atypical bread for DCM and has been on grain free diet for tast 3 years, we are concerned
for possible dist associated DCM. Other cadses are oossidle such as d:opathic, infectious/inflammatory,
ischemic or hypothyroidism. Cardias trononin and thyroid testing are pending. Blood for infectious disease
has heen banked if traponin is markedly edevated. Taunae concentrations are also pending but dog has been

an new diet and taurine for last 4-5 days.

Recommend continuing with Laurine 40 mgfkg per day and camitne. Suggest adding pimebendan 5 mg am,
2.5 mg pm and recheck echo in 3 months, If cnanges are reversible then dist associated OCM s ikely

Cause

'Fle:‘,?mnimély signed on | B6 ©on 20737 PM

B4, B6 DVM, DACVIM (CA), DACVECC

IR EED TI0G AN FL G
NN TR ¥ o ST

Final

FDA-CVM-FOIA-2018-1704-001639



B6 __B6 B6
'{4’;,
‘i,
(){.?J
Page 4 of 4
Final
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B6

B6 B6

Veterinarian: Species:  |Canine

B6 Breed: Gelden Retriever
Visit IB: Sex: Male (Neutered)

Age: Years Old
Lab Results Report B6
B6  1:29:30 PM B6
[ Test IResults |Reference Range |Units
Treponin I Research - FHSA E"'B"G'“: 0-0.08 mg/dl
3/22 B6

B4, B6

Printed Friday BG

Page 3/22
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B6

Best Available Copy

records

Fm:.mmim i ﬁmk
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B6

records

Fm:.mmim i ﬁmk

Page
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B6

Best Available Copy

records

Fm:.mmim i ﬁmk

l)agc 14/22
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B6

Vitals Results

B6 i11:32:13AM B6

Page 18/22
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B6

Patient History

10:46 AM

12:36 PM

10:07 AM
10:48 AM
10:53 AM
11:32 AM
12:.08 PM
12:18 PM

1:29 PM
1:30 PM
1:30 PM
1:30 PM

Page 22/22
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Cummings

Veterinary Medical Center

AT TUFTS UNIVERSITY

All Medical Record_s
Client: Patient: . B6

Address Breed: Boxer Species: Canine
DOB: { B6 ! Sex: Male
B 6 Limememe e ! (Neutered)

Referring Information

B6

Client:
Patient: B 6

Initial Complaint:

Scanned Record

SOAPText Nov20201812:22pM; B6 |

Initial Complaint:
DCM Study

SOAP Text Nov 20 2018 1:10PM B 6

Disposition/Recommendations

Page 1/13

FDA-CVM-FOIA-2019-1704-002321



Client:
Patient

B6

Page 2/13
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Client:é B 6

Patienﬁ

Pegplodl

Page 4/13

FDA-CVM-FOI|A-2019-1704-002324



Client:
Patient:

B6

CARDIAC TROPONIN,

B6

Page 5/13
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Client: B 6

Patient:

CARDIAC TROPONIN

B6

Page 6/13
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Client:
Patient:

B6

Page /13

FDA-CVM-FOIA-2019-1704-002328



Client: B 6

Patient:

ECG from Cardio

B6

Page 9/13
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Client: B 6

Patient:

ECG from Cardio

Page 10/13
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Client: B 6

Patient:

ECG from Cardio

Page 11/13
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Client:
Patient:

B6

Patient History

Page

12/13
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B6












B6

B6












B6































































Client: 6
Patient: B

............... d PAGE  B1
Bid B 6 P. 81782
TUETS UNIVERSITY 5 @
~ 1 | Cuaramings School of Veterinary Medicine Q a 7 7Q
iHeniry and Lois Foster Hospital for Small Animals
] : Hospital for Large Animals
200 Westhoro Road, Roure 30
North Grafton, MA 01536
S08-839.5305

Service o Which Referred: Appointment Date: ) Tine:
o TION:
Name: | B6 payum Phone: B6 i Evening Phone{ }
Address: | B6 . Gy | B6 | State:..B6 | Zip Code:|_ B6__|

77T
PATIENT INEO oML e, ! )
Registered Name/ID: E 6 S, ,
Specivs: LA A ( e I Breed: éu;;..e,v” Sex: ;‘V’ M ﬁge:i B6 L

: - [

TORY g -

Chwf Concern/Provisional D:agnﬁsi s B 6 -

_Lﬂamw m&@ug_u_wggmu-w

Vaccination Miswory:

Omei‘-msmry.- : aLy '_M i mjt, 3}22“3 thh ﬂ%!

; 7
Diagnustic Test Results (if possible| please avach results): ___ Blond wasle.  fpddaabred

Axe Radiographs caclosed?

Current Therapy & Medication (include dosages):

2

Special Commenis/Requesis: % Lo U Wi B6
i Y

B6 B6

Phun:e: : ' Fax .
Address:] Be T City: _| B‘(ir | State: BB Zip Code:l_B6 !

If ananimal is being reiened which has had lab work done at' B6 please include copies of the lab results

or the B6 mcessmn nnmb'?e E£. o axe. foxing_ s information about & clinica) case which has been
’ referred, please use fax number BG

Page 13/213
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Client: B 6

Patient:

Archivec B6 i

ooissel/oeld 15:23 B6 i - PacE 8z
. MEDIC'NOTE TEMPLATE INFoﬁAmoM |

3
H

Breed: Boxer
Sex: MNeutered Male Waeight: 57,5 pounds

Date: 10/012013 Staff: g B6 i
Status; TENTATIVE

a BOAP

Enter Office Visit;
History: ‘Lastmonth o changed food, changed back fo original food, stool was formed for first ime in 2 long time today,
Having sofme trouble eating, not interested at first, © has started by hand feeding to get him to eat the rest. Gagging tike he
wants to vomit or have hairball, nothing produces. Loosing weight;, breathing irregularly, heart seems to beat out of chest.
Was bit by o's aunt’s dog two weeks ago, cp
S BAR BCS=5/10
Gy Temp: 985 Pulse: 55 Resp-32
Eyes: Normal conjunctive, sciera, corneas, palpebrae
\ Ears: NSF
Nose/Throat: NSF
Mouth/Testh; No tartar, No gingivitis,
MM Pirk, ort <2, rist
Cardigvascular: No mourmuor, strong synchronous pulses,
Respiratory: Lungs clear bilaterally,
Abdomen: Soft, non-painful
PLN: NSF
Urogenitsl: NSF
Musculoskeletal: No lameness, no crepifous or pain in stifies, hocks, elbows, or carpi,
Nervous Systéem: Normal CP, PLR, menace, palpabral reflex. No ataxia.
SkinfHair Coat: No fleas or flea dirt, no lesions
ADDX: Open, cardiac or electrolyte.:

P: Start with CBCY Chem Hicavity US. Owner took dog home against medical advice, Chem supporis protein loosing
enteropathy. Eiectroiytes normal.:

Gl NBF

B6 : Page 1of 1 Date: 10/01/2013 13:51

Page 14/213
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Client: B 6

Patient:

ArchivedRDVM- B6 !

le/ol/2013 15:235 B6 E PAGE B3
Detailed Lab Results {

Patient:} B6 | | Patient!__B6 __| Sex: Neutered Male Age:l _ B6

Client: | TTBe i 'Spedes: Canine ‘Breed; Boxer Weight: 57.5 pounds

Lab 1D INCLINIC IDEXX VetLab In-clinic Laboratory
Template:. Chemistry

Staffi B6 !
- Status; Posted ,
. ReqlD: 7373 - Tuesday 10/1/2013 08:38:58
Test Results Reference Range Low Nﬁrmal High
" ALB \ 23-4 - 1
ALKP 23-212 W o
ALT H 10~ 100 LD n
AMYL 500 - 1500 oL L
BUN/UREA : 7-27 =
Ca 78-12 7
" Chlgride 109 - 122 o
- CHoL 110 - 320 A ]
CREA 0.5-18 i i ;:j
GGT 0-7 S 1
GLU B 6 74-143 L -
LIPA 200 - 1800 I |
PHOS 25-68 oo L
. Potassium 35-58 .
Sodium ' 144 - 160 "
Tai, 0-0.9 |
e L 52-8.2 ”
GLOB: ‘ L 25456 N
- ALBIGLOB
| BUN/CREA
. Na/K
OSM calc

Page 1of 1
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Client: B 6

Patient:

Archived RDVMi _ B6

PAGE B4

TB/BL/2013 15:93 B6 E
Detailed Lab Results
Patient:{ B6 | Sex: Neutered Male Agei B6
© Client; | B6 | Species: Canine Bresd: Boxer Weight: 57,5 pounds
Lab 1D: INCLINIC IDEXX Vetlab In-clinic Laboratory
Template: Hematology
Stoff! B6 i
Status: Posted '
Req 0 7373 - Tussday 107172013 DB:22:40
Test Results Reference Range Low Normal  High
Wec 55-16.9 [— '
HCT 37-55 o—
MCV 60-77 S
RBC 556-858 [ o
HGB 1218 T
. MCH 18.5-30 :
MCHC 30-37.5 - -
MPY
PLT 175 - 500 o
LYMPHS 05-49 I
BLYMPHS
MONOS 0.3-2 [
H%HMONOS B 6
NEUT 2-12 e
Y%MNEUT
EOCS 0.1-1.48 S
%EOS
BASO 0-0.1 Lo
%BASO
Retics 10-110 o
“%Retics
ROW 147178 S
PDW
PCT
Page 1 of 1

Page

16/213
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Client:
Patient:

Archived RDVM- B6 i

16/61/2013 185:23 |

B6 ! PAGE @5

Detailed Lab Resuits

Patient:! B6_!

" Patient! Sex: Neutered Male | Age: 2 Yrs. 10 Mos

Client; | B6

i Species: Canine

Breed: Boxer Weight: §7.5 pounds

Lab 1D: INCLINIC
Template: Immunoassay
Statti T
Status: Posted
Req ID: 7373 - Tuesday

B6 H

IDEXX VetLab In-glinis Laboratory

10172013 08:42:40

Test Results

= 0.8 pg/di

Reference Range Low bﬁ)mal High

Page 17/213
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Client:

Patient: L B 6

Archived RDVM: B6
18/81/2013 15:23 | B6 PAGE  ©5
S mepicP NOTE TEMPLATE INF(&A‘FION
Breed: Boxer
Sex: Neutered Male Weight: 57.5 pounds
Staff: | B6 ;
a2 30AP
B6 i

B6 ; Page 1of1 ; Date: 10/01/2013 14:08

Page 18/213
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Client: B 6

Patient: i

18/01/2813 15:23 4 B6 g ' PAGE B7
e o o . - é
Canine” Boxer B T i Neutered Male 685 pounds (3/29/2013)
; BY !
; B6 !

i B6 i 1ot 10P1/13 2213 PM

Page 19/213
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Client:
Patient; B 6

Archived RDVM-{ "B

..... -

18/81/2813 15:23

B6

Detailed L.ab Results

FaGE 88

Patient:

B6

Client

Sex; Neutered Male
Breed: Boxer

Weight: 57.5 pourids

Lab 1D INCLINIC

Template: Hematology

Req 1D: 6222 - Friday

IDEXX VetLab In-clinic Laboratory

Test

Results

wBo
CHCT
MCV
_RBC

- HGB
MCH
MCHC
MpPy
PLT
~LYMIPHS
WBLYMPHS
MONOS
LMONOS
NEUT
WNEUT
EOS

. "BEOS
BASO
%BASO
Ratics
YeRetics
ROW
POW

» O PET

B6

Lab Comments; WEC Abnormal Distribution

3292013 08:27:59
Reference Range
55-16.9 I
37-55 £
80-77 L
55-8.5 -
12~18 Lo
18.5 - 30 [
w376 [
175 - 500 [
0.5-4,9 |
0.3.2 ¥
2.12 A
0.1-148 S
0-0.1 i
10 -110 Lo
147 179 o
Page 1 of 1

Page 20/213

]
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Client:
Patient: B 6

Archived RDVM- B6 i

10/01/2013 15:2] B6 i . PAGE B9

Detailed Lab Resuits

Patient: BG Patient: | Sex; Neutered Male ( Agd ____B& ]
Client. Species: Canine Breed; Boxer ' Weight: 57.5 pounds
Lab Dy INCLINIC IDEXX VetLab in-clinic Laboratory

Template: Chemistry
Statl B6 i
Status: Posted
Regq ID: 6222 - Friday 3/29/2013 08:35:18
Yoot Resuits Reference Range Low Néﬂrmai

s T 234 _—

ALKP 23-212 L.

ALT. : 10 - 100 1.

BUNIUREA 7-27 [

Chigride H 108 - 122 I

CREA 6.5-1.8 Lo

- GLUY 74 - 143 —

Potassium B 6 35-58 oo

Sodium 144 « 180 I

TP §2-82 . A

eLoB 25-45 R e |

ALB/GLOB

BUNICREA

© Na/K
Q8M cale
Page 1 of 1

Page 21/213
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Client: |
Patient: B6

Archived RDVM- B6

18/81/2013 15:23

B6 ! PAGE 16

@ N

Detailed Lab Result
Patient: B Patient] B6 | Sex: Neutered Male Age:l | B6 i
Clignt: 6 Species; Canine Breed: Boxer Weight: 57 5 pounds
Lab 1D; IDEXX IDEXX Reference Laboratory
Template: Miscellaneous
- N -
Status: Posted
Req iD: B188 - Friday | 32812013 12:22:00
Test Resulis Reference Range Low Narmal High
_ COMMENTS
RE: 2007 PATHOLOGIST
PATHOQLOGIST

B6

Page 22/213
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Client:
Patient: B 6

Archived RDVM-{ B6

18701720058 15:23 | B6 i . PAGE 11

Detailed Lab Results

' Patient B 6 Patient: | B6 | ' Sex: Neutered Male Agel ] B6 i
Client:} Species: Canine Bread: Boxer - Weight: 57.5 pounds
Lab 1D IDEXX IDEXX Referance Laboratory

Template: Miscellaneous

Staffi B6 i
Status! Posted
Reg 1D 8188 - Friday 3/29/2013 1222:00
Test Restults Reference Range Low Nbrmal High

COMMENTS: COMMENTS

Page 2 of 2

Page 23/213
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Client:
Palt?:nt: B 6

\ 1B/81/2013 15: 23 B6 .
e i b S s e v »'ﬁvﬁ,a_w'-w » .
Reminder Letter Report
Sorted by Client ID |
ﬁatient Name ftem ID/Description Type Date

GiemtiD . Cliont Name _Patlent 1D

EI.'.'.'IE.'!.'G.'Z.'Z.'E:. B6 _

B 6 Page 1 of 1 Date: 10M/2013

Page 24/213
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Client: |
Patient: BG

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/ 13-2/7/14

\. .

TUFTS UNIVERSITY Document Case Summary
2 it for P
zmiﬁf;m Ms"“’" > Copy To:  MedRec
Morth Grafion, MA 015361895 - Status:  FINAL_____
1-508-839-5395 Finalized: by B 'on 21772014
Chient Information Putient Information
Clienté: Casett:)
Name: NameLBG
Address: Species: CANINE Breed: BOXER
City: Sex: CM P
Zip: RVet: Harbor Animal Hospital '
Home#: 286 Maple Ave
Workd#: Barrington, RI 02806
(4011 245-9090
Dates
Deseeiption “ Date
Admission 22014
Discharge 1A
Veterinary Medical Team
Marne Title
Johey B, Rush, DV, M8, DACYIM (Cardiology), DACYECC Attending (Fuculty) Clinician
‘o...BS____! Senior Student

To the Referrmg Veterinavian
I Deari B6 | |

Diagnoses

Final disgnoses s 3rd degree AV blogk with pacemaker implantation 14/13

Procedures : pacemadisr interigation, BOG

Recommendations ; Recheck in 3 months for echovardiogram and regeliing of pacemaker

Professional Repon

appears to be only abaut 58 142 years, sowe tumed down the output slightly to try to prolang this. We will recheck this in
3 months, at which point we will also do a recheck echoeardiogram o assess heart size, and hopefully turn down the sutput
a hit more to prolong battery life further,

Client Report

it is working the way we would like it to, and that his hean i5 nearly 100% reliant on the pacemaker, While it is controlling
his heart rate well, the projected battery life is about 5.3 1/2 years on his curvent setfings, We lowered the nntput slightly to
try to pmlong the battery life. We would like, o see]

It was great to sce- B6 _iagain, he is such a good patient! If you have any further questions or concems, please feel fres to

give us a call!

Patient Care Instructions

HT2014 34920 PM 8227632/Case Summary/MedRec Copy John E, Rush, DVM, MS,

s
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Client:
Patient: B 6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

8227632/Case Summary/Mengopy/LTURNEOS . Page 2 0f 2

I Please continue to monitor._ BE__ ifor any signs of decreased heart rate including counting heart beats (we would like his

heart rate to be at or 2 bit greater than 60 beats/min), weakness, collapse, or difficultly breathing. If you note any of these
changes, please contact us immediately.

Follow Up Instructions
{ Please schedule a recheck appointment for z cardiac exam, pacemaker check and echogardiogram in 3 months. |

John E. Rush, DVM, MS, DACVIM (Cardiology), DACVECC

2R 3450 P 5227632/Case Summary/MedRec Copy Tohn E. Rush, DVM, MS,

*
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Client: B 6

Patient:

TUFTS UNIVERSITY
FOSTER HOSPITAL FOR SMALL ANIMALS
200 Westboro Rd.
N. Grafton, MA 01538
508-839-5395

. g

B6

7

Diater . H l —] ! ]1“"'\, Problem: W

Clinician: _f%;\_:fﬂf\

I
Home Instructions:

Follow-up visits 0 TUFTS.8AH [0 Rel. Vet O Date Reason
Qwner to call Clinician: Date Reason
Medication Dispensad : Amount Size instructions .
A gl frsain,
Suvegenthive. O Yo <ave )
ASYYVE . S sCa APWEXSE. 242 L2

QU BANE AL wiATA

%Body condition score {1-8) _ﬁ__

d=fensadD, nad

HR =Y M Pl
7S8R Pewios

Procedures Performed and Future Plan:

FORM 6380 (Rev 6/52) RE-EKAMIMATION

MEDICAL RECORDS

s
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Patient:

B6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Client:
Patient:

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

* TUFTS UNIVERSITY Document Cardiology Report
Foster Hospital for Small Animals Co py To: MedRec
200 Westhoro Road .
North Grafton, MA. 01536-1895 Status: FINAL
1-508-839-5395 Finalized: by JRUSHO1 on 2/82014
Client Information Patient Information
Clicnt#; Case#; B 6 '
Namre: Name:
Address: Species: CANINE Breed: BOXER
City: Bex: CM DOB: TBe |
Zip: R¥Vet: i
Home#: B 6 :
Worl#:
Dates
Description Dade
Appointment T4
Personnel
Name Title
gﬁ%ﬁgh‘ DVM, M8, DACVIM (Cardiology), Attciding (Fa m i) Cardiclogist
1 B6 ! Cisdiclogy Technician
Case Abstract
I 3rd degree AV block. Permanent pacemaker implanted October 2013,
Cardiology Findings
Type Findings
Heart pivemur I/ over mital valve - intermittent
Transtentheartsotnds | Bruitde canon
1 Dither augcultatory
findings Clear
Pulses Cood
Jugular veins Okay
Mutous membranges Pinik
Abdonien NEF
Echorardiogram Hot performed
BCG/ thythm Bed degres AV block with paced shiythm
Misceliancons Captured down to .25 V., Changed caipat froen 3.3 to 3.0V, Minimal evidence of rate responsive featare, tried t:» adjust;
Body condition score (9] 6
Huart vate (fmin) &l bpm

Asgessment snd Recommendations

| Third degree AV block and pacemaker implantation - Good pacemaker function with baltsr& life of 5 10 5.5 vears,

LM49:51:52 AME

5 e

$227632/Cardiology ReportMedRec Copy

John E. Rush, DVM, MS,

FDA-CVM-FOIA-2019-1704-006762
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Client: B 6

Patient:

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

8227632/Cardiology Report/M®Rec Copy/TRUSHO1

Page 2 of 2

Recomumnend recheck in 3 months to evaluate
echo then as heart was riginally dilated.

pacemaker function, battery life and rate responsivensss; likely also recheck

Cardiology Conclusions
Type Condusion
Finat diagnoses Pacemaker implantation for 3rd degree AV block

20812014 9:51:52 AM

John E. Rush, DVM, MS, DACVIM {Cardiology), DACVECC

; $227632/Cardinlogy Report/Meditee Copy

h

Jobn B, Rush, DVM, M8,

FDA-CVM-FOIA-2019-1704-006764
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Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

Lot
;
" B6
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Page 35/213

FDA-CVM-FOIA-2019-1704-006766



Client:
Patient: B 6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

————

Page 36/213

FDA-CVM-FOIA-2019-1704-006767



B6

Client
Patient:

2/7/14

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13
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Client: B 6
Patient:
Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Client:
Patient:iE

Basic Operation
Mot

T Wgnel Response

Rates

Base Rate
Rest Rate
Max Sensor Rate

Refractories & Blar
Veniriular Refractory

Rats Resp. V. Refr.

Shertest Ventricular Refractory

Zephyt® SR 5620
Merlin® pesg (168918, 3330 i

apture & Sense

2ephyr® SR 5620 Wr203154 pra 7y

Heart Rate H stogram

TUFTS VET SCHOOL - Cardiology
,,E@gtﬂath@,ﬂmmw

W Paced (vp}
£ Bensed fvg)
o Senserndicated Rate®

olapiure
Pulse Ampliude
Puilse Widih

Amplitude Monitoring
Sansitivity

Leads

Lead Type
Pulse Config
Sense Config
Lead Menitoring
Lower Limit
Upper Limit

Patient Data
Patient Mame
Patient (D
Implant Date
ALEAD MODEL @i
MANUFACT:  DAT}
V LEAD: MODE b=
MANUFACT  pAT
ADAPTOR;
OTHER:

Flsﬂ’;thﬁ’ Summary pege7ofZ

Feb 7, 2014 323 pmy
page 2of 2

Feb 7, 2014 323 pm

Events
VP Counts

B6

0d 0h 3m 22s Banpled sitice Today (3:135 pmj

Er

P s ch

Page

iged since fast cleared

0% 100%
Od Bh3m 22 Bampled since Today (3:45 pinj

__ FatPath® Summary fege 2012

417213

FDA-CVM-FOIA-2010-1704_-00R8779
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Patient:

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

TUFTS VET SCHooL - i
Zaphym sn 5620 mzosm P87y . st ;u;-;:w{wv

Ventricular Captu

V 804 msii)

Snfmy mmm 1201 @300

This Session: <0 25

s

[ 2 s 3-;. i 'd"
{Bweep Spred: 12.50 mors)

X

Zephyr R 5620 wassimen TUFTS ;:; :c;om :::rdinim
Bmm i esults

-j Magnet Rate
Current B R
Impedance
ERI (2.8
iy

Vantricularl.ead

Low

— ]

® o

Fe 7, 2014 3:23 pm

Telt Rusults pane1 or1

paEge 1ofd
f},Feh 72014328 pm
;{;,") 4o m e

Tut Resulu page page 1 of1
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Client: |
Patient: ‘

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

Zephyr® SR 5620 RI203154 .7y

Heart Rate Histogram

@® = VET SCHOOL - Cardiotogy (@)
FastPath® Summary

page 2of 2
Feb 7, 2014 3118 pm

P
N rrcom)

B6

Merind pes. WIOSI6. 39017y~

Zephyr® SR 5620 (W7203154 pry. 7

}

0% 100%
bd Oh Om 285 Sampled sincs Today {3:15 pmy

EactPath® Summary page 2013 |

TUFTS VET SCHOOL - Cardivlogy
Ventricular Capture Test

min/s}

This Sesslon: <o.2 5 Vi@gos st

Satety Margin: »>14.0 - T8Iy
Last Bession: No previous resulis

Metlin® pos {ff@ﬁ;“ﬁwﬁwﬂ_ﬁ_]) T e

i

=15

?2 s s 34 3
Ventricular Capture Yest Pageiof 1

B6
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Patient: B 6
Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
-

———“
.1 TUFT:S VET SCHOOL - Cardioftogy .
~-Yentricular Capture Test S

Feb 7 204 3.9 pre

This Bession; <0.25 v ea.'zms(ai) B T

Safety Margin: 21401 @50y
ngzqug_;_;lg_mfm-— . Last Session: Na rrevious rasyits

et

Zephyr® SR 5620 (#7203154 prg.7)

B SRR O et

S B6 : .

rreeed "fentr)cular Capture'rest Pagetory

‘ F@§tPath@Bummn. .. . . PEGE 15f2
Mote: =~ e

Ern F e BB o
NOAhﬂs B 6

Test Resylts {Last Session: ot 7, 2013

TU
nnnnnnnnnnnnn Wz FTS VBT SCHooD}, - Camfolngy

R Faak
Capture

B6
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Client: B 6

Patient: —
Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/

®Rasic Operation -
Mods
Magnet Respanse
Sensor
Threshold
Measurad Avg
Slope
Max Sensor Rate
Reaction Time
Recovery Time

Bage Rate

Rest Rale

Max Sersor Rute
Hystarasis Hale

.Rgtmgmriﬁ,ﬁgm‘nkii

Ventricular Refraciory
Rate Resp. V Retr
Bhortest Ventricular Refractory

Zephyr® SR 5630 wansipeyy B6
Meilin® PCS (519916, 3930 v17.1_rey, 1)

Overview Ppagsiof2
- Feb7 3 zpm

TUFTS VET $CHooL - Cardiology page 2of 9
Zephyr® SR 5620 (4720915, pra.z) Wirnen s IM o . b, Fab?7, 2014 3.23 pm

§:9M,.Eﬁm,.§mﬁmmiqs

Sampling Option
Nurnber of Slored Episodes
Channel

EGM Configuration

EGM Recording Range

Episode Triggers

High Venitisular Rate Trigger
Magnet Placamant Trigger

E——
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Client:

Patient:

B6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

[

s —

TUFTS UN]VBRSITY D()cument Case Summgry
Foster Hospital Tor Small Animals .
200 Westboro Road Copy To: - MedReo
Morth Grafton, M 01536:1895 Status: FINAL -
1-508-839-5395 Finalized: by B6 -cm 1041172013
Client Information ' Patient Infnrmamn
Client#: Casefé:! B6

Name: Name:| =7 Y _
Address: B 6 Species: CANINE Breed: BOXER
City: Sex: CM D(}BBG
Zip: RVet: ihl

B6 |
Work#:

. Dates

Deseription . Date

Technician Appointment 1WiL2013

Veterinary Medical Team

Name Title

Diagnoses

Procedures: recheck ECG, suturs removal

Recommendations : recheck fa 2-3 months

Client Report

i__B6__lcameintoday fora reche:ck BCG and to have his sutures taken out, The incision looks good, although slightly red
around the area, we applied another neck bandage to keep on him for a couple days. His ECG showed that his pacemaleer Is
working well.

Patient Care Instructions

You are allowed to leash walk only, for about 10-15 minutes. Please continue to restriict other activty, such as chasing toys,
runming, jm up on furntiure, efe,

Follow Up Instructions

" | Please come back in2+3 months for a pacemaker computer check and an BCG.

W/HLA013 35118 PM §$227633/Case SummaryMedRee Copy ‘ i B6 i

FDA-CVM-FOIA-

2019-1704-006782




Client: B 6

Patient:

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Client:
Patient:

B6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/ 13-2/7/14

1

TUFTS UNIVERSITY
FOSTER HOSPITAL FOR SMALL ANIMALS-
204) Westboro Rd.
N. Grafton, MA 01536
5D8-839-5395

Date: fﬂ “\ (,'L’} Problem: W&lz’

Clinician;
Home Instructions:
Follow-up visits 0 TUFTS-SAH [0 Rel. Vet 3 Date Feason
Owner to cail Clinician: Date Reason
Medication Dispensed Amount _Size Instructions

History:— AT | OFICS prinl

on_Bunaodradd ko calmn

Leng ﬂg\"’&%\ﬁi& A

Physical Exam:  Temp Puise . Rasp.

Weight Z‘iaﬁ&j Body condition score (1-0)

Procedures Performed and Future Plan:

CUkurt, veprolal

Ergy

FORM #3590 (Rev 6/82) RE-EXAMINATION

MEDICAL RECORDS

. ‘

FDA-CVM-FOIA-2019-1704-006784
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Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

B6
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Cliont B6 ......... -

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

Tufts Vet School

Tufts University
Cardioclogy

10/11/2013 3:09:27 PM

TEEELTL

:Siin@ﬂ?lay#w
T 7 Piasenssgasmn

12 Lead

g PR
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Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Patient:

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

10/11/2013 3:10:38 BM
Tufts University

Cardiology Cardiclogy
Pufts Vet' Tufts Vet School
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B6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
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Client: B 6

Patient:
Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

10/11/2013 3:11:10 M
Tufts University

Tufts Vet School

Cardiology

7

— T e e R R T
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Client:
Paltf:nt B 6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

P
TUFTS UNIV;‘BRSIT'Y Document Case Summary
;g;u; m Rf;:d Small Animals c opy To: MedRec
North Graflon, MA. 01536-1395 Status: .
1-508-839-5395 Finalized: jon 10/472013
Client Information Putient Information
Client#: Case#f B 6
Name: Name:
Address: Species: CANINE Breed: BOXER
- BB e —
Zip: RVet:
Home#: B 6
‘Work#:
Dates
Deseription | P i Date
Discharge B 6
Admisgion
Veterinary Medical Team
N . Title
i B6 i Emergency Clinician
B6 ,' Senior Student
B6 N i Frimary Clinician
John B Rush, DVYM, WIS, DACVIM (Cardiolopyl, DACVECC Attending (Faculty) Surgson
[ BE_._.__._. ; Semor Student
! B6 i Aending (Faculty) Clinician
To the Referring Veterinarian .
Dear! B6 1 }
Diagnoscs
Final disgnoses : 3rd degree AV hlodk
Proced vech i BCG p ker implantation

Recormmendations : suture removal and ERG in 7-10 days

Case Progress Notes (ICU Transfer Sheet)
Time and Date Admitted: 010ct13 4:15pm
Transfer Date: 02013

Transferred to (Clinician);|_B6_|
Patient Location: ICURS

History and Physical Exam Suinunary:

rate. B went to his rDVM last week mild lethargy, B6 iNo signs of heart disease
were reporfed during this vigit, Over the next week his signs continued so he went back to his tDVM teday who found a
heart slow heart rate and sent him to Tufts for a cardiology consult. The owner reports that Warren has otherwise been

healthy aside from chronic allergies. He has not had any syncopal episodes or fainting spells.

Patient Condition:
S-OAR T-102. 8, P- 50, R-pant, CRT <2 s pale pink and tacky
10/412013 15844 P i 8227632/Case SummaryMedRec Copy : B6 3

s

FDA-CVM-FOIA-2019-1704-006798



Client:
Patient: L B6
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Client: B 6

Patient:
Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

8227632/Case Summary/MedRec CopyrBG ‘ Page 2 of §

EENT; Clear eyes, mild dental tarter, clear nose, mild debris AU

PLNs: No peripheral lymphadenopathy appreciated

Heart/Circulatory: HI/VI systolic murniiz, gallop thythm, hyperdynamic apical beat and femoral pulses
Lungs: clear

Abd: soft, non painful

UG externally unremarkable CM

MSI: Ambulatory x4

INTEG: small skin focal areas of alopecia on the muzzle, alopecia behind the ‘ears bilaterally

Neuro: QAR; mentally appropriate, full exam not performed

RECTAL: NP

A1y TIYVI systolic murmur

A2} Gallop rhythm

AJ) Hypetdynamic apical beatr and femoral pulses

A4) 3rd degree AV block (R/O: idiopathic vs myocarditis)

AS) :
1 B6

ATy

A8}

Initiat and Current Therapy:

1) Telemetry .

2) B6 i

Diagnostic tests completed and pending: :

1) Cardiology consult: 3rd degree AV block, dilated cardiac chambers, start treatment with minocycline while awaiting
40X results - ’

2) 4DX: Pending

3) CBC: Pending

4) CHEM: Pending ‘

Prognosis Given Owner; Stable.

Client and Referring Veterinarian Communication Status: Will admit overnight for telemetry monitoring and transfer to.our

cardiology service in the morning.

*Not sure what else you talked to them about*
CV: HR = 64, 3rd de'greé AV blc:n:k, fIWI systolic murmur and gallop heard on left side, snappy feimoral pulses
{synchronous), jugular vein distended to 3/4 of the neck

Qct 2, 2013
Bé i

N Lungs RE=36._no resniratorcaffu 10 PRER T
1042013 1:58:44 P 8227653 Case SummwyMcdRec Copy : 56 :

| R E—
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Client:
Palt?:nt: B 6
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8227632/Case Summary/MedRec Copyi  B6 | . Page 3 of 5

Recent diagnostic tests:

4dx - all negative

CBC - no abnormal findings

Chem - slight hypoproteinemia (5.4 g/dl), hypogolbulinemia (1.9 g/dl), elevated ALT (99)

Al 3rd degree AV block - v/o myocarditis vs. fibrosis
A2: alopecia - o allergic skin discase vs. endocrine

A3: hypogolubulinemia - hepatic insufficiency vs. PLE vs. hemorrhage
Ad: elevated ALT - decreased cacdiac output vs, artifact (hemolysis} vs: liver disease vs. endocrine vs, drug-induced

B6

oS R Y SYSTI I HeaI Ol T S, SIght Byperdinamnic femoral plises [synchronous), no
Al: 3rd degree AV block - resolved

Juznlar vein distension observed
A2: alopecia - v/o allergic skin disease vs. endocrine

A3: shortruns of v-tach - wo irritation to veniricle from pacemaker placement vs.
A4 sevomya formation under chin :

P
Pacemaker placement today
discontinue minocycline?

Oct 3,2013 4 Bé i

Recent diagnostic tests;

P
Octd, 2013 4 B6
Recent History: On telemetry overnight, paceriaker placed 10/2/13, no evidence of ventricular tachycardia overnight, eating
well
10/412013 1:58:44 PM $227632/Case Summary/MedRec Copy B6 E
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~ B6

Client:
Patient:

RE

TV "FIK =YV, paced, TI7VT systolic murmur heard on Teft side, strong synchronous femoral pulses, no jugular vein

B6

Al: 3rd degree AV block ~ resolved

AZ: alopecia - 1/o allergic skin disease vs. endocrine
AZ: short runs of v-tach - resolved

Adzseroma formation under chin

B6

P:

Professional Report

been doing well. He was tested negative for tick-borme diseases, and A was unremarkable. |

than a typical dog with 3rd degree AV block, so we're still suspicious that some infection star:sd thiz off. Sothereisa
chance in the future that his rhythm may recover.

faxed to you.

Sincerely,

1 B6 i
cardiology resident

Thank you for your referral. Please contact us with any questions or concerns. A copy of the-cardiclogy report will be

To Our Client

[Dearr B6 _Family,

Client Report

10/42013 15844 PN 85227632(Case Summary/MedRec Copy

............ ipresented to the Tufts in third degree AV block. AV block is a condition of the heart where the electrical impulses
tl)at are responsmls for contraction of the heart fail to be conducted fmm the atria to the ventricleés. Ina ncmnal heart, the

i B6 i

s
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2

8227632/Case Summary/MedRec Copy ™ "B . Page S of 5

was fegative for the tests, Spontaneous AV Block in a young Boxer is uncommon and there i5 often an infectious cause
whether or ot we can identify it

_____ B6 _;will be going home with a neck bandage. Because he tends to seratch at his neck, we will need you to rewrap his

neck seversl times so the bandage stays in place until the sutures comeout. Please only use a harness to leash walk him and
do-not put a collar on while the siryres are still in place.

If you have any guestions or concetns between now and your recheck appointment, please do not hesitate fo call.

Fatient CareJostnetions

T PRt

Medications and Treatments

ltemiized Medications
medication strength | wnits aly | formulaiion instructivns vefili nextdosy stutuy
;! _._._._._..E Tael R i = oW .
B 6 i B6 i B! JLB6.: ! Be i BG Node | pemogs | Dispense
Follow Up Iustructions
L. Please have!__Be__ isuture removal in 7-10 days, and recheck an EKG. This can be done with your primary care
velerinarian’s, If you-would {ike it done here, you can make an eppointment can by ade by calling 508-887-4696,
L3.Wewanti B6 it return here to 08 us for programming of the computer/pacemaker in 2-3 months,
: B6 | {Resident in cardiology)
10MA013 1:58:44 PM $227632iCase SummaryMMedRec Copy i B8 i
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Client:

Patient: :
Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14
—
Tufts University
Foster Hospital for Small Animals
200 Westboro Road, N. Grafton, MA 01536
508.839-5395 i :
B39-539 | B6 i u

APPT,DATE EPET e CABREAAN SEmarE AR LAGE
DRATNERAAST MANE FIRET NPT REOUHE TAL | HOSE PHOME AR BRIDNE.

[ (1}
ETREET TN LWRTE P
REFERTNG CLINIC NedE TR STRIE PHONE
REFHRIING VET MAME
FETE RANE BREED fite. 3 SEd: CIwaal DIPEMALE | BRUHINGE

I NEUTERED L3 BPRYERY L] YR
Length of time you have owned your pet: Has your pet sver traveled or resided outside of Mew | Obtained from:
England? QO'Yes Winlo OBred  OBresder UFrend 0 Other
¥ yes, where/whan: T Pet Shop. 0 Humane Society { Stray

Pats Envirenment Confined to: Cither Pets: Diet: Fanding:
o Howse L Mouse UYas Nuriber of feadi iy
0 Apartment O Fenced yard/chain DO No Brand g g per days
£ Urban L Roams . . }
11 Suburban 0 Other #yas, animal type;. . |01 Canned T Dry U Both Arniount given each feeding:
& Rural 0O Other
Date of lust Fecal Tast: Faline Leukemia Test (FELV} Date of last Heartworm Test:
O Tested ~ Date: 03 Tostid - Dates U3 Tested — Date:
£ Not Tasted Q Not Tested QiNot Tested
Vaccination Hnsmry- Felins m ofic Test Ha "
Type: __R Date: aling Imimunodeficency {FIv} artworm Prevention:
Type: : Date: & Tosted « Date: L Daily 0 Manthly
Type: Data: {3 Not Tested W Mot Given

WW

(DO NOT WRITE BELOW THIS LINE)

24 - yo rDim_~17uwght latred
oD Ao MUch.

bc;wmx_—mm_

MAgnﬁ_:\p_LDyM_iﬂB_Mna

MJQAML\%_Q:M -oliffe Zopn potwe

Figgen HIS - O Rew WROE

MEDICAL HISTORY / ADMISSION

| s
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Client: B 6

Patient:

N . R CH E3)
Tufts University i B6 Anvr g mguig
Foster Hospital for Small Animals lae A :J

200 Westbore Road, N. Grafton, MA 01536 d B6 5
pate: (O DTN Time: [ |5 M
Body Condition (1-9) | Body Weight Temperament ' Temperature Pulse Respiratory
1= emagiated .
£e 1419 SRE 50 oan
General NAF ¥0 1| Integumentary NAF [T | Musculo-Skeletal NAF ¥
Appssiance Abnorm. [ Abriorm. &2 Abniotim, [
(1) NotEx. 1 |(® NotEx. 11 1{3) NotEx. [
Respiratory NAE. A& | Digeslive NAF. B | Genito-Urinary NAF @)
Abrigrm. [ Abnorm. £ Abrwrm. 1
(4} NotEx. O |(8) HotBx. 1 |8 Not Ex.
Circulatory . N.AF J |LymphNodes NAF @ Nstvous NAE Mo
Abnorm, (2 Abnome, £ Abrorm. T
m - MotEx, [ |8 NotEx. I |{9) Mot Ex. 1)
Eves NAF g Ears MAF 46 | Mucous Membranes NAF [
Abnorm. 0 Abnorm, 0 Abnorm, L
(10} MotEx. 00 | () : MotBx, {1 1{12) Mot Bx. [
Deseribe abriormal, using code numbers as above, for syslems Pains Assessment MAF AD
Abnorm, O
(13} Not Ex. [

2 algecio. on mmﬂlxz behmd P0IFS

mm:_sysﬂ&_mu M%m , Netpor, 2]

| 0K 1 34 degnes AV b enh s
J@m N (T2 bro oW corcd o
M gﬁ% PNV

P orai o conDunbt
AL Lo L

FORM 040 (REV. 806} PHYSICAL EXAMINATION {OVER)

,——-f
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Date of Dmcharge !‘41
‘TxmeofDischarge _' ’ AM 5: ﬁDPM

R o C'ummmgs Vetermmy&ch&ul ' . v
R T IR S - Tufts University - :
R Fostwﬂosmta[forﬁmaﬂﬁmmmls

Y .

PATIEN“T DISCHARGE CHECKLIST :

! stcharged by (please prmt)

B6

e w . VAmmahsClean

o fRemoved ECGpads _
o Catheterhas beenremoved

 Cirdle One: CLUL:@T) WARD ATTENDANT . ICUMED TECH
: Showed mmsmn]wound to owner
Instmcted owner to remove Pmsure Wrap 3

i stewed DzschargeJMedwanon Orders eI
Retumed owners’ medlcauon (broughtfromhome}

Camniénts:f -

- FRONT DESKDISCHARGE
‘ ’f,;rmscharged by (full tame)

; ,--..--.-_-‘-.-‘----....x--....-..‘.;».-‘----,,-a--_-------..,....--....».--p ----------

e DISCHARGE GR.DERS CC}WLETE
S ORDERS mRBCORD
" RECORD INDISCHARGE

'BILLmG FOLDER IN RBCQRD
PHARMACY COPY PULLED

: ;(Do not. dlspense left-over medxcanon fmm Ward)

g (jliéni Wait sze_

«‘ .,MEDICA'I‘I(}N DISPENSED FROM PHARAMACY YES NO -

 NIA (daycase)
WA
‘GIVENTOOWNER -~
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o

/ TUFTE UNIVERSITY
V Vi FOSTER HOSPITAL VOR SMALL ANIMALS
\\' 200 Westboro Road, N. Grafton, MA 01536

IV CATHETER siTE(S);, /$AE Jebas L

DATE PLACED: 18-/ “7 3 INFTIALS: _ 021 ‘
CLINICAL SUMMARY: _ S04 é’;&r{é AN = ok *
3 o ) i
DATE: lomi"b CAGE #iyran @ag 1 2} !EI;.L.&]‘.Y{./ALK ..... wistrr el ik .. smonm. = L
FORM #322 (REV, &/05) DAILY RECORD PAGE OF
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5.

TUFTS UNIVERSITY
FOSTER HOSPITAL FOR SMALL ANIMALS
200 Westhoro Road, N, Grafton, MA 01586

T

w caTHeTeR siteey: (©) ¢ sohal.C DATE PLACED: __ 0] 1113

CLINICAL SUMMARY: 374 ’i”;', e AV Woue

N0 NEk (DS ¥

DATE: iulz h3

FORM #322 (REV. 6/05)

STUDENT:

CAGE#: \ [\ _F A _DIET. _ _L0u T Codts WATER 1ol T Tt S A1 f}
T i i E
B6 cunician: i B6 LRAush
HOME PHONE NO.; _ ——7 7
DAILY RECORD page_l or_1

FDA-CVM-FOIA-2019-1704-006816



Client:
Patient:

B6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

LS

{and J0 SoNsUBIDBIBYD SqUDSaT])
SNOILYAYISEO

Page 86/213

TRICLVYHENT

T YRE

FDA-CVM-FOIA-2019-1704-006817



Client:
Palt?:nt: B 6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

ST
FOSTER HOSPITAL FOR SMALL ANIMALS B 6

200 Westboro Road, N. Grafton, MA 01536

rmrmrmmmmmms YT K ST
B6 BOYER  CANINE
. B6
IV CATHETER SITE(S): DATE PLACED: INITIALS:
CLINICAL SUMMARY: TN
Voaor (2 ) >N NeOC TEVDS X
: A ooe : e
DATE: 10!1 111‘ CAGE# \(V RS DIET: Cuqng . WATER: £ .  WEIGHT: 253 e i
TREATMENT PLAN MONITORING -
RECORD OBSERVATIONS : : , E ] : 1 :
&
STODENTT T B6 L CUNICIAN: T BB s
' ¥ HOME PHONE NO.; __ “=7 7 ‘
FORM #322 (REV. 6/05) DAILY RECORD PAGE %~ oF 72
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TUFTSUNIVERSITY | e B 6

4, FOSTER HOSPITAL FOR SMALL ANIMALS i _Be . THWN L CH
v 200 Westhoro Road, N, Grafion, MA 01538 OXER . _ra »

B6 !

13
KE

IV CATHETER SITE(S): @ (1 ﬂh@im DATE PLACED: _ @]} )R INITIALS:

CLINICAL SUMMARY: pgcgmw plocech e f2 1, .rl [+ AV Hock (»amwhh‘)

xNo NECE LernDS »

DATE: (7}3](3 CAGE#: |y @€ DET WATER: 5[

TREATMENT PLAN MONITORING
RECORD OBSERVATIONS T

WEIGHT: 25 ) ﬁf"i (g\j»e

1 TITETST NS

“DAILY RECURD PAGE__ | OF —J{—

FDA-CVM-FOIA-2019-1704-006820



Client:
Palt?:nt: B 6 @

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

HAHLO LINOA TO0LS NOLLYNIEN ElLE

{1UeA 0 SORSUBIDEIRLD SqHISeC)
SNOLLVAMISED

Page 907213

FDA-CVM-FOIA-2019-1704-006821



Client:
Patient:

B6

Archived Records 10/1/13-10/4/13 (PART ONE) & 10/11/13-2/7/14

B6

i ST — £ 575
FOSTER HOSPITAL FOR SMALL ANIMALY BOYER flaUHNE
U 200 Westhoro Road, N. Grafton, MA 01536 BG
IV CATHETER SITE(S): @ @And T DATE PLACED: __ [0 1] 13 INITIALS:

CLINICAL SUMMARY: (g YAQ I AC ?lwé bfz)is - /ﬂm(}uw AN block

DATE: 10]4 {13

CAGE# (LU L& DET:

WATER:

Ele

WEIGHT: 2 < Y (5

TREATMENT PLAN
RECORD OBSERVATIONS

MONITORING

FORM.#322 (REV. 6/05)

[ —

DAILY RECORD

TER T WNT ST

page__\ o &
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF 14A6CB8E94F322906BADD-

DROTSTEI>

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

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

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

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

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

Note: 380742 & 380743 are from the same household. Other dogs in household — 2 not tested yet & 1 normal
BNP

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

I o5 eamion

vioy

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-malil
the sender immediately at david.rotstein@fda.hhs.gov.

FDA-CVM-FOIA-2019-1704-007610



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

DROTSTEI>

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

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

Subject: DCM cases 2/26/2019 00O

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

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

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

U.S. FOOD & DRUG

‘ ATYBAITMIETRATECMN

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-malil
the sender immediately at david.rotstein@fda.hhs.gov.
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 9/22/2018 10:36:35 PM

Subject: _FW: Safety Report ID 243513 Submission Confirmation
Attachments: { B6___ 18092218480.pdf

Sorry - 1 more document (diet history)
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary NutritionistTM
Professor

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

www.petfoodology.org

From: noreply.safetyreporting@hhs.gov <noreply.safetyreporting@hhs.gov>
Sent: Saturday, September 22, 2018 6:34 PM

To: Freeman, Lisa <lisa.freeman@tufts.edu>

Subject: Safety Report ID 243513 Submission Confirmation

Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 243513, was successfully submitted on 9/22/2018
6:33:37 PM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2055229.

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have questions

please refer to the Portal's Contact Us page for further instructions.

FDA-CVM-FOIA-2019-1704-007842
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 10/11/2018 8:29:31 PM

Subject: FW: WB Taurine result fori, ~ B6 |
Attachments: T_22857 pdf T

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

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

www . pettoodology.org

From: Tufts Veterinary Cardiology Service
Sent: Thursday, October 11, 2018 4:26 PM
To: Freeman, Lisa <lisa.freeman/@tufts.edu>
Subject: FW: Taurine result

Veterinary Cardiology Service
Tufts University Cammings School of Veterinary Medicine

Please note: This account is not monitored on weekends, holidays, or evenings (after Spm). Please allow 24 - 48 business hours for a
reply. For immediate service during business hours, please call the liaison office at 508-887-4696. If you need to speak with the
Emergency Service, please call 508-839-5395.

Foster Hospital for Small Animals
200 Westboro Road

North Grafton, MA 01536
http://www.tufts.edu/vet/
508.887.4696 phone
508.887.4363 fax

From: Amino Acid Lab <ucd.aminoacid lab‘@ucdavis.edu>

Sent: Thursday, October 11, 2018 4:23 PM

To: Clinical Pathology Lab <clinpath/atufis.edu>; Tufts Veterinary Cardiology Service <cardiovet@tufts.edu>
Subject: Taurine result

Hello -

Thank you for using the Amino Acid Laboratory at UC Davis, School of Veterinary Medicine.

FDA-CVM-FOIA-2019-1704-007844



Please find attached the results for your patient. You will note that we are now using a new submission form. The
new form requests some additional information that may be useful in interpreting your results. Please note, with the
recent increase in the number of dogs screened for taurine deficiency, we are seeing some dogs with values within the
lower reference ranges (or above the “no known risk for deficiency range”) yet are still exhibiting changes in cardiac
function.

In addition to our new submission form, we have also attached 2 handouts developed by our cardiology service at UC
Davis for your information. The first is a general handout on dilated cardiomyopathy in dogs. The second is a
handout specifically focused on Golden Retrievers, a breed that has been over-represented in the association between
grain-free diet consumption and dilated cardiomyopathy.

We hope your clinic finds this information helpful. Veterinarians are always welcome to contact our laboratory for
assistance in evaluating your patient’s results.

Thank you -

The Amino Acid Laboratory
Department of Molecular Biosciences
School of Veterinary Medicine
University of California, Davis

Phone: 530-752-5058
Email: ucd.aminoacid.lab@ucdavis.edu

FDA-CVM-FOIA-2019-1704-007845



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959%a4cbb1e829af244-Jennifer.Jo>

To: 'Freeman, Lisa'

Sent: 9/24/2018 12:07:50 PM

Subject: RE: Safety Report ID 243513 Submission Confirmation
Thanks, Lisa.

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

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

Sent: Saturday, September 22, 2018 6:37 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: FW: Safety Report ID 243513 Submission Confirmation

Sorry - 1 more document (diet history)
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary NutritionistTM
Professor

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

www.petfoodology.org

From: noreply.safetyreporting@hhs.gov <noreply.safetyreporting@hhs.gov>

Sent: Saturday, September 22, 2018 6:34 PM
To: Freeman, Lisa <lisa.freeman@tufts.edu>
Subject: Safety Report ID 243513 Submission Confirmation

Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 243513, was successfully submitted on 9/22/2018
6:33:37 PM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2055229.

Thank you for using the Safety Reporting Portal.

Please do not reply to this message. Replies to this message are routed to an unmonitored mailbox. If you have questions

please refer to the Portal's Contact Us page for further instructions.

FDA-CVM-FOIA-2019-1704-007846



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

To: Jones, Jennifer L

Sent: 9/22/2018 10:34:45 PM

Subject: additional records fori B6
Attachments: labwork.pdf; taurine results.pdf

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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Sample Submission Form

UC CUSTOMERS ONLY:
Amino Acid Laboratory Non-federal funds ID/Account Number
University of California, Davis to bill;
1020 Vet Med 3B
1089 Veterinary Medicine Drive :
Davis, CA 95616 B 6
Tel: (530)752-5058, Fax: (530)752-4698

9/8/2018 1:227PM

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html SHIP w ICE PACKS,TAURINE

{WHOLE BLOOD)
________________________________ Lithium Heparin

Vet/Tech Contact: Bé E
Company Name:__Tufts Cummings School of Vet Med - Clinical Pathology Laboratory

Address: 200 Westboro Road
North Grafton, MA 01536

Email: clinpath@tufts.edu; cardiovet@tufts.edu

Tel: 508-887-4669 Fax: 508-839-7936
Billing Contact:% B6 TAXID:
Email:i B6

Patient Name:___B6
Species:_canine

Owner’s Name: B6

Sample Type: DPIasma Whole Blood DUrine D Food DOther:
Test Items: Taurine D Complete Amino Acid DOther:

Taurine Results (nmol/ml)

Plasma: Whole Blood BG Urine: Food:

Reference Ranges (nmol/ml)

Plasma Whole Blood

Normal Range No Known Risk for Normal Range No Known Risk for

Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150
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Client; |
Patient: B6

Initial Complaint:
Vomiting

Exam:
Subjective (S): BAR

B6

Objective (O)
' B6

H/L: No murmurs. arrhvthmias or adventitious lung souds

B6

Referral Diagnostics: Blood work (not available at ER visit)

Diagnostics Completed:! B6 i

B6

Diagnostics Pending:
Requested feces be collected and put on hold for possible salmonella testing
EDTA and serum on hold in ER fridge

Treatments Completed:é B6 i

Page 2/153
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Client: B 6

Patient:

Assessment (A)

B6

Plan (P)

B6

Communication Summary:

SOAP Text Feb 16 2015 3:34PM - B6

2/16/2015 3:34:42 PM EXAM, GENERAL

Subjective (S)
No vomiting overnight, kept NPO. QAR and nervous this morning.

Additional history i B6

H/L: NSR, NMA, fpss; cupneic, normal BV sounds bilaterally

B6

Assessment (A)

Page 3/153
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Client: B 6

Patient:

B6

B6

2/17/2015 7:35:35 AM

B6

SOAP Text Feb 17 2015 5:35PM - B6

2/17/2015 6:17:50 PM EXAM, GENERAL

Subjective (S)
Looks brighter this morning. No vomiting, but still having large bowel diarrhea. No interest in food. Owner says thatBst
normally a picky eater.

Objective (0)

B6

H/L: NSR, NMA, fpss; normal BV sounds bilaterally

B6

Diagnostics:

B6

Assessment (A)

B6

Plan (P)

Page 4/153
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Client:
Palt?:nt: B 6

SOAP Text Feb 18 2015 8:49AM - B6 i

2/18/2015 8:49:54 AM EXAM, GENERAL

Subjective (S)
BAR. Ate boiled hamburger and rice at owner visit last night continued to eat purina EN throughout the night. No vomiting noted.

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

Objective (O)

B6

H/L: NSR, NMA, fpss; normal BV sounds bilaterally

B6

Assessment (A)

B6

Plan (P)

B6

2/18/2015 9:29:02 AM.

Prescribed -

Instructions B 6
Initial Complaint:

Emergency

SOAP Text Feb 20 2015 8:41AM B6

2/20/2015 12:51:27 PM NEW VISIT (ER)
Doctor;

Student B6
Presenting complaint; B6

Page 5/153
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Client:
Patient: B 6

On car ride here: vomited small amount of fluid/foam

Past pertinent medical history:

Dietary history:
Type of food: Boiled hamburger and rice
Amount per feeding:
Feedings per day:

Visit is a referral: No
Bloodwork completed prior to arrival: None

Exam;

B6

Obijective (O)

B6

H/L: HR: 120, NMA, NSR, PSS. RR: 36, eupenic, normal BV sounds

B6

Referral Diagnostics: None

Diagnostics Completed:
i B6

Abdominal Radiographs: Normal abdomen

Abdominal 1IS:: B6

[ S

B6

Diagnostics Pending: None

é B6 ;

Assessment (A)

B6

Plan (P)
Page 6/153
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Client:
Palt?:nt: B 6

Additional requests submitted:

Estimate given: $ Deposit collected: $

Initial Complaint:
Emergency

SOAP Text Feb 282015 8:21PM - B6

2/28/2015 8:21:20 PM NEW VISIT (ER)

Page 7/153
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Client: B 6

Patient:

Medications currently administered at home

Dietary history:
Type of food: Raw diet since weaning
Amount per feeding:
Feedings per day:

Visit is a referral: Yes No
Bloodwork completed prior to arrival:

Exam:

B6

B6

Obiective (O)

Treatments Completed:

B6

Assessment (A)

B6

Plan (P)

B6

Communication Summary:!

B6

B6

Additional requests submitted:

Estimate given: $

Deposit collected: $

Prescribed -
Instructions

B6

Page &/153
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Client: B 6

Patient:

Initial Complaint:

recheck

Initial Complaint:
Emergency

SOAP Text May 22015 11:05PM 4 B6

5/2/2015.11:05:54 PM NEW _VISIT (ER)
Doctor:
Student! B 6

Presentinig complaint. i B6 i

Past pertinent medical history:

Medications currently administered at home:

B6

Page 9/153
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Client:
Palt?:nt: B 6

B6

Visit is a referral:  No
Bloodwork completed prior to arrival: No

Exam:

B6

Obiective (O)

H/L: HR 96, NMA, NSR, SSP, RR 28, normal effort, normal BV sounds bilaterally
Abd: soft, non painful, gas filled loops

UG: intact female, normal externally, no discharge

MSI: ambulatory x 4, no ectoparasites, normal hair coat

Neuro: mentally appropriate, full exam not performed

Rectal: mucoid discharge, otherwise WNL

Referral Diagnostics:
None

Diagnostics Completed:
Ocular exam

Diagnostics Pending:
None

Treatments Completed:
None

Assessment (A)

B6

Plan (P)

B6

Communication Summary:

Page 10/153
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Client:
Patient:

B6

Prescribed -
Instructions B 6

Prescribed -
Instructions B 6

Initial Complaint:
Emergency

SOAPText | B6  8:51AM-i B6

9:09:46 AM: TS (FHSA) 6.8

B 6 9:09:46 AM: PCV ** 50

11:19:13 AM NEW VISIT (ER)

Doctor
Studen: B 6
Presenting complaint: ADR this morning

Referral visit? No
Diagnostics completed prior to visit: None

HISTORY:E B 6 presented to Tufts ER for ADR this morning. Not really willing to get out of bed and hunched/shaky.

Signalment: B6 i

Sy fhys P |

Current history: B8

Prior medical history: No concerns

Current medications: None

Dicet:

Vaccination status/flea & tick preventative use:
Travel history: None

EXAM:

B6

B6

B6

C/V: NSR, NMA, fpSS.

ASSESSMENT:
Al: ADR r/o dilated cardiomyopathy vs pyometra vs primary GI
A2: DCM

B6

Page 11/153
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Client:
Patient:

B6

PLAN:

- Thoracic radiographs; mild cardiomegaly with mild right ventricular enlargement

-Cardiology consult

B6

Diagnostics completed:

B6

Diagnostics pending:

B6

Client communication:

Deposit & estimate status:

Resuscitation code (if admitting to ICU):

SOAP approved (DVM to sign):

Initial Complaint:

B6

SOAP Text Dec 212017 9:56AM -

B6

Initial Complaint:

Chief New Soft Tissue, spay

Referred by cardiology

SOAP Text Mar 72018 11:07AM-§

B6

Subjective

_Subiective {S) . 3

B6

Objective (O)

H/L: HR 100, NSR, NMA. fpss. Lung fields clear with normal BV sounds. No crackles/wheezes

B6

Page
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Client:
Patient:

B6

B6

Assessment (A)

Al: Healthy female presenting for spay

A2: LV dilation with occassional VPCS- r/o early DCM-- on carvediolol

Plan (P)

B6

SOAP completed by: B6

SOAP reviewed by:

Initial Complaint:
' B6

SOAP Text Apr 20 2018 7:57AM i B6

Subjective

echocardiogram shows LV dilation, ECG - occasional VPCs, currently on e

of carvediolol

Current medications:
i 1

B6

Referred from cardio -

Subjective (S)

B6

Objective (O)

B6 P gave morning dose

Page 13/153
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Client: B 6

Patient:

H/L: Normal sinus rhythm, no murmur heard. Femoral pulses strong and synchronus. Lung fields clear with
normal BV sounds. No crackles/wheezes

Assessment (A)

A1: Intact female presenting for: B6 |
A2: LV dilation with occasional VPCS- r/o early DCM-- o B6

Plan (P)
SOAP completed by B 6
SOAP reviewed by:

Addendum:

B6

SOAP Text Apr 212018 8:55AM - Clinician, Unassigned FHSA

Subjective
EXAM, GENERAL

i _B6__inow A 4 yo female spayed doberman who presented for B6

Referred from cardio - echocardiogram shows LV dilation, ECG- occasional VPCs, currently on B6

Overnight Update:

Recent Diagnostics:

B6

Page 14/153
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Client:
Palt?:nt: B 6

B6

Current medications:

B6

_Subjective (S)

B6

Objective (O)

B6

H/L: Normal sinus rhythm, no murmur heard. Femoral pulses strong and synchronous. Lung fields clear with
normal BV sounds. No crackles/wheezes

B6

Assessment (A)

A1: 1 Day post- B6 R
A2: LV dilation with occasional VPCS- r/o early DCM-- of  B6

Plan (P)

SOAP completed by:! B6

Page 15/153
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Client:
Patient:

B6

SOAP reviewed by:

SOAP Text Apr 232018 2:32PM -

B6

B6

Subjective

EXAM, GENERAL

Recent Diagnostics:

B6

Current medications:

B6

Subjective (S)

B6

Page
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Client: B 6

Patient:

H/L: Normal sinus rhythm, no murmur appreciated. Femoral pulses strong and synchronous. Normal

bronchovesicular sounds in all lung fields. Eupneic.

B6

Assessment (A)

A1: 3 Day post- B6 ,

inappetent, quiet, intermittent trembling at home--r/o mild nausea vs discomfort vs other
A3: LV dilation with occasional VPCS- r/o early DCM-- stable. on B6

Plan (P)

SOAP completed by B 6

SOAP reviewed by: !

Initial Complaint:
Tech - ECG

SOAP Text May 7 2018 10:5S8AM - Rush, John

Initial Complaint:

Page 17/153
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Client:
Patient:

Recheck -

B6

Initial Complaint:

Recheck -i

L

SOAP Text Dec 112018 10:40AM -

B6

Disposition/Recommendations

Page
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Client:
Patient:

B6

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

DROTSTEI>

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

Sent: 6/10/2019 2:53:18 PM

Subject: FW: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-380716

Attachments: 2063119-report.pdf; Solid Gold Mighty Mini Beef: Lisa Freeman - EON-390030; 2063119-

attachments.zip

This is a Dr. Freeman report (follow-up)-not sure if this is one that you were working on.

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

| U.S. FOOD & DRUG

AT IS TRATICHN

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: Sunday, February 24, 2019 6:57 PM

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

Subject: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-380716

A PFR Report has been received and PFR Event [EON-380718] has been created in the EON System.

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

Below is the summary of the report:
EON Key: EON-380716

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

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

FDA-CVM-FOIA-2019-1704-008140



Breed Chihuahua

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063119

Product Group: Pet Food

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

Description: Has been regularly rechecked after: B6 i Progressive reduction in left ventricular
contractile function noted on most recent echo. Eating BEG diet. Owner changed to Royal Canin Early Cardiac
diet and we will recheck in April

Submission Type: Initial

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

Outcome of reaction/event at the time of last observation: Stable

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

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

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner.information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EQON-380716

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=128&
issueld=397725

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

To: Carey, Lauren; Cleary, Michael *; HQ Pet Food Report Notification;
i B6 i

Sent: 6/10/2019 2:48:46 PM

Subject: Solid Gold Mighty Mini Beef: Lisa Freeman - EON-390030

Attachments: 2067990-report.pdf; 2067990-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390030] has been created in the EON System.

A "PDF" report by name "2067990-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 "2067990-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-390030

ICSR #: 2067990
EON Title: Related PFR Event created for Solid Gold Mighty Mini Beef Sweet Potato and Apple grain free dry;

2067990
AE Date 01/02/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Chihuahua
Age 9 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2067990

Product Group: Pet Food

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

Description: Has been regularly rechecked after! B6 ‘Progressive reduction in left ventricular
contractile function noted on most recent echo. Eating BEG diet. Owner changed to Royal Canin Early Cardiac
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weight.

Submission Type: Followup

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

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

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

This report is linked to:
Initial EON Event Key: EON-380716
Initial ICSR: 2063119

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gcov/eon//browse/EON-390030

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=10100&
1ssueld=407302& parentlssueTypeld=12

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

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

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

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

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notification; B6

11/10/2018 6:44:26 PM

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon &

2058695-report.pdf; 2058695-attachments.zip

- EON-370755

A PFR Report has been received and PFR Event [EON-370755] has been created in the EON System.

A "PDF" report by name "2058695-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 "2058695-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-370755

ICSR #: 2058695

EON Title: PFR Event created for Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon
& Peas Formula Dry Dog Food; 2058695

AE Date 08/06/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Unknown

Breed Retriever - Golden
Age B6:Years
District Involved | PFRi  Bs DO

Product information

Individual Case Safety Report Number: 2058695
Product Group: Pet Food
Product Name: Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight Salmon & Peas Formula

Dry Dog Food

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number Best By

Product Name or ID Date

Wellness Simple Limited Ingredient Diet Grain-Free Healthy Weight
Salmon & Peas Formula Dry Dog Food

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-370755

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=387724

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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B6

Cardiology Report

. B6 lisa6- -year-old FS golden retriever belonging to; B6 1.Who presented to the!______ BS .. i

i B6 » for a cardiac evaluation.

P |

Cardiac Diagnosis: Normal echocardiogram.

is eating a low fat grain free d|et j BG iis currently receiving eye medication fo; B6 5

B6

CV: I/VI left apical systolic heart murmur. Regular rhythm. Strong and synchronous pulses.

Cardiology Exam:

B6

Echocardiogram Subjective Findings: i B6 ;

B6

Echocardiogram Obijective Findings: B6

B6

Assessment/Recommendations: There is no evidence of significant cardiomyopathy seen on this exam. There are
trace insufficiencies of the mitral and tricuspid valves, which are hemodynamically insignificant at this time. No
cardiac medications are warranted at this time. Consider switching to a non-grain-free diet due to low normal
contractile function.

Medications: No cardiac medications warranted at this time.

Follow-up: No recheck necessary unless signs of a heart murmur is ausculted or an arrhythmia is seen or
ausculted.

Thank you very much for allowing me to be of service to you and your clients. Please feel free to contact me with
any questions or concerns.

B6 EDVM, DACVIM (Cardiology)
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Clinical Recommendations for Golden Retrievers based on taurine levels:

If taurine levels test <200nmol/mL in whole blood or <60nmol/mL in plasma
* An echocardiogram by a board-certified veterinary cardiologist is indicated
* After echocardiogram has been completed, a diet change is recommended.
o IfDCM is diagnosed, this patient may need a variety of cardiac medications that would
be prescribed by the attending cardiologist.
o IfDCM is diagnosed, prescribed supplementation with oral taurine and I-carnitine is
recommended.
o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.
o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.
o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test 200 - 250nmol/mL in whole blood or 60-70nmol/mL in plasma

* Anechocardiogram by a board-certified cardiologist is recommended.

* After echocardiogram has been completed, a diet change is recommended.

* Werecognize that many dogs in this category may have normal echocardiograms and thus
the value of screening should be carefully considered. If the dog is eating a diet that falls
within the FDA warning or shares features with the diets identified in our study (see diets of
concern section below), we encourage echocardiographic screening with greater enthusiasm.

¢ Ifan echocardiogram is not performed, a diet change is still recommended and a taurine level
reevaluation after three months on the new diet should be considered.

¢ [fDCM is diagnosed, this patient may need a variety of cardiac medications that would be
prescribed by the attending cardiologist.

o IfDCM is diagnosed, prescribed supplementation with oral taurine and l-carnitine is
recommended.

o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.

o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.

o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test >250nmol/mL in whole blood or >70nmol/mL in plasma
¢ Diet change is recommended if you are feeding a diet that falls within the FDA warning or
shares features with the diets identified in our study (see diets of concern section below)
* Ifyour pet shows any signs of cardiac disease (trouble breathing, exercise intolerance,
fainting/collapse, coughing) we recommend your veterinarian evaluate your pet.

Page 2 of 3
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L; Peloquin, Sarah
CC: Rotstein, David; Carey, Lauren; Hartogensis, Martine
Sent: 8/1/2018 12:11:35PM )
Subject: RE: 800.267-FDA Case Investigation fori B6 IEON-359970

Thanks — | have been following a FB page from my home computer (without commenting in any way, of
course). | wonder if it's the same — many had been working with Josh Stern at UC Davis. Hopefully some will
report to us as well.

From: Reimschuessel, Renate

Sent: Wednesday, August 1, 2018 8:01 AM

To: Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer
L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>

Dear folks

Cne of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I’'m sharing the file for your additional information.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

Wit/ fwwwy fda aov/ AnimalVeterinary/ScienceResearch/ucm247 334 Wim

From: Reimschuessel, Renate

Sent: Wednesday, August 1, 2018 7:54 AM

To: ! B6 ;
Subject: RE: 800.267-FDA Case investigation for:

IEON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
hitps./iwww. safetyreporting. hhs.gov

Best Regards,
Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN

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

FDA-CVM-FOIA-2019-1704-008183



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

From} B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda hihs.gov>
Subject: Re: 800.267-FDA Case Investigation for B6 EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. | B6  iis ari B6 Eand is

their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

B6

FDA-CVM-FOIA-2019-1704-008184



From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>

To: Hartogensis, Martine; Reimschuessel, Renate; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:16:19 PM

Subject: RE: 800.267-FDA Case Investigation for;y, B6  EON-359970

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

Sent: Wednesday, August 1, 2018 8:13 AM

To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>; Ceric, Olgica
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda.hhs.gov> !
Subject: RE: 800.267-FDA Case Investigation fa___ B8 EON-359970

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet oris it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <Qlgica.Ceric@fida hhs.gov>; Nemser, Sarah <Sarah Nemser@fda hhs.gov>; Jones, Jennifer
L <Jennifer. Jones@ida hihs.gov>; Peloquin, Sarah <Sarah. Peloguin@fda.hhs.gov>

Cc: Rotstein, David <David. Rotstein@fda. hhs.gov>; Carey, Lauren <|auren. Carey@fda hhs.gov>; Palmer, Lee
Anne <|.eeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda. hhs.gov>

Subject: FW: 800.267-FDA Case Investigation for, B6 r EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I’'m sharing the file for your additional information.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

Wit/ fwwwy fda aov/ AnimalVeterinary/ScienceResearch/ucm247 334 Wim

From: Reimschuessel, Renate
Sent: Wednesday, August 1, 2018 7:54 AM

FDA-CVM-FOIA-2019-1704-008185



To:i B6 ‘ ............................. .
Subject: RE: 800.267-FDA Case Investigation for, B6 ' EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
hitps.//iwww.safetyreporting.hhs.gov

Best Regards,

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

http:/ Awww fda . aov/ AnimalVeterinary/Science Research/ucm247 334 . im

From: BG
Sent: Tuesday, July 31, 2018 10:57 PM
To: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 jEON-35997O

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet. BG is an B6 and is

aware this document is being emailed to you. Out of respect for the privacy of tH& 6§ GWIEFS, TVE Trossed out
their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

B6

FDA-CVM-FOIA-2019-1704-008186



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

RREIMSCH>

To: Palmer, Lee Anne; Hartogensis, Martine; Ceric, Olgica; Nemser, Sarah; Jones, Jennifer L;
Peloquin, Sarah

CcC: Rotstein, David; Carey, Lauren

Sent: 8/1/201812:19:6 PM

Subject: RE: 800.267-FDA Case Investigation for;  B6 r EON-359970

This was sent to me by the owner of a dog that did report to FDA and has been sending me the dog’'s medical
records.

She mentioned the FB page. It looks like it might be the one Lee Anne has looked at since most of the
bloodwork is from Davis.

Jen — has Josh Stern been in the group that we spoke with?

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

From: Palmer, Lee Anne

Sent: Wednesday, August 1, 2018 8:16 AM

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah
<Sarah.Peloquin@fda.hhs.gov>

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>

Subject: RE: 800.267-FDA Case Investigation for ~ B6 r EON-359970

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

Sent: Wednesday, August 1, 2018 8:13 AM

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

<Olgica. Ceric@fda. hihs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L

<Jennifer Jones@fda hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@fda. hhis.gov>

Cc: Rotstein, David <Ravid.Rotstein@fda. hhs.gov>; Carey, Lauren < auren.Carey@ida.hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@fda. hhs.gov> e

Subject: RE: 800.267-FDA Case Investigation for, B6 'EON-359970

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CYCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <Qlgica.Ceric@fda hhs.gov>; Nemser, Sarah <Sarah Nemser@fda.hhs.gov>; Jones, Jennifer
L <Jennifer. Jones@ifda hihs.gov>; Peloquin, Sarah <Sarah Peloguin@fda.hhs.gov>

Cc: Rotstein, David <Ravid.Rotstein@fda. hhs.cgov>; Carey, Lauren <| auren.Carey@ida.hhs.gov>; Palmer, Lee

FDA-CVM-FOIA-2019-1704-008187



Anne <|_eeAnne.Palmer@fda. hhs.gov>; Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>

Subject: FW: 800.267-FDA Case Investigation for; B6 ' EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I’'m sharing the file for your additional information.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

http:/ e fda gov/ AnimalVeterinary/ScienceResearch/ucm247 334 him

From: Reimschuessel, Renate

Sent: Wednesday, August 1, 2018 7:54 AM

To: | T S —

Subject RE: 800.267-FDA Case Investlgatlon for B6 !EON-35997O

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
hitps./www.safetyreporting.hhs.gov

Best Regards,

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

Wit/ Awwwy fda . gov/ AnimalVeterinary/ScienceResearch/ucm247 334 him

From:: B6

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda. hhis.gov>
Subject: Re: 800.267-FDA Case Investigation for; B6 'EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet ________ B 6 ______ |s ar' B6 'and is

aware this document is being emailed to you. Out of respect for the prlvacy of thé dog owners, Tvé &fogsed out
their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

FDA-CVM-FOIA-2019-1704-008188



Please let me know when you receive this.

Thank you,

FDA-CVM-FOIA-2019-1704-008189



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4chh1e829af244-Jennifer.Jo>

To: Reimschuessel, Renate; Palmer, Lee Anne; Hartogensis, Martine; Ceric, Olgica; Nemser, Sarah;
Peloquin, Sarah

CC: Rotstein, David; Carey, Lauren

Sent: 8/1/2018 12:25:18 PM

Subject:

Yes-Josh was in a group we spoke with. He mentioned his cases all involved Acana. After speaking w/ Andrea

_[Fascetti at Davis, _ B5
i B5 !

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

2N .5, FooD & DRUG

MTYBAEN SR AT b

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:20 AM

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine
<Martine.Hartogensis@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<8Sarah.Nemser@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah
<Sarah.Peloquin@fda.hhs.gov>

This was sent to me by the owner of a dog that did report to FDA and has been sending me the dog’s medical
records.

She mentioned the FB page. It looks like it might be the one Lee Anne has looked at since most of the
bloodwork is from Davis.

Jen — has Josh Stern been in the group that we spoke with?

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

Wit/ e fda . govl AnimalVeterinary/ScienceResearch/ucm247 334 im

From: Palmer, Lee Anne

Sent: Wednesday, August 1, 2018 8:16 AM

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhis.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda. hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda. hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>; Peloquin, Sarah
<Sarah. Peloguin@fda.hhs.goy>

Cc: Rotstein, David <David. Rotstein@fda hhs.gov>; Carey, Lauren <|auren.Carey@fda hhs.gov>

The one I've been following (behind the scenes) on FB is “Taurine-Deficient Dilated Cardiomyopathy” which is
focused on the condition in Golden Retrievers (at least originally), but has expanded beyond the breed. They're
working closely with Josh Stern at UC Davis. From a glance at the data, | assume it's the same group.

From: Hartogensis, Martine

FDA-CVM-FOIA-2019-1704-008190



Sent: Wednesday, August 1, 2018 8:13 AM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida.hhs.gov>; Ceric, Olgica
<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>: Jones, Jennifer L

<Jennifer. Jones@ida. hhs.gov>; Peloquin, Sarah <Sarah. Peloguin@fda.hhs. gov>

Cc: Rotstein, David <David.Rotstein@fda. hhs.gov>; Carey, Lauren <|_auren Carey@fda hhs.gov>; Palmer, Lee
Anne <LeeAnne.Palmer@ida.hhs.gov>

Thanks Renate! Is this a Golden Retriever group? A lot of Golden and Golden mixes.
The owner sent you the spreadsheet or is it from CVCA/UC Davis?

Martine

From: Reimschuessel, Renate

Sent: Wednesday, August 01, 2018 8:01 AM

To: Ceric, Olgica <Clgica.Ceric@fda.hhs.qov>; Nemser, Sarah <Garah. Nemser@ida hhs.gov>; Jones, Jennifer
L <Jennifer Jones@ifda hihs. gov>; Peloquin, Sarah <Sarah. Peloguin@ida hihs. gov>

Cc: Rotstein, David <David.Rotstein@fda. hhs.gov>; Carey, Lauren <|_auren Carey@fda hhs.gov>; Palmer, Lee
Anne <l.eeAnne. Palmer@fda.hhs gov>; Hartogensis. Martine <Martine. Hartogensis@fda.hhs gov>

Subject: FW: 800.267-FDA Case Investigation fo B6 i EON-359970

Dear folks

One of the owners who reported a case mentioned to me that there is a facebook page which has information
crowd-sourced from owners regarding grain-free products and DCM. She offered to send it to me and | said
sure send it but | recommended she advise owners to submit reports to FDA.

This morning | received the file, and again suggested she advise owners to submit to FDA through the portal.

I’'m sharing the file for your additional information.
r

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

Wit/ fwwwy fda aov/ AnimalVeterinary/ScienceResearch/ucm247 334 Wim

From: Reimschuessel, Renate
Sent: Wednesday, August 1, 2018 7:54 AM

To: " B6 P I
Subject: RE: 800.267-FDA Case Investigation for: B6 | EON-359970

Thank you for the information.
Again — please urge the users of the Facebook page to report their individual cases to FDA directly.

A consumer complaint can be submitted through the Safety Reporting Portal:
hitps./www. safetyreporting.hhs.gov

Best Regards,

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

Wit/ fwwwy fda gov/ AnimalVeterinary/ScienceResearch/ucm247 334 Wim

FDA-CVM-FOIA-2019-1704-008191



From: | Bé

Sent: Tuesday, July 31, 2018 10:57 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida.hhs. gov>
Subject: Re: 800.267-FDA Case Investigation fori B6 EON-359970

Hi Dr. Reimschuessel,

Please find the attached Diet and Taurine Table Spreadsheet.i B8 s an! B6 Land is

aware this document is being emailed to you. Out of respect for the privacy of the dog owners, I've crossed out
their names.

All of the information on these pages was supplied by the individual dog owners. Itis sorted by dog food brand
in an effort to help members easily see which foods may be a problem and which foods produce good taurine
levels. The areas highlighted in yellow represent low taurine results and the brand and formula fed at the time
the blood work was performed. Not all dogs diagnosed with low taurine had echocardiograms performed, but
the results are noted for those that did.

Please let me know when you receive this.

Thank you,

FDA-CVM-FOIA-2019-1704-008192



L

From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4chh1e829af244-Jennifer.Jo>

To: : Bé :

CC: 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'; Peloquin, Sarah

Sent: |_..B6__15:40:43 PM
Subject: 800.267-cc-295-RE: Necropsy authorization
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Good afternoon........B6..___}

Thank you for contacting us about your case. As we discussed on the phone, for me to send you a box to collect
the samples, I'll need an official report. You can mention in the report, that | recommended you submit a
complaint. Can you please submit a consumer complaint here?

https://www.safetyreporting.hhs.gov/

e Please send me the ICSR number (confirmation code) from the report.

We will send you 2 boxes with the materials to collect the fixed and frozen samples, including jars with formalin.
You will reuse the boxes we send and package the samples per the instructions in the box.
® Please send me an estimate for the necropsy. After the necropsy is complete, we will call back with our
VISA information to reimburse your hospital.
o After the necropsy is complete, please send me the approximate weight of the following individual groups:
o Fixed tissues in the jars
o Frozen tissues
We will use this information to make prepaid shipping labels for you. You'll affix the prepaid shipping
label to the box and call UPS for a pick-up on Monday-Wednesday.

| attached a copy of our network procedures. They explain how Vet-LIRN operates and how veterinarians help
with our case investigations. An owner friendly version is also attached.

For more information, please also visit our open access article in JAVMA that explains the FDA Animal Food
Concern Reporting process. It’'s free and located here: https://avmajournals.avma.org/doi/pdf/10.2460
/javma.253.5.550

Thank you again,
Jen

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

i LS, FOOD & DRUG

AR ENTS VI ATIC W

From: B6
Sent: Tuesday,; B8 112:33 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Necropsy authorization

Dear Dr. Jones,

| left a message on your number this morning but figured | would also follow up with an email. Dr. Josh Stern
gave us your contact information — | reached out to both Renate and Sarah but both appear out of the office
today. We have a nutrition mediated DCM case, diagnosed at UC Davis that will be euthanized: B6
_B6_iis in CHF and isn't responding to treatment. She is a 3.5yrold, FS, Golden Retriever. The owner is willing to
submit the body/tissues towards research on this condition. Please give me a call at your earliest convenience

FDA-CVM-FOIA-2019-1704-008200



to discuss next steps B6

B6

B

¢ Ficébook. (Find us on Yelp B
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From: Nemser, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5FC1EB8D2F5944ECAA02F40E225C2054-

SNEMSER>
To: Jones, Jennifer L
Sent: {_..B6___111:44:34 PM
Subject: FW: Necropsy authorization

Forwarding this one on - DCM

Sarah Nemser M.S.
Vet-LIRN Network Coordinator
tel: 240-402-0892

fax: 3002104
sarah.nemser@fda.hhs.gov

From:| B6 :
Sent:! B6 i12:01 PM

To: Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Necropsy authorization

Hi Sarah,
| left a message on your number this morning but figured | would also follow up with an email. Dr. Josh Stern
gave us your contact information. We have a nutrition mediated DCM case, diagnosed at UC Davis that will be

Retriever. The owner is willing to submit the body/tissues towards research on this condition.i B6 is out of
the office today. Please give me a call at your earliest convenience to discuss next stepsi B6
Sincerely,

B6 :

!
........................ -i

B6

w7 Facebook | Find us on Yelp %]

FDA-CVM-FOIA-2019-1704-008206






Clinical Recommendations for Golden Retrievers based on taurine levels:

If taurine levels test <200nmol/mL in whole blood or <60nmol/mL in plasma
* An echocardiogram by a board-certified veterinary cardiologist is indicated
* After echocardiogram has been completed, a diet change is recommended.
o IfDCM is diagnosed, this patient may need a variety of cardiac medications that would
be prescribed by the attending cardiologist.
o IfDCM is diagnosed, prescribed supplementation with oral taurine and I-carnitine is
recommended.
o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.
o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.
o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test 200 - 250nmol/mL in whole blood or 60-70nmol/mL in plasma

* Anechocardiogram by a board-certified cardiologist is recommended.

* After echocardiogram has been completed, a diet change is recommended.

* Werecognize that many dogs in this category may have normal echocardiograms and thus
the value of screening should be carefully considered. If the dog is eating a diet that falls
within the FDA warning or shares features with the diets identified in our study (see diets of
concern section below), we encourage echocardiographic screening with greater enthusiasm.

¢ Ifan echocardiogram is not performed, a diet change is still recommended and a taurine level
reevaluation after three months on the new diet should be considered.

¢ [fDCM is diagnosed, this patient may need a variety of cardiac medications that would be
prescribed by the attending cardiologist.

o IfDCM is diagnosed, prescribed supplementation with oral taurine and l-carnitine is
recommended.

o Reevaluation of taurine levels is warranted after three months of diet change and
supplementation.

o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.

o Many Golden Retrievers with taurine-deficient DCM in our study showed slow and
steady improvement over a period of 6-12 months.

If taurine levels test >250nmol/mL in whole blood or >70nmol/mL in plasma
¢ Diet change is recommended if you are feeding a diet that falls within the FDA warning or
shares features with the diets identified in our study (see diets of concern section below)
* Ifyour pet shows any signs of cardiac disease (trouble breathing, exercise intolerance,
fainting/collapse, coughing) we recommend your veterinarian evaluate your pet.

Page 2 of 3
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-
JENNIFER.JO>

To: Freeman, Lisa

CC: Peloquin, Sarah

Sent: TBe 11:05:51. AM

Subject: RE:i B6 time sensitive (cc-297)

Thank you, Lisa. | see Jake sent you the necropsy procedures. Yes, we can work on a prioritized list for
veterinarians collecting limited tissue sets. We can also have veterinarians freeze the bodies until we send them
supplies (esp. if large intact hearts).

Please hav.  B6 veterinarian contact me directly to coordinate the sample collection and reimbursement.

I'll be at my désk until™3 pm.

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

u' U5 FOOD & DRUG

II ADBMENIETRATIOM

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

Sent:! B6 1 2:30 PM
To: Jonels, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: _..B6 i- time sensitive

Importance: High

Hi Jen .
| also left you a voice message but | just heard that! B6 died suddenly B6 EThis is one
of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4" dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer. Jones@ida hhs. gov>
Sent: Tuesday, March 26, 2019 1:50 PM
To: Freeman, Lisa <| jsa.Freeman@tufts edy>

FDA-CVM-FOIA-2019-1704-008265



Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2" Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

US. FOOD & DRUG -

AW
5 O T 2 ;

From: Freeman, Lisa <| isa.Freeman@iufts. edy>
Sent: Saturday, March 23, 2019 11:43 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs. gov>
Subject: Cobalt

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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-2019-1704-008266



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

12/4/2018 11:04:49 PM

B6 !

Earthborn Meadow Feast dry: Lisa Freeman - EON-372828

2059621-report.pdf; 2059621-attachments.zip

A PFR Report has been received and PFR Event [EON-372828] has been created in the EON System.

A "PDF" report by name "2059621-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 "2059621-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-372828

ICSR #: 2059621

EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059621

AE Date 11/20/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable

Breed Boxer (German Boxer)
Age 3 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2059621
Product Group: Pet Food

Product Name: Earthborn Meadow Feast dry
Description: Eating BEG diet (Earthborn) Echo had subjectively reduced contractility; elevated NT-proBNP and
cardiac troponin I Taurine pending Owner changing diet and will recheck in 3 months

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

Number of Animals Treated With Product: 5

FDA-CVM-FOIA-2019-1704-008272



Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information
i Bé6

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-372828

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=389797

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

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

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

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

FDA-CVM-FOIA-2019-1704-008273



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Notificationé

12/4/2018 11:21:28 PM

B6 ;a

Earthborn Meadow Feast dry: Lisa Freeman - EON-372834

2059624-report.pdf; 2059624-attachments.zip

A PFR Report has been received and PFR Event [EON-372834] has been created in the EON System.

A "PDF" report by name "2059624-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 "2059624-attachments zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-372834

ICSR #: 2059624

EON Title: PFR Event created for Earthborn Meadow Feast dry; 2059624

AE Date 11/20/2018 Number Fed/Exposed | 5
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable

Breed Boxer (German Boxer)
Age 3 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2059624
Product Group: Pet Food

Product Name: Earthborn Meadow Feast dry
Description: Littermate diagnosed with reduced cardiac contractility Eating BEG diet (Earthborn) so screened
all housemates Subjectively reduced contractility on echo and elevated NT-proBNP and cardiac troponin I
Taurine pending Owner changing diet and will recheck in 3 months
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

FDA-CVM-FOIA-2019-1704-008387



Number of Animals Treated With Product: 5
Number of Animals Reacted With Product: 4

Product Name Lot Number or ID | Best By Date

Earthborn Meadow Feast dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 ......

B6 USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-372834

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=389803

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

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

The information 1s provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA 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-2019-1704-008388



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

To: Cleary, Michael *; HQ Pet Food Report Notification; B6
Sent: 2/24/2019 9:40:39 PM

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

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

A "PDF" report by name "2063 114-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063114-attachments.zip"
and 1s attached to this email notification.

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

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

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

Best By Date Number Reacted 1

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

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063114

Product Group: Pet Food

Product Name: Purina One Smart Blend Lamb and Rice dry

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

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

FDA-CVM-FOIA-2019-1704-008406



Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Purina One Smart Blend Lamb and Rice dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

..B§ USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-380707

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=397716

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

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

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

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

FDA-CVM-FOIA-2019-1704-008407



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

2/24/2019 10:36:57 PM

B6

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

2063117-report.pdf; 2063117-attachments.zip

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

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

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

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-380709

ICSR #: 2063117

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

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

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

Product information

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

Product Name: Fromm Large Breed Adult dry

1

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

FDA-CVM-FOIA-2019-1704-008412



Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 3
Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Fromm Large Breed Adult dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

B6 iUSA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-380709

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=397718

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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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

2/25/2019 12:17:08 AM

B6

Earthborn Coastal Catch dry: Lisa Freeman - EON-380720

2063120-report.pdf; 2063120-attachments.zip

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

A "PDF" report by name "2063120-report.pdf™ is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2063120-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380720

ICSR #: 2063120

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

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

Breed Retriever - Golden
Age BGHYears
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063120
Product Group: Pet Food

Product Name: Earthborn Coastal Catch dry
Description: Annual RDVM visit identified murmur. Echo done by mobile ultrasonographer showed DCM. We
evaluated as part of study 2/1/19 - has DCM Eating BEG diet Changed to Pro Plan Weight management dry and
we will recheck in 3 months
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable

FDA-CVM-FOIA-2019-1704-008442



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

Product Name Lot Number or ID | Best By Date

Earthborn Coastal Catch dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6 .

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-380720

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=397729

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

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

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

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

Vitals Results

6/21/2017 8:42:45 AM
6/21/2017 9:05:55 AM
6/21/2017 9:56:24 AM
6/21/2017 10:20:08 AM
6/21/2017 10:20:17 AM
6/21/2017 11:20:32 AM
6/21/2017 11:28:48 AM
6/21/2017 11:29:15 AM

6/21/2017 11:57:30 AM
6/21/2017 11:57:41 AM
6/21/2017 1:34:24 PM
6/21/2017 1:42:09 PM
6/21/2017 1:42:15 PM
6/21/2017 2:52:19 PM
6/21/2017 3:47:24 PM
6/21/2017 3:49:14 PM
6/21/2017 3:50:21 PM
6/21/2017 3:54:12 PM
6/21/2017 4:25:03 PM
6/21/2017 4:51:03 PM

6/21/2017 5:26:32 PM
6/21/2017 5:26:51 PM
6/21/2017 5:53:46 PM
6/21/2017 6:53:35 PM
6/21/2017 7:02:31 PM
6/21/2017 7:13:37 PM
6/21/2017 7:16:53 PM

6/21/2017 7:23:54 PM
6/21/2017 7:30:08 PM
6/21/2017 7:59:23 PM
6/21/2017 8:58:25 PM
6/21/2017 9:18:22 PM
6/21/2017 9:30:08 PM
6/21/2017 9:48:38 PM
6/21/2017 10:49:14 PM
6/21/2017 11:02:12 PM
6/21/2017 11:46:39 PM
6/21/2017 11:46:47 PM

Eliminations
Respiratory Rate
Respiratory Rate

Heart Rate (/min)
Temperature (F)
Respiratory Rate
Quantify IV fluids (mls)

Nursing note

Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Quantify IV fluids (mls)
Heart Rate (/min)
Nursing note
Respiratory Rate
Respiratory Rate

Nursing note

Temperature (F)

Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Quantify IV fluids (mls)
Heart Rate (/min)

Amount eaten

Eliminations
Notes
Respiratory Rate
Respiratory Rate
Eliminations
Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Quantify IV fluids (mls)
Heart Rate (/min)
Respiratory Rate

Page 21/81

FDA-CVM-FOIA-2019-1704-008466



Client: |
Patient: BG

Vitals Results

6/22/2017 12:14:17 AM
6/22/2017 12:54:08 AM
6/22/2017 1:04:11 AM
6/22/2017 1:04:28 AM
6/22/2017 1:26:28 AM
6/22/2017 2:53:02 AM
6/22/2017 3:09:30 AM
6/22/2017 3:09:56 AM
6/22/2017 3:10:07 AM
6/22/2017 3:35:40 AM
6/22/2017 4:52:22 AM
6/22/2017 4:54:33 AM
6/22/2017 5:53:00 AM
6/22/2017 5:53:58 AM
6/22/2017 6:34:23 AM
6/22/2017 7:46:42 AM
6/22/2017 7:47:07 AM
6/22/2017 7:54:10 AM
6/22/2017 7:54:39 AM

6/22/2017 9:53:59 AM

6/22/2017 10:52:03 AM
6/22/2017 10:52:31 AM
6/22/2017 10:52:39 AM
6/22/2017 10:53:42 AM

6/22/2017 10:55:51 AM

6/22/2017 11:23:11 AM
6/22/2017 11:26:32 AM
6/22/2017 11:28:14 AM
6/22/2017 11:57:04 AM
6/22/2017 12:47:32 PM
6/22/2017 1:03:39 PM
6/22/2017 1:46:43 PM
6/22/2017 1:46:49 PM
6/22/2017 2:51:18 PM
6/22/2017 3:23:43 PM
6/22/2017 3:29:26 PM

Nursing note
Respiratory Rate

Heart Rate (/min)
Temperature (F)
Respiratory Rate
Respiratory Rate
Quantify IV fluids (mls)
Heart Rate (/min)

Urine Output (mls)
Respiratory Rate
Respiratory Rate

Heart Rate (/min)
Respiratory Rate

Notes

Respiratory Rate
Quantify IV fluids (mls)
Respiratory Rate

Heart Rate (/min)

Nursing note

Nursing note

Respiratory Rate
Temperature (F)
Heart Rate (/min)

Eliminations

Anesthesia Notes

Quantify IV fluids (mls)
Heart Rate (/min)
Respiratory Rate
Temperature ()
Respiratory Rate
Eliminations

Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Quantify IV fluids (mls)

Amount eaten

Page 22/81
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Client: B 6

Patient:

Vitals Results

6/22/2017 3:32:42 PM
6/22/2017 3:34:45 PM
6/22/2017 3:54:20 PM
6/22/2017 3:54:36 PM

6/22/2017 4:00:16 PM
6/22/2017 4:32:14 PM
6/22/2017 4:53:11 PM
6/22/2017 5:31:23 PM
6/22/2017 6:02:43 PM
6/22/2017 6:03:03 PM
6/22/2017 6:14:36 PM
6/22/2017 7:00:35 PM
6/22/2017 7:19:26 PM
6/22/2017 7:44:00 PM
6/22/2017 7:54:57 PM
6/22/2017 7:55:15 PM
6/22/2017 7:56:11 PM
6/22/2017 8:18:55 PM
6/22/2017 9:13:49 PM
6/22/2017 10:13:58 PM
6/22/2017 10:14:01 PM
6/22/2017 10:17:22 PM
6/22/2017 10:17:29 PM
6/22/2017 10:18:11 PM

6/22/2017 10:49:12 PM
6/23/2017 12:15:03 AM
6/23/2017 12:16:25 AM
6/23/2017 12:16:38 AM
6/23/2017 12:16:47 AM
6/23/2017 12:17:44 AM
6/23/2017 12:18:01 AM
6/23/2017 12:45:54 AM
6/23/2017 1:12:07 AM
6/23/2017 1:12:20 AM
6/23/2017 2:07:00 AM
6/23/2017 2:57:34 AM
6/23/2017 3:08:59 AM
6/23/2017 3:09:27 AM
6/23/2017 3:09:36 AM

Eliminations
Heart Rate (/min)
Respiratory Rate
Notes

Eliminations
Respiratory Rate
Respiratory Rate
Eliminations
Respiratory Rate
Temperature (F)
Heart Rate (/min)
Respiratory Rate
Eliminations
Eliminations
Respiratory Rate
Heart Rate (/min)
Quantify IV fluids (mls)
Nursing note
Respiratory Rate
Eliminations
Eliminations
Heart Rate (/min)
Respiratory Rate

Amount eaten

Respiratory Rate

Notes

Quantify IV fluids (mls)
Respiratory Rate

Heart Rate (/min)

Notes

Eliminations
Respiratory Rate

Heart Rate (/min)
Temperature (F)
Respiratory Rate
Respiratory Rate
Quantify IV fluids (mls)
Eliminations

Amount eaten

Page 23/81
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Client:
Patient: B 6

Vitals Results

6/23/2017 3:16:35 AM
6/23/2017 4:00:25 AM
6/23/2017 4:00:43 AM
6/23/2017 4:16:11 AM
6/23/2017 4:57:44 AM
6/23/2017 6:02:26 AM
6/23/2017 6:02:45 AM
6/23/2017 6:52:28 AM
6/23/2017 6:52:51 AM
6/23/2017 6:53:07 AM
6/23/2017 6:53:22 AM
6/23/2017 6:54:.04 AM
6/23/2017 7:53:45 AM
6/23/2017 9:12:45 AM
6/23/2017 9:33:36 AM
6/23/2017 9:33:44 AM
6/23/2017 9:33:52 AM
6/23/2017 9:33:57 AM
6/23/2017 10:50:22 AM
6/23/2017 10:54:22 AM

6/23/2017 11:02:57 AM
6/23/2017 11:13:16 AM

6/23/2017 11:21:24 AM
6/23/2017 11:22:18 AM
6/23/2017 1:22:19 PM
6/23/2017 1:23:48 PM
6/23/2017 1:58:45 PM
6/23/2017 2:16:37 PM
6/23/2017 2:17:02 PM
6/23/2017 2:49:43 PM
6/23/2017 3:55:36 PM
6/23/2017 3:56:08 PM
6/23/2017 3:56:46 PM
6/23/2017 4:14:11 PM
6/23/2017 4:16:57 PM
6/23/2017 4:27:58 PM
6/23/2017 4:57:57 PM
6/23/2017 5:10:34 PM

Notes

Heart Rate (/min)
Respiratory Rate
Nursing note
Respiratory Rate
Respiratory Rate

Heart Rate (/min)
Respiratory Rate
Eliminations

Weight (kg)

Heart Rate (/min)
Quantify IV fluids (mls)
Respiratory Rate
Respiratory Rate

Heart Rate (/min)
Respiratory Rate
Temperature ()
Amount eaten

Quantify IV fluids (mls)

Nursing note

Respiratory Rate

Eliminations

Heart Rate (/min)
Respiratory Rate
Respiratory Rate
Heart Rate (/min)
Respiratory Rate
Eliminations
Nursing note
Respiratory Rate
Quantify IV fluids (mls)
Notes
Eliminations
Respiratory Rate
Heart Rate (/min)
Eliminations
Respiratory Rate

Eliminations
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Client: B 6
Patient

Vitals Results

6/23/2017 5:14:04 PM
6/23/2017 5:29:03 PM
6/23/2017 5:29:10 PM
6/23/2017 5:56:42 PM
6/23/2017 6:37:55 PM
6/23/2017 7:15:13 PM
6/23/2017 7:39:44 PM
6/23/2017 7:41:47 PM
6/23/2017 7:43:21 PM
6/23/2017 8:23:36 PM
6/23/2017 9:23:31 PM
6/23/2017 9:28:01 PM
6/23/2017 9:28:07 PM
6/23/2017 10:10:29 PM
6/23/2017 11:20:09 PM
6/23/2017 11:38:19 PM
6/23/2017 11:42:07 PM
6/24/2017 12:12:58 AM
6/24/2017 12:13:10 AM
6/24/2017 1:07:14 AM
6/24/2017 1:48:11 AM
6/24/2017 1:48:20 AM
6/24/2017 2:07:07 AM
6/24/2017 3:07:13 AM
6/24/2017 3:08:02 AM
6/24/2017 3:10:45 AM

6/24/2017 3:12:36 AM
6/24/2017 3:55:43 AM
6/24/2017 3:55:51 AM
6/24/2017 4:50:14 AM
6/24/2017 5:05:09 AM
6/24/2017 5:30:06 AM
6/24/2017 5:30:35 AM
6/24/2017 5:30:49 AM
6/24/2017 8:52:54 AM
6/24/2017 8:53:42 AM
6/24/2017 8:53:50 AM
6/24/2017 8:58:15 AM
6/24/2017 8:59:48 AM
6/24/2017 9:08:05 AM

Amount eaten

Heart Rate (/min)
Temperature (F)
Respiratory Rate
Respiratory Rate
Eliminations

Quantify IV fluids (mls)
Heart Rate (/min)
Respiratory Rate
Eliminations
Respiratory Rate

Heart Rate (/min)
Amount eaten
Respiratory Rate
Respiratory Rate
Quantify IV fluids (mls)
Eliminations

Heart Rate (/min)
Respiratory Rate
Respiratory Rate

Heart Rate (/min)
Temperature (F)
Respiratory Rate
Quantify IV fluids (mls)
Eliminations

Amount eaten

Respiratory Rate
Heart Rate (/min)
Respiratory Rate
Notes
Respiratory Rate
Nursing note
Respiratory Rate
Heart Rate (/min)
Respiratory Rate
Quantify IV fluids (mls)
Heart Rate (/min)
Eliminations
Eliminations

Respiratory Rate
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Client:
P altei::rtlt: B 6

Vitals Results

6/24/2017 9:46:34 AM
6/24/2017 11:15:30 AM
6/24/2017 12:31:06 PM

6/24/2017 3:13:56 PM
6/24/2017 3:14:17 PM
6/24/2017 3:17:16 PM

6/24/2017 7:29:57 PM
6/24/2017 7:31:31 PM
6/24/2017 9:15:51 PM
6/24/2017 9:35:42 PM
6/24/2017 11:11:15 PM
6/24/2017 11:11:24 PM
6/25/2017 2:01:40 AM
6/25/2017 3:30:46 AM
6/25/2017 3:32:36 AM
6/25/2017 3:39:55 AM
6/25/2017 7:39:55 AM
6/25/2017 7:40:12 AM

6/25/2017 7:41:25 AM
6/25/2017 9:43:47 AM
6/25/2017 9:43:57 AM
6/25/2017 9:47:09 AM
6/25/2017 9:50:24 AM
6/25/2017 10:42:19 AM
6/25/2017 10:42:31 AM

6/25/2017 11:59:42 AM
6/25/2017 12:51:44 PM
6/25/2017 12:51:45 PM
6/25/2017 1:44:04 PM
6/25/2017 1:44:18 PM
6/25/2017 1:55:23 PM
6/25/2017 1:56:59 PM

6/25/2017 2:02:20 PM
6/25/2017 3:28:10 PM
6/25/2017 3:28:25 PM
6/25/2017 3:28:26 PM
6/25/2017 3:30:41 PM

Amount eaten
Quantify IV fluids (mls)

Eliminations

Quantify IV fluids (mls)
Eliminations

Amount eaten

Eliminations

Quantify IV fluids (mls)
Amount eaten

Amount eaten

Quantify IV fluids (mls)
Eliminations

Nursing note

Amount eaten

Quantify IV fluids (mls)
Eliminations

Weight (kg)

Eliminations

Quantify IV fluids (mls)
Weight (kg)
Eliminations

Amount eaten

Quantify IV fluids (mls)
Temperature (F)

Notes

Eliminations

Heart Rate (/min)
Respiratory Rate
Eliminations

Quantify IV fluids (mls)
Notes

Eliminations

Quantify IV fluids (mls)
Eliminations

Heart Rate (/min)
Respiratory Rate

Amount eaten
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Client: B 6

Patient:

Vitals Results

6/25/2017 5:18:47 PM
6/25/2017 5:18:55 PM
6/25/2017 5:44:04 PM
6/25/2017 7:45:05 PM
6/25/2017 7:45:06 PM
6/25/2017 7:46:46 PM
6/25/2017 9:29:34 PM
6/25/2017 10:19:35 PM
6/25/2017 10:19:48 PM
6/25/2017 10:24:30 PM
6/25/2017 10:24:48 PM
6/25/2017 10:29:29 PM

6/25/2017 11:16:25 PM
6/25/2017 11:44:31 PM
6/25/2017 11:44:32 PM
6/26/2017 12:23:56 AM
6/26/2017 1:19:56 AM
6/26/2017 1:20:25 AM
6/26/2017 1:20:38 AM
6/26/2017 3:18:28 AM
6/26/2017 3:18:29 AM
6/26/2017 3:24:36 AM
6/26/2017 5:19:54 AM
6/26/2017 5:20:05 AM
6/26/2017 5:20:44 AM
6/26/2017 8:03:25 AM
6/26/2017 8:03:31 AM
6/26/2017 8:36:52 AM
6/26/2017 8:37:03 AM
6/26/2017 8:37:04 AM
6/26/2017 9:15:52 AM
6/26/2017 10:03:31 AM

6/26/2017 11:20:02 AM
6/26/2017 11:21:40 AM
6/26/2017 11:21:41 AM
6/26/2017 11:28:12 AM
6/26/2017 11:39:28 AM

Quantify IV fluids (mls)
Eliminations

Notes

Heart Rate (/min)
Respiratory Rate
Eliminations

Notes

Eliminations

Quantify IV fluids (mls)
Amount eaten
Temperature (F)

Nursing note

Temperature ()

Heart Rate (/min)
Respiratory Rate
Eliminations

Notes

Eliminations

Quantify TV fluids (mls)
Heart Rate (/min)
Respiratory Rate
Eliminations
Eliminations

Notes

Quantify IV fluids (mls)
Weight (kg)
Eliminations
Temperature (F)

Heart Rate (/min)
Respiratory Rate
Eliminations

Notes

Temperature (F)
Heart Rate (/min)
Respiratory Rate
Eliminations

Amount eaten
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Client:
Patient: B 6

Vitals Results

6/26/2017 1:26:31 PM
6/26/2017 1:27:02 PM

6/26/2017 4:02:49 PM
6/26/2017 4:02:50 PM
2/1/2019 1:48:14 PM

Patient History

Eliminations

Notes

Heart Rate (/min)
Respiratory Rate

Weight (kg)

06/20/2017 10:57 PM
06/20/2017 10:57 PM
06/20/2017 10:57 PM

06/20/2017 11:15 PM
06/20/2017 11:58 PM
06/21/2017 12:08 AM
06/21/2017 12:08 AM
06/21/2017 12:08 AM
06/21/2017 12:09 AM
06/21/2017 12:09 AM
06/21/2017 12:09 AM
06/21/2017 12:15 AM
06/21/2017 12:21 AM

06/21/201701:11 AM
06/21/201701:11 AM
06/21/201701:14 AM
06/21/201701:14 AM
06/21/201701:15 AM
06/21/201701:15 AM
06/21/201701:15 AM
06/21/201701:15 AM
06/21/201701:16 AM
06/21/201701:18 AM

06/21/201701:51 AM
06/21/2017 01:57 AM
06/21/2017 02:09 AM
06/21/2017 02:13 AM
06/21/2017 02:13 AM
06/21/2017 03:06 AM
06/21/2017 03:06 AM
06/21/2017 03:13 AM
06/21/2017 04:.08 AM
06/21/2017 04:08 AM
06/21/2017 04:09 AM
06/21/2017 04:12 AM

UserForm
UserForm
Email

Treatment
Purchase
Vitals
Purchase
Purchase
Purchase
Purchase
Purchase
Labwork
UserForm

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment

Vitals
Treatment
Vitals
Purchase
Purchase
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Treatment
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Client: !
Paltei::rtlt:i B6

Patient History

06/21/2017 04:15 AM
06/21/2017 04:15 AM
06/21/2017 04:15 AM
06/21/2017 04:15 AM
06/21/2017 04:15 AM
06/21/2017 04:15 AM
06/21/2017 04:15 AM
06/21/2017 04:17 AM
06/21/2017 04:23 AM

06/21/2017 04:52 AM

06/21/2017 04:56 AM
06/21/2017 04:56 AM
06/21/2017 05:29 AM
06/21/2017 05:29 AM
06/21/2017 05:29 AM
06/21/2017 05:29 AM
06/21/2017 08:00 AM
06/21/2017 08:00 AM
06/21/2017 08:05 AM
06/21/2017 08:05 AM
06/21/2017 08:05 AM

06/21/2017 08:05 AM
06/21/2017 08:05 AM
06/21/2017 08:10 AM
06/21/2017 08:15 AM
06/21/2017 08:15 AM
06/21/2017 08:15 AM
06/21/2017 08:42 AM
06/21/2017 08:48 AM
06/21/2017 08:48 AM
06/21/2017 09:05 AM
06/21/2017 09:07 AM
06/21/2017 09:55 AM
06/21/2017 09:56 AM
06/21/2017 09:56 AM
06/21/2017 10:20 AM
06/21/2017 10:20 AM
06/21/2017 11:08 AM
06/21/2017 11:20 AM
06/21/2017 11:20 AM
06/21/2017 11:20 AM
06/21/2017 11:20 AM
06/21/2017 11:24 AM
06/21/2017 11:28 AM

06/21/2017 11:28 AM
06/21/2017 11:28 AM

Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment

UserForm

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
UserForm

Treatment
Vitals
Purchase
Treatment
Vitals
Vitals
Vitals
Purchase
Treatment
Vitals
Purchase
Treatment
Treatment
Vitals
Vitals
Vitals
Treatment
Treatment
Treatment
Treatment
Vitals
Treatment
Treatment

Treatment
Vitals
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Client:
Palt?élnt: B 6

Patient History

06/21/2017 11:29 AM

06/21/2017 11:57 AM
06/21/2017 11:57 AM
06/21/2017 11:57 AM
06/21/2017 11:57 AM
06/21/2017 12:02 PM
06/21/2017 12:19 PM
06/21/2017 12:33 PM
06/21/2017 12:35 PM
06/21/201701:34 PM
06/21/201701:34 PM
06/21/201701:35 PM
06/21/2017 01:38 PM

06/21/201701:42 PM
06/21/2017 01:42 PM
06/21/201701:42 PM
06/21/201701:42 PM
06/21/2017 02:52 PM
06/21/2017 02:52 PM
06/21/2017 03:47 PM
06/21/2017 03:47 PM
06/21/2017 03:49 PM
06/21/2017 03:49 PM
06/21/2017 03:49 PM
06/21/2017 03:50 PM
06/21/2017 03:54 PM
06/21/2017 03:54 PM
06/21/2017 04:25 PM
06/21/2017 04:25 PM
06/21/2017 04:49 PM
06/21/2017 04:51 PM

06/21/2017 05:00 PM
06/21/2017 05:15 PM

06/21/2017 05:17 PM
06/21/2017 05:26 PM
06/21/2017 05:26 PM
06/21/2017 05:26 PM
06/21/2017 05:26 PM
06/21/2017 05:50 PM

06/21/2017 05:53 PM
06/21/2017 05:53 PM
06/21/2017 06:19 PM
06/21/2017 06:32 PM
06/21/2017 06:53 PM

Vitals

Treatment
Vitals
Treatment
Vitals
Purchase
Treatment
Purchase
Purchase
Treatment
Vitals
Treatment
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
UserForm
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals

Prescription
Task

Prescription
Treatment
Vitals
Treatment
Vitals
Treatment

Treatment
Vitals

UserForm
UserForm
Treatment
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Client: B 6
Patient:

Patient History

06/21/2017 06:53 PM Vitals
06/21/2017 07:02 PM Treatment
06/21/2017 07:02 PM Vitals
06/21/2017 07:12 PM Treatment
06/21/2017 07:13 PM Treatment
06/21/2017 07:13 PM Vitals
06/21/2017 07:16 PM Treatment
06/21/2017 07:16 PM Vitals
06/21/2017 07:23 PM Vitals
06/21/2017 07:30 PM Treatment
06/21/2017 07:30 PM Vitals
06/21/2017 07:59 PM Treatment
06/21/2017 07:59 PM Vitals
06/21/2017 08:58 PM Treatment
06/21/2017 08:58 PM Vitals
06/21/2017 09:18 PM Vitals
06/21/2017 09:30 PM Treatment
06/21/2017 09:30 PM Vitals
06/21/2017 09:48 PM Treatment
06/21/2017 09:48 PM Vitals
06/21/2017 10:49 PM Treatment
06/21/2017 10:49 PM Vitals
06/21/2017 11:01 PM Treatment
06/21/2017 11:02 PM Treatment
06/21/2017 11:02 PM Vitals
06/21/2017 11:46 PM Treatment
06/21/2017 11:46 PM Vitals
06/21/2017 11:46 PM Treatment
06/21/2017 11:46 PM Vitals
06/22/2017 12:00 AM Purchase
06/22/2017 12:00 AM Purchase
06/22/2017 12:14 AM Vitals
06/22/2017 12:54 AM Treatment
06/22/2017 12:54 AM Vitals
06/22/2017 12:57 AM Treatment
06/22/2017 01:04 AM Treatment
06/22/2017 01:04 AM Treatment
06/22/2017 01:04 AM Vitals
06/22/2017 01:04 AM Treatment
06/22/2017 01:04 AM Vitals
06/22/2017 01:26 AM Treatment
06/22/2017 01:26 AM Vitals
06/22/2017 02:53 AM Treatment
06/22/2017 02:53 AM Vitals
06/22/2017 02:55 AM Treatment
06/22/2017 03:09 AM Treatment
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ranc. 36

Patient History

06/22/2017 03:09 AM
06/22/2017 03:09 AM
06/22/2017 03:09 AM
06/22/2017 03:09 AM
06/22/2017 03:10 AM
06/22/2017 03:35 AM
06/22/2017 03:35 AM
06/22/2017 04:52 AM
06/22/2017 04:52 AM
06/22/2017 04:54 AM
06/22/2017 04:54 AM
06/22/2017 05:53 AM
06/22/2017 05:53 AM
06/22/2017 05:53 AM
06/22/2017 05:53 AM
06/22/2017 06:34 AM
06/22/2017 06:34 AM
06/22/2017 07:46 AM
06/22/2017 07:46 AM
06/22/2017 07:47 AM
06/22/2017 07:47 AM
06/22/2017 07:54 AM
06/22/2017 07:54 AM
06/22/2017 07:54 AM

06/22/2017 07:54 AM

06/22/2017 09:53 AM

06/22/2017 09:55 AM
06/22/2017 09:55 AM
06/22/2017 09:55 AM
06/22/2017 10:20 AM

06/22/2017 10:52 AM
06/22/2017 10:52 AM
06/22/2017 10:52 AM
06/22/2017 10:52 AM
06/22/2017 10:52 AM
06/22/2017 10:52 AM
06/22/2017 10:53 AM

06/22/2017 10:55 AM

06/22/2017 10:58 AM
06/22/2017 10:58 AM
06/22/2017 10:58 AM
06/22/2017 11:17 AM
06/22/2017 11:21 AM

Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals

Vitals
Vitals

Purchase
Purchase
Treatment
Purchase

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals

Vitals

Purchase
Purchase
Purchase
Treatment
Purchase

Page
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Client: B 6

Patient:

Patient History

06/22/2017 11:21 AM

06/22/2017 11:23 AM
06/22/2017 11:23 AM
06/22/2017 11:26 AM
06/22/2017 11:26 AM
06/22/2017 11:28 AM
06/22/2017 11:28 AM
06/22/2017 11:29 AM
06/22/2017 11:33 AM
06/22/2017 11:33 AM

06/22/2017 11:55 AM

06/22/2017 11:57 AM
06/22/2017 11:57 AM
06/22/2017 12:02 PM
06/22/2017 12:47 PM
06/22/2017 12:47 PM
06/22/2017 12:47 PM
06/22/2017 01:03 PM
06/22/2017 01:46 PM
06/22/2017 01:46 PM
06/22/2017 01:46 PM
06/22/2017 01:46 PM
06/22/2017 02:51 PM
06/22/2017 02:51 PM
06/22/2017 03:23 PM
06/22/2017 03:23 PM
06/22/2017 03:29 PM
06/22/2017 03:29 PM

06/22/2017 03:32 PM
06/22/2017 03:32 PM
06/22/2017 03:34 PM
06/22/2017 03:34 PM
06/22/2017 03:54 PM
06/22/2017 03:54 PM
06/22/2017 03:54 PM
06/22/2017 03:54 PM
06/22/2017 04:00 PM
06/22/2017 04:32 PM
06/22/2017 04:32 PM
06/22/2017 04:53 PM
06/22/2017 04:53 PM
06/22/2017 05:31 PM
06/22/2017 06:02 PM
06/22/2017 06:02 PM
06/22/2017 06:03 PM
06/22/2017 06:03 PM

Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Prescription
Purchase
Prescription

Treatment

Treatment
Vitals
Purchase
Treatment
Vitals
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Vitals
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals

Page
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Client:
Palt?élnt: B 6

Patient History

06/22/2017 06:14 PM
06/22/2017 06:14 PM
06/22/2017 06:40 PM

06/22/2017 07:00 PM
06/22/2017 07:00 PM
06/22/2017 07:19 PM
06/22/2017 07:19 PM
06/22/2017 07:44 PM
06/22/2017 07:51 PM

06/22/2017 07:54 PM
06/22/2017 07:54 PM
06/22/2017 07:55 PM
06/22/2017 07:55 PM
06/22/2017 07:56 PM
06/22/2017 07:56 PM
06/22/2017 08:18 PM
06/22/2017 09:13 PM
06/22/2017 09:13 PM
06/22/2017 10:13 PM
06/22/2017 10:14 PM
06/22/2017 10:14 PM
06/22/2017 10:17 PM
06/22/2017 10:17 PM
06/22/2017 10:17 PM
06/22/2017 10:17 PM
06/22/2017 10:18 PM
06/22/2017 10:18 PM

06/22/2017 10:49 PM
06/22/2017 10:49 PM
06/23/2017 12:00 AM
06/23/2017 12:00 AM
06/23/2017 12:15 AM
06/23/2017 12:15 AM
06/23/2017 12:16 AM
06/23/2017 12:16 AM
06/23/2017 12:16 AM
06/23/2017 12:16 AM
06/23/2017 12:16 AM
06/23/2017 12:16 AM
06/23/2017 12:17 AM

06/23/2017 12:17 AM
06/23/2017 12:17 AM
06/23/2017 12:18 AM
06/23/2017 12:18 AM
06/23/2017 12:45 AM
06/23/2017 12:45 AM

Treatment
Vitals
Treatment

Treatment
Vitals
Vitals
Vitals
Vitals
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals

Treatment
Vitals
Purchase
Purchase
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
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Client: B 6

Patient:

Patient History

06/23/201701:12 AM
06/23/201701:12 AM
06/23/201701:12 AM
06/23/201701:12 AM
06/23/201701:12 AM
06/23/2017 02:07 AM
06/23/2017 02:07 AM
06/23/2017 02:57 AM
06/23/2017 02:57 AM
06/23/2017 02:57 AM
06/23/2017 03:08 AM
06/23/2017 03:08 AM
06/23/2017 03:09 AM
06/23/2017 03:09 AM
06/23/2017 03:09 AM
06/23/2017 03:09 AM

06/23/2017 03:09 AM

06/23/2017 03:16 AM
06/23/2017 03:16 AM
06/23/2017 03:16 AM
06/23/2017 04:00 AM
06/23/2017 04:00 AM
06/23/2017 04:00 AM
06/23/2017 04:00 AM
06/23/2017 04:16 AM
06/23/2017 04:57 AM
06/23/2017 04:57 AM
06/23/2017 06:02 AM
06/23/2017 06:02 AM
06/23/2017 06:02 AM
06/23/2017 06:02 AM
06/23/2017 06:52 AM
06/23/2017 06:52 AM
06/23/2017 06:52 AM
06/23/2017 06:52 AM
06/23/2017 06:52 AM
06/23/2017 06:53 AM
06/23/2017 06:53 AM
06/23/2017 06:53 AM
06/23/2017 06:53 AM
06/23/2017 06:54 AM
06/23/2017 06:54 AM
06/23/2017 07:53 AM
06/23/2017 07:53 AM
06/23/2017 08:45 AM
06/23/2017 09:12 AM
06/23/2017 09:22 AM
06/23/2017 09:33 AM

Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals

Treatment

Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Purchase
Vitals
Treatment
Treatment
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Client: B 6

Patient:
Patient History
06/23/2017 09:33 AM Vitals
06/23/2017 09:33 AM Treatment
06/23/2017 09:33 AM Vitals
06/23/2017 09:33 AM Treatment
06/23/2017 09:33 AM Vitals
06/23/2017 09:33 AM Treatment
06/23/2017 09:33 AM Vitals
06/23/2017 09:36 AM Prescription
06/23/2017 09:37 AM Purchase
06/23/2017 09:45 AM Prescription
06/23/2017 10:50 AM Treatment
06/23/2017 10:50 AM Vitals
06/23/2017 10:54 AM Vitals
06/23/2017 11:02 AM Treatment
06/23/2017 11:02 AM Vitals
06/23/2017 11:13 AM Treatment
06/23/2017 11:13 AM Vitals
06/23/2017 11:18 AM Treatment
06/23/2017 11:18 AM Treatment
06/23/2017 11:21 AM Treatment
06/23/2017 11:21 AM Vitals
06/23/2017 11:22 AM Treatment
06/23/2017 11:22 AM Vitals
06/23/2017 12:02 PM Purchase
06/23/2017 01:22 PM Treatment
06/23/2017 01:22 PM Vitals
06/23/2017 01:23 PM Treatment
06/23/2017 01:23 PM Vitals
06/23/2017 01:58 PM Treatment
06/23/2017 01:58 PM Vitals
06/23/2017 02:16 PM Vitals
06/23/2017 02:17 PM Vitals
06/23/2017 02:49 PM Treatment
06/23/2017 02:49 PM Vitals
06/23/2017 03:47 PM Treatment
06/23/2017 03:55 PM Treatment
06/23/2017 03:55 PM Treatment
06/23/2017 03:55 PM Vitals
06/23/2017 03:56 PM Treatment
06/23/2017 03:56 PM Vitals
06/23/2017 03:56 PM Treatment
06/23/2017 03:56 PM Vitals
06/23/2017 04:14 PM Treatment
06/23/2017 04:14 PM Vitals
06/23/2017 04:16 PM Treatment
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Client:
Paltei:erzlrit: B 6

Patient History

06/23/2017 04:16 PM
06/23/2017 04:27 PM
06/23/2017 04:57 PM
06/23/2017 04:57 PM
06/23/2017 05:06 PM
06/23/2017 05:07 PM
06/23/2017 05:09 PM
06/23/2017 05:10 PM
06/23/2017 05:14 PM
06/23/2017 05:14 PM
06/23/2017 05:14 PM
06/23/2017 05:17 PM

06/23/2017 05:29 PM
06/23/2017 05:29 PM
06/23/2017 05:29 PM
06/23/2017 05:29 PM
06/23/2017 05:56 PM
06/23/2017 05:56 PM
06/23/2017 06:37 PM
06/23/2017 06:37 PM
06/23/2017 07:15 PM
06/23/2017 07:36 PM

06/23/2017 07:36 PM

06/23/2017 07:39 PM

06/23/2017 07:39 PM
06/23/2017 07:39 PM
06/23/2017 07:41 PM
06/23/2017 07:41 PM
06/23/2017 07:43 PM
06/23/2017 07:43 PM
06/23/2017 08:23 PM
06/23/2017 08:23 PM
06/23/2017 08:59 PM
06/23/2017 09:23 PM
06/23/2017 09:23 PM
06/23/2017 09:28 PM
06/23/2017 09:28 PM
06/23/2017 09:28 PM
06/23/2017 09:28 PM
06/23/2017 10:10 PM
06/23/2017 10:10 PM
06/23/2017 11:20 PM
06/23/2017 11:20 PM
06/23/2017 11:38 PM
06/23/2017 11:38 PM
06/23/2017 11:38 PM

Vitals
Vitals
Treatment
Vitals
Prescription
Prescription
Prescription
Vitals
Treatment
Vitals
Vitals
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment

Treatment
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
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Client:
Palt?élnt: B 6

Patient History

06/23/2017 11:42 PM
06/23/2017 11:42 PM
06/24/2017 12:00 AM
06/24/2017 12:00 AM
06/24/2017 12:12 AM
06/24/2017 12:12 AM
06/24/2017 12:13 AM
06/24/2017 12:13 AM
06/24/2017 01:07 AM
06/24/2017 01:07 AM
06/24/2017 01:48 AM
06/24/2017 01:48 AM
06/24/2017 01:48 AM
06/24/2017 01:48 AM
06/24/2017 02:07 AM
06/24/2017 02:07 AM
06/24/2017 03:07 AM
06/24/2017 03:07 AM
06/24/2017 03:08 AM
06/24/2017 03:08 AM
06/24/2017 03:10 AM
06/24/2017 03:10 AM

06/24/2017 03:12 AM
06/24/2017 03:12 AM
06/24/2017 03:55 AM

06/24/2017 03:55 AM
06/24/2017 03:55 AM
06/24/2017 03:55 AM
06/24/2017 03:55 AM
06/24/2017 04:48 AM
06/24/2017 04:50 AM
06/24/2017 04:50 AM
06/24/2017 05:05 AM
06/24/2017 05:05 AM
06/24/2017 05:30 AM
06/24/2017 05:30 AM
06/24/2017 05:30 AM
06/24/2017 05:30 AM
06/24/2017 05:30 AM
06/24/2017 08:52 AM
06/24/2017 08:52 AM
06/24/2017 08:53 AM

06/24/2017 08:53 AM
06/24/2017 08:53 AM
06/24/2017 08:53 AM
06/24/2017 08:53 AM

Treatment
Vitals
Purchase
Purchase
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals

Treatment
Vitals
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Treatment
Vitals
Treatment
Vitals
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lient:
(PEaltei:erzlrtlt: B 6

Patient History

06/24/2017 08:58 AM Treatment
06/24/2017 08:58 AM Vitals
06/24/2017 08:59 AM Vitals
06/24/2017 09:08 AM Vitals
06/24/2017 09:39 AM Purchase
06/24/2017 09:46 AM Treatment
06/24/2017 09:46 AM Treatment
06/24/2017 09:46 AM Vitals
06/24/2017 11:15 AM Treatment
06/24/2017 11:15 AM Treatment
06/24/2017 11:15 AM Vitals
06/24/2017 11:48 AM Prescription
06/24/2017 12:02 PM Purchase
06/24/2017 12:30 PM Treatment
06/24/2017 12:30 PM Vitals
06/24/2017 12:30 PM Vitals
06/24/2017 12:30 PM Vitals
06/24/2017 12:30 PM Vitals
06/24/2017 12:30 PM Vitals
06/24/2017 12:30 PM Vitals
06/24/2017 12:30 PM Vitals
06/24/2017 12:30 PM Vitals
06/24/2017 12:31 PM Treatment
06/24/2017 12:31 PM Vitals
06/24/2017 03:13 PM Treatment
06/24/2017 03:13 PM Vitals
06/24/2017 03:14 PM Treatment
06/24/2017 03:14 PM Vitals
06/24/2017 03:17 PM Treatment
06/24/2017 03:17 PM Vitals
06/24/2017 05:42 PM Prescription
06/24/2017 06:20 PM Prescription
06/24/2017 06:25 PM Treatment
06/24/2017 07:29 PM Treatment
06/24/2017 07:29 PM Treatment
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Client: B 6

Patient:
Patient History
06/24/2017 07:29 PM Treatment
06/24/2017 07:29 PM Vitals
06/24/2017 07:31 PM Treatment
06/24/2017 07:31 PM Vitals
06/24/2017 07:31 PM Treatment
06/24/2017 09:15 PM Treatment
06/24/2017 09:15 PM Vitals
06/24/2017 09:35 PM Vitals
06/24/2017 11:11 PM Treatment
06/24/2017 11:11 PM Vitals
06/24/2017 11:11 PM Treatment
06/24/2017 11:11 PM Vitals
06/25/2017 12:00 AM Purchase
06/25/2017 12:00 AM Purchase
06/25/2017 02:01 AM Vitals
06/25/2017 03:30 AM Treatment
06/25/2017 03:30 AM Vitals
06/25/2017 03:31 AM Treatment
06/25/2017 03:32 AM Treatment
06/25/2017 03:32 AM Vitals
06/25/2017 03:39 AM Treatment
06/25/2017 03:39 AM Vitals
06/25/2017 07:39 AM Vitals
06/25/2017 07:40 AM Treatment
06/25/2017 07:40 AM Vitals
06/25/2017 07:41 AM Treatment
06/25/2017 07:41 AM Vitals
06/25/2017 08:38 AM Treatment
06/25/2017 09:11 AM Treatment
06/25/2017 09:43 AM Treatment
06/25/2017 09:43 AM Vitals
06/25/2017 09:43 AM Treatment
06/25/2017 09:43 AM Vitals
06/25/2017 09:47 AM Treatment
06/25/2017 09:47 AM Vitals
06/25/2017 09:50 AM Treatment
06/25/2017 09:50 AM Vitals
06/25/2017 10:42 AM Treatment
06/25/2017 10:42 AM Vitals
06/25/2017 10:42 AM Treatment
06/25/2017 10:42 AM Vitals
06/25/2017 11:41 AM Prescription
06/25/2017 11:59 AM Treatment
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Client:
Palt?élnt: B 6

Patient History

06/25/2017 11:59 AM
06/25/2017 12:02 PM

06/25/2017 12:10 PM
06/25/2017 12:51 PM
06/25/2017 12:51 PM
06/25/2017 12:51 PM
06/25/2017 12:51 PM
06/25/2017 01:44 PM

06/25/2017 01:44 PM
06/25/2017 01:44 PM
06/25/2017 01:44 PM
06/25/2017 01:55 PM
06/25/2017 01:55 PM
06/25/2017 01:56 PM

06/25/2017 02:02 PM
06/25/2017 02:02 PM
06/25/2017 02:02 PM
06/25/2017 02:08 PM
06/25/2017 03:28 PM
06/25/2017 03:28 PM
06/25/2017 03:28 PM
06/25/2017 03:28 PM
06/25/2017 03:28 PM
06/25/2017 03:28 PM
06/25/2017 03:30 PM
06/25/2017 03:30 PM

06/25/2017 05:18 PM
06/25/2017 05:18 PM
06/25/2017 05:18 PM

06/25/2017 05:18 PM
06/25/2017 05:44 PM
06/25/2017 05:44 PM
06/25/2017 05:44 PM

06/25/2017 07:44 PM

06/25/2017 07:45 PM

06/25/2017 07:45 PM
06/25/2017 07:45 PM
06/25/2017 07:45 PM
06/25/2017 07:46 PM
06/25/2017 07:46 PM
06/25/2017 09:29 PM
06/25/2017 09:29 PM

Vitals
Purchase

Purchase
Treatment
Treatment
Vitals
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment
Vitals
Vitals

Treatment
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Vitals
Vitals
Treatment
Vitals

Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment

Treatment

Treatment

Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
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Client: B 6

Patient: i

Patient History

06/25/2017 10:19 PM

06/25/2017 10:19 PM
06/25/2017 10:19 PM
06/25/2017 10:19 PM
06/25/2017 10:24 PM
06/25/2017 10:24 PM
06/25/2017 10:24 PM
06/25/2017 10:24 PM
06/25/2017 10:24 PM
06/25/2017 10:29 PM

06/25/2017 10:29 PM
06/25/2017 11:16 PM
06/25/2017 11:44 PM
06/25/2017 11:44 PM
06/25/2017 11:44 PM
06/25/2017 11:45 PM
06/26/2017 12:00 AM

06/26/2017 12:00 AM
06/26/2017 12:20 AM

06/26/2017 12:23 AM
06/26/2017 12:23 AM
06/26/201701:19 AM
06/26/201701:19 AM
06/26/2017 01:20 AM

06/26/2017 01:20 AM
06/26/2017 01:20 AM
06/26/2017 01:20 AM
06/26/2017 03:18 AM
06/26/2017 03:18 AM
06/26/2017 03:18 AM
06/26/2017 03:24 AM
06/26/2017 03:24 AM
06/26/2017 05:19 AM

06/26/2017 05:19 AM
06/26/2017 05:20 AM
06/26/2017 05:20 AM
06/26/2017 05:20 AM
06/26/2017 05:20 AM
06/26/2017 08:03 AM
06/26/2017 08:03 AM
06/26/2017 08:03 AM
06/26/2017 08:03 AM
06/26/2017 08:36 AM
06/26/2017 08:36 AM

Treatment

Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Vitals

Vitals
Vitals
Treatment
Vitals
Vitals
Treatment
Purchase

Purchase
Treatment

Treatment
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment

Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
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B6

Patient History

06/26/2017 08:37 AM Treatment
06/26/2017 08:37 AM Vitals
06/26/2017 08:37 AM Vitals
06/26/2017 08:40 AM Treatment
06/26/2017 08:40 AM Treatment
06/26/2017 09:15 AM Treatment
06/26/2017 09:15 AM Vitals
06/26/2017 09:17 AM Treatment
06/26/2017 10:03 AM Treatment
06/26/2017 10:03 AM Treatment
06/26/2017 10:03 AM Vitals
06/26/2017 11:20 AM Treatment
06/26/2017 11:20 AM Vitals
06/26/2017 11:21 AM Treatment
06/26/2017 11:21 AM Vitals
06/26/2017 11:21 AM Vitals
06/26/2017 11:28 AM Treatment
06/26/2017 11:28 AM Vitals
06/26/2017 11:34 AM Purchase
06/26/2017 11:35 AM Treatment
06/26/2017 11:39 AM Treatment
06/26/2017 11:39 AM Vitals
06/26/2017 11:54 AM Purchase
06/26/2017 12:02 PM Purchase
06/26/2017 01:26 PM Treatment
06/26/2017 01:26 PM Vitals
06/26/2017 01:27 PM Treatment
06/26/2017 01:27 PM Vitals
06/26/2017 02:23 PM UserForm
06/26/2017 03:40 PM Prescription
06/26/2017 03:40 PM Prescription
06/26/2017 03:41 PM Prescription
06/26/2017 03:41 PM Purchase
06/26/2017 04:02 PM Treatment
06/26/2017 04:02 PM Vitals
06/26/2017 04:02 PM Vitals
06/26/2017 04:14 PM Purchase
06/26/2017 04:15 PM Treatment
07/02/2017 05:02 PM Prescription
07/10/2017 05:37 PM Task
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Client: 6
Patient B

Patient History

01/14/201912:25 PM
01/14/2019 12:30 PM
01/14/201901:23 PM

01/14/201901:23 PM
01/28/2019 03:57 PM

01/28/2019 04:00 PM

01/28/201904.01 PM

02/01/2019 08:00 AM
02/01/2019 08:01 AM

02/01/201901:18 PM
02/01/201901:31 PM
02/01/201901:48 PM
02/01/201901:50 PM
02/01/201902:27 PM

02/01/2019 02:57 PM

02/01/2019 02:58 PM

02/21/2019 04:34 PM
02/21/2019 04:34 PM

Purchase
Prescription
Email

UserForm
Appointment

Appointment

Appointment

UserForm
UserForm

Treatment
UserForm
Vitals
Purchase
UserForm

Appointment
Prescription

Purchase
Purchase
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| undershand that a ANANCE CHARGE will be agiplied tn all acomsds ungaid after 30 doys. The FINANCE GHARGE is

covputed ana modhly rate of 1.33% par mandh, which |5 an avisl pooénge rate of 16% agplied tn the average
daily balance aststarding, with a meeTnsm fee of S50

| do hsther agyee that should any goyment, ar the full anast of the asm steted above, become ovethe e than 20
doys frum the atwwe qesy) ypon time of payret ar gayments, the entire babnee shall be corsideed ndefoult and
tecome duse and payable. 1 isthey agree to be resposcitie for asvy or all coflertion agency and/or sttorney fees
erery in odixt the full asvmewt

| do hsther agyreetn comply with hauss of visitation in coywsaion with our Hogva s policy.

| tave read, understend, and agyee 1o ancept the terms and onditions haein

Owa'srave;,  B6 Date 6/7yAN7
Owne's addess:; B6
Ownar's Name Ssgouse Date

IFthe sevivvh ol adeitting the anmial & serwrae dthey tlian the lbgal ovener,
please cowylcte the partian befiowe

ﬂlemofthemrmi BG Imga@maﬂwﬂyhchnnnﬂinlmmaﬂmwﬂmsm
payﬁne@vama:ll:d serviees provided at Qusterenyss School pursasst ho the temrs and conditions desorbead above

Authora) Agont - Please ivwd AgodsSguouse

Steet Addbess Date

TowyGty
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B6



Lummings

Foster Hospital for Small Animals
55 Willard Sbeet

Nosth Grafeon, MA 01536
. . Telephone (S08) 139195
Veterinary Medical Center el
AT TUFTS UNIVERSITY
Radiology Reque=t & Report
fARIE" Oowoesy .
Manes  B6 s B6 ANy B6 |
Spedes Canvine Addess BG Date of repae=t- 6/A/ANT
Goldeny Male (Neadived) Golden
Retriever
Bithdd- | B6 |
Attouling (i B6
DEMBCATE FORM
Date of exam 6/ /M7
Patient Locations Ward/Cage:  ICU R2 Weight (hg) 36.00
M Inpatient BAG
[ outpatient Time: OBAG
[ waiting 1/2 dose OBAG
O Emepewy DexOComior/Buto phawol
Anesthesia o sedatef/anesthetize
e

three view thorax

Presenting Comgdaint and (edcal (hesticrss you wish to amswer-
Emoygency - preemyved with upper arway obstruction, potential tieback soday

Pertinent Hstosy:

Foudgs

Covxhssicwes
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Cummings e

Veterinary Medical Center xbonwams

AT TUFTS UNIVERSITY

CT Repeexst & Report

Mamne B6_ Patiert D= 56
Spedes Canine Patrofveqgeest-—6/21/2007
Golden Male (Neautived) Goliden

Retrever S

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

Date of exanx 6/21/2M17

Patiesvt Locotioer Wardf/Cage: ICU R2 Weight (ke) 36.00

Mﬂwm B6

Exmviruticsn Desiedt B6

! Anesthesia do sedate/medthetize
DexDamitor/Butorphanol
O avsoanesthesia

B6
B6

i"!IlIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIlIIIIIIIlIIIIIIIlIIIIIIIIIIIIIIIIIIIIIIIIIIIlIIIIIIIIIIIllIIIIIIlIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIlIIIIIIIlIIIIIIIlIIIIIIIIIIIIIIIIIIIlIIIIIIIIIIIllIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII%
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5 Fostes Hospital for Small Animals
55 Willard Street
Nosth Grafeon, MA 01536
Telephone (S08) 139195

Veterinary Medical Center Y

AT TUFTS UNIVERSITY

Radiology Reqguest & Report
R
fenes  B6 | Mame!  Be it B 394674
Spees Canvine Addess! B6 Date of rpee=t- 6/26/AN 7
Golden Male (Nadiver) Golden
Retriever
Bathdod-!  B6
Attonding (BniciwT | B6 .
Date of exam 6f26
Patient Locationr Ward/Cage: A run Weight () 36.00
Inpatient BAG
Outpatient Tme: OBAG
Waiting 1/2 dose OBAG
O Emepency DexOComivor/Buto phawol
Anesthesia o sedatef/anesthetize

Exmmrerastices Desis et
3 view chest- Tech only please, dog has upper airway mass and has troub le breathing with excitemet

B6

Pertineat History:

B6
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Sedotion


















Cas=









Cummings  B6

Veterinary Medical Center P

AT TUFTS UNIVERSITY - C"'H"Eh "
Cardiology Liai SOB.8E7 4896 E‘;l_dﬁaso Male (Neutered) Golden Retriever

Cardiology Appontment Report

Date: 2/1/2019

Shebere: B6

Presesting Camplaint
. RDVM yearly revealed 2/6 heat musvas

B6 ‘echo- OCM with 2+ mitral regurgisation 1+ tricuspid regsgit ation and mild

pulmaonic insufficiency

ER 1/14 for profound lethargy- declined diagnostics but wasmed 0 see cardio sooner than scheduled
appointment, diagnosed with: B6 {but owner didn't read
label right and basbeen giving SO0y PO BID instead

Whole ife on grain fvee diet

Put on a lot of weight within 2018 (B4lbs in Oecember, 80lbs voday), deemsd activity (secondary %o
owneY INxy vs. B6 | lpax excited for fesching, still goes on 1-2_Smile wak} - rdvwn records low normal
thyroid level

Craasvernt DiEenses:

B6

Govwyul Medical (6story:
Attacked n face by other dog at agility class prior 40 adogtion (1 yo}

B6

Dbt and Ssgxpiement; -
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" . Teleghone (508) 83995
Peternary Medcal Center SR
Notice of Patient Admit
Date: 6/20/2017 10:55:12PM Case Ho: 3916
Acfestimg Dodor: | B6
Foame BO

LB T

Your patient presmies tn our Gmagoy sovee Alease make note of the fulloatyy idormation to facdlate
arensaatan with our tean

owis:{B6 o e

H you have anvy questions regarding this patindasr case, please call SU8-887-490838 1D ready the ECOC Sesvice.
véwwetam is updated dady, by noon

Thank you for yous referral tn our Gnegesicy Sovice

FDA-CVM-FOIA-2019-1704-008522



Cummings

Veterinary Medical Center

AT TUFTS UNIVERSITY

B6

SO

I you have any questins, or macevs, please covtadt us at J08-887-49988.

Thank you,

Foster Hospital for Small Anmals
5 Willand Streect

North Grafton, MA 01136
Telephone {S08) 8395395

Mtyc/fvetme dtufts edhy/

B6

Male (Neutered)

Canine Golden Retriever Golden

674

FDA-CVM-FOIA-2019-1704-008523



Thank you,



Thank you,



Thank you,



From: Jones, Jennifer L </o=ExchangelLabs/cu=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4chh1e829af244-Jennifer.Jo>
To: Palmer, Lee Anne

CC: Rotstein, David; Carey, Lauren

Sent: 3/27/2018 7:39:49PM .

Subject: RE: Zignature Kangaroo Formula ______ B6 L EON-350158

Yes-let's take a look! | think we should checki B5 | I'm curious if those

aminoacid levels are normal if there is some underlying renal disease causing whole body taurine depletion.
https://academic.oup.com/alcalc/article/36/1/29/138000

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

WS, FOOD & DRUG

ATIBAEN TS ER AT W

From: Palmer, Lee Anne
Sent: Tuesday, March 27, 2018 3:25 PM
To: Jones Jennifer L <Jennifer Jones@fda hhs. gov>

In case of interest — taurine level low?

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

Sent: Tuesday, March 27, 2018 3:20 PM

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

Subject: Zignature Kangaroo Formula: B6 i- EON-350158

A PFR Report has been received and PFR Event [EON-350158] has been created in the EON System.

A "PDF" report by name "2044632-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 "2044632-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-350158

ICSR #: 2044632
EON Title: PFR Event created for Zignature Kangaroo Formula; 2044632

AFE Date 10/31/2017 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Labrador

FDA-CVM-FOIA-2019-1704-008527



Age 13 Years

District Involved | PFR: B6 DO

Product information

Individual Case Safety Report Number: 2044632
Product Group: Pet Food

Product Name: Zignature Kangaroo Formula

had been maintained on a Zignature Kangaroo formula. She presented with a history of a progressive cough
which, prior to presentation, became productive and she coughed up a small volume of pink foam (possible
pulmonary edema). On examination she had a 2/6 left apical systolic heart murmur and on echo diagnosed with
advanced dilated cardiomyopathy with severe left ventricular dilation, moderate to severe left ventricular systolic
dysfunction, and moderate to severe left atrial dilation. Thoracic radiographs were suspicious for early congestive

Submission Type: Initial

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

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Zignature Kangaroo Formula

Sender information

B6

Owner information

Us

B6

{USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-350158
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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=366527

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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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group

To: 'cvca  B6 Dcvcavets.com'

Sent: 3/28/20186:40:32PM

Subject: FDA Case investigation for___B6 | (EON-350158)

Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Good afternoon,__ B6___|

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

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

o Please email (preferred) or fax (301-210-4685) a copy of;

event).

o Do you have records from her referring veterinarian?

e Potentially Test Remaining OPEN product
o Do you have any remaining product left?

o |s there a lot number or best by date for the leftover food?
e Hold any remaining UNOPENED product for potential collection.

| attached a copy of our Vet-LIRN network procedures. The procedures describe how Vet-LIRN operates and

how veterinarians help with our case investigations.

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

Thank you kindly,
Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

Office of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4685

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

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

it .5, FOOLD & DRUG

ADMENIETRATICN
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From: CVCA - Cardiac Care for Pets; B6

To: Jones, Jennifer L
Sent: 3/28/2018 10:.08:41PM
Subject: Re: FDA Case investigation for. __B6___ i(EON-350158)

Dear Dr. Jones,

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

including the primary veterinarian history that we have and the history from her previous emergency room visit.
Unfortunately, the diagnosis was made in October and the client has disposed of the diet. We will certainly keep
this in mind for future patients with dilated cardiomyopathy which could potentially be diet-related and have
those owners keep a sample and record the lot number for future testing/tracking. Thank you again for looking
into this issue for our patients.

Sincerely,

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

e Full Medical Records

event).
o Do you have records from her referring veterinarian?
e Potentially Test Remaining OPEN product
o Do you have any remaining product left?
o Is there a lot number or best by date for the leftover food?
e Hold any remaining UNOPENED product for potential collection.

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

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

Thank you kindly,

Dr. Jones

Jennifer L. A. Jones, DVM

Veterinary Medical Officer
U.8. Food & Drug Administration
Center for Veterinary Medicine

FDA-CVM-FOIA-2019-1704-008541



Oftice of Research

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

Laurel, Maryland 20708

new tel: 240-402-5421

fax: 301-210-4683
e-mail: jermiferjonesicofda hhs. gov

Web: httpwww ida gov AnnalVeterinary Beience Research uem 247334 htm

i LS, FOOD & DRUG

HEMENIBERATICM

CVCA - Cardiac Care for Pets

Phone:i ____B6
Fax: B6 :
Email: 77 B pvcavets.com

Visit our website at: www.cvcavets.com
"Like" us on Facebook at: www.facebook.com/CVCAVETS

"Follow" us on Instagram at: www.instagram.com/CVCAVETS

We want to hear from you! Access our online survey by clicking here.

If there is anything that we can do to improve our service for you, please do not hesitate to contact us directly. We would
greatly appreciate your feedback and invite you to fill out a survey based on your experience with CVCA.

Share your photos with us!

If vou have a photo that you would like to share, we would love to post it on our Facebook page. Like us on Facebook and post to our wall
or vou can email the image with a fun fact to cveamtof@cveavets.com and we will forward it to our Facebook administrator.

Please note -- Images are usually posted within 1 month of submission.
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From: CVCA - Cardiac Care for Pets B6

To: Jones, Jennifer L

Sent: 3/28/2018 10:27:10 PM

Subject:

Attachments: echo 2.pdf;
_B6_ihx44.pdf;

Attached is entire medical records for!

Thank-

On Wed, Mar 28, 2018 at 6:08 PM, CVCA - Cardiac Care for Pets | B6

wrote:

Dear Dr. Jones,

Thank you for following up on our patient,; __B6_ ! We will be sending you our complete records for] B6 |

including the primary veterinarian history that we have and the history from her previous emergency room visit.
Unfortunately, the diagnosis was made in October and the client has disposed of the diet. We will certainly keep
this in mind for future patients with dilated cardiomyopathy which could potentially be diet-related and have
those owners keep a sample and record the lot number for future testing/tracking. Thank you again for looking
into this issue for our patients.

Sincerely,

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

e Full Medical Records

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

event).
o Do you have records from her referring veterinarian?
e Potentially Test Remaining OPEN product
o Do you have any remaining product left?
o Is there a lot number or best by date for the leftover food?
e Hold any remaining UNOPENED product for potential collection.

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

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

Thank you kindly,

Dr. Jones

FDA-CVM-FOIA-2019-1704-008543



Jennifer L. A. Jones, DVM

Veterinary Medical Officer

LS. Food & Drug Administration

Center for Veterinary Medicine

Oftice of Research

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

Laurel. Marvland 20708

new tel: 240-402-5421

fax: 301-210-4683
e-mail: jenniferjonesicfida.hhs. gov

Web: httpwww ida sov AnimalVeterinary BoienceResearch uem247334 htm

i U5, FOOD & DRUG

ADMENIETRATICN

CVCA - Cardiac Care for Pets

B6

Phone:! B6 ;

H
............................... =

Fax:i B6 :

Email;| 6 @ovcavets.com

Visit our website at: www.cvcavets.com

"Like" us on Facebook at: www.facebook com/CVCAVETS

"Follow" us on Instagram at: www.instagram.com/CVCAVETS

We want to hear from you! Access our online survey by clicking here.

If there is anything that we can do to improve our service for you, please do not hesitate to contact us directly. We would
greatly appreciate your feedback and invite you to fill out a survey based on your experience with CVCA.

Share your photos with us!

If vou have a photo that you would like to share, we would love to post it on our Facebook page. Like us on Facebook and post to our wall

or you can email the image with a fun fact to cveainfo/@eveavets.com and we will forward it to our Facebook administrator.

Please note -- Images are usually posted within 1 month of submission.
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CVCA - Cardiac Care for Pets

B6

Phone;. .. ..BE
Fax: | B6 .
Email:i__Be @cvcavets.com

Visit our website at: www.cvcavets.com
"Like" us on Facebook at: www.facebook.com/CVCAVETS
"Follow" us on Instagram at: www.instagram.com/CVCAVETS

We want to hear from you! Access our online survey by clicking here.
If there is anything that we can do to improve our service for you, please do not hesitate to contact us directly. We would
greatly appreciate your feedback and invite you to fill out a survey based on your experience with CVCA.

Share your photos with us!

If vou have a photo that you would like to share, we would love to post it on our Facebook page. Like us on Facebook and post to our wall
or vou can email the image with a fun fact to cveamtof@cveavets.com and we will forward it to our Facebook administrator.

Please note -- Images are usually posted within 1 month of submission.
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Future Anesthesia/Fluid Recommendations

Reevaluation

* Please recheck with B6 fin the next day or two to obtain taurine levels. Please forward
these results when available.

* Please recheck witf B6 iin 2 weeks for a follow up examination and blood chemistry profile
with electrolytes and as recommended by B6 i Please forward these results when available.

* Please recheck with Bé i’very 4-6 months for a follow up examination and blood chemistry
profile with electrolytes and as recommended by____________gg_r_________:Please fonNard these results when available.

echocardiogram. Please contact us or schedule an earlier appointment. J._BG has any problems or symptoms
indicative of worsening heart disease or if recommended by; B6 o

and mild Iymphopema Thoracic radiographs were performed which revealed cardiomegaly.i_B6 Jwas treated W|th

- Be iAll medications were
stopped on Monday as her cough had worsened and she was presented to thei __Beé __ ifor a cardiac evaluation as her

coughing had worsened and she had brought up a small volume of pink-tinged foam after a coughing fit. During this
time there has been no evidence of lethargy and she continues to eat and drink normally at home.

PPHx: None

Meds: None

Other:i B6 :
Diet: Zignature (Kangaroo)

Physical Exam Findings:

B6

breaths/mln questionable mild increase in bronchove5|cular sounds bllaterally, no crackles or wheezes ausculted

eupneic
Other Diagnostics:

10/27/17 pDVM CXR: Generalized cardiomegaly characterized by widening of the cardiac silhouette and loss of the
caudal cardiac waist consistent with left atrial enlargement. Slight left auricular bulge. Increased sternal contact and
rounding of the right heart on the VD radiograph. Dorsal deviation of the trachea. Prominent pulmonary vasculature
with a questionable mild increase in interstitial opacity in the caudodorsal lung fields which may suggest early
congestive heart failure/pulmonary edema.

Echocardiographic Findings
Severe left ventricular eccentric hypertrophy with apical rounding and increased spherocity, mild-moderate centrally

Information for{ B6 i CVCAE B6 503/28/2018
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located mitral regurgitant jet, moderate-severe secondary left atrial dilation on 2D imaging and moderately-severely
increased LA:Ao ratio on M-mode imaging, mild eccentric low velocity tricuspid regurgitation with mildly elevated
estimated right ventricular pressures consistent with mild pulmonary hypertension, mild right ventricular and right atrial

(FS% and EF% by modified Simpson's - LVDI L " 86 " LVSI _______ B6 __ ), increased EPSS, elevated transmitral
inflow velocities and E:A wave ratio on spectral Dopplertracmgs normal TDI E"A' ratio ofthe lateral mitral annulus, no
masses, effusions or heartworms observed.

ECG during echocardiogram: Normal sinus rhythm. No ventricular ectopy noted.

Comments

Thank you for sendingi______ B6 _____ito see us withi_Bé_itoday. Sadly,L___l§§____has dilated cardiomyopathy with
moderate to severe systolic dysfunction and moderate to severe left atrial dilation. This places her at a high risk of
developing congestive heart failure and with the progression in her cough | am concerned that we may be dealing with
congestive heart failure at this time. We have begun therapy to control congestive heart failure, support cardiac

function slow down the progression ofthe heart disease and improve survival We are now seeing more dogs on

We will continue to closely monitori__Bé__:heart disease via serial echocardiography and institute further therapy when

progression is noted. While on this course of medication, it is important to monitor the chemistry profiles and blood
pressures. Dogs with dilated cardiomyopathy are ata higher risk of developing ventricular arrhythmias None were

average survival is ~ 6-12 months.” Survival time is highly |nd|V|duaIIy variable depending on response to therapy.

We appreciate your continued referrals and the trust you place in CVCA to co-manage your cardiac patients. We look
forward to working with you on this case and others. In an effort to continue to improve CVCA's service to both you
and your clients, please visit our website at www.cvcavets.com and complete our online referring veterinarian survey.

[ ’\/MD DACVIM - Cardiology

Informationfori _B6 | CVCA' B6__i 03/28/2018
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4chh1e829af244-Jennifer.Jo>

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren

CC: Peloquin, Sarah

Sent: 12/6/2018 5:56:09PM

Subject: RE: 800.267-00—150-EON-369268a___|_'g’_§___rFromm Four-Star Nutritionals Game Bird
Attachments: MRx.zip

B6

Presented 9/25/2Q18:_discussed cardiomyopathy of GRTs; been on GF diet
WB Tau-7B6:Davis)

10/19/2018 cardio: screening echo b/c on GF diet and low Tau; asymptomatic
PE-nsf
Echo occult DCM-sys dyxfxn LV dil

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

Hﬂm U.S. FOOD & DRUG
MDA EIRE D SE I T T 1

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

Sent: Wednesday, October 24, 2018 4:.35 PM

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

Subject: Fromm Four-Star Nutritionals Game Bird Recipe Dog Food: BG - EON-369265

A PFR Report has been received and PFR Event [EON-369265] has been created in the EON System.

A "PDF" report by name "2057000-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 "2057000-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-369265

ICSR #: 2057000
EON Title: PFR Event created for Fromm Four-Star Nutritionals Game Bird Recipe Dog Food; 2057000

AE Date 10/19/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 1 Years

FDA-CVM-FOIA-2019-1704-008566



Product information
Individual Case Safety Report Number: 2057000
Product Group: Pet Food

Description: B6 iwas tested to have whole blood taurine ofi B6 ‘and was diagnosed with occult dialated

cardiomyopathy By echo.

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

Fromm Four-Star Nutritionals Game Bird Recipe Dog Food

Sender information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-369265

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=08&issueType=12&
issueld=386187

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.

FDA-CVM-FOIA-2019-1704-008567



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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B6

ANIMAL RECORD

" Home Phonef

B6

B6

Owner's Nam

Wark Phone

gnﬂg?li B6 . _ Species t-q . .A’u‘erg‘ié i |

eve(”

Sex__%  Birthdate BB | Breed(2010€0\ Color

Rabies .

DHLPP

[Bordetela

FYR-CP |

FeLY

i

g

MAJOR PROBLEM
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Echocard ogram: Evidencs of occult driafed cas‘d , yopathy (DCM : aod ;,xg;g!_t_t;_q)fsfuncﬁon and left
tricular dilation noted on the echocardiogram today. Treatment Wi been stiown fo
nificantly delay the onset of congestsve heart failure (CHF) in the edmgs Since! B6 is an atypical breed1
jevelop DCM, and the fact that she was belng fed a grain free diet th a lew biaod taurine level, we suspect

at the cause is daetaw taurme def ciency in go!den rethever. )

‘ C!mit:ai Diagnosis Occult Dilated: Cardiamyz:;pat 'yj‘
s fa r;d in high concentrat ions in hea

te: '(A 40 breaths per minute AT- REST}
these Slgns are noted please contact a 1\
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Amino Acid Laboratory Sample Submission Form

Amino Acid Laboratory . ' '

1089 Veterinary Medicing Drive

Davis, Ca 95616

Telaphone: 530-752-5058, Fax: 530-752-4698

Emall: ucd.amingacid.jab@ucdavis.edu

www.vetmed.ucdavis.edu/labs/amino-acidlaboratory

Veterinarian Contack: B6

Clinic/Company Neme: | B6

Address: _

= B6

Telephone:

. N ;?;Wﬁmb
ilting Contact: — B 6 Email: ___ B6 s P o
Patient Name: ___ 3 Spacias: Canfne cpeotts ¥
. A
Breed: Golden Retriever Owner's Name: B6 i
Current Diet ; _ Fromm Game Bird Recipe with Primal rew topper and raw goats milk

sample type: L1 Plasma [X] Whole Blcod [ Urine L Food [ Other

P —

Test: ,@Tawine D Complete Amino Acids D Other:

Taurine Results (ebuseonly) \
Plagma: Whole Blood: W B6 . Urine: | Food:
Plasma (nMol/ml) : Whola Blood (nMolmf)
Nomnal Renge | Ne known rdsk | Normgd Rangs | No known risk
for deficlency for deficiency
Cat 80-120 >40 306-600 >200
. Dog 66-120 >40 - 200-350 >150

¥ Please note with the recent increass In the number of dogs screenad for taurine defidency, we
wmwmmmmmmmmm(wmmmmwwm

range”) yet ere siill exhibiting signs of cardiaz disease. Veladnarians am weloome fo contect our
laboratory for assistance In svalusting your patient’s results, -
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=23 UCDAVIS
2| VETERINARY MEDICINE
CARDIOLOGY SERVIGE UPDATES: DOG FOOD & DILATED CARDIOMYOPATHY

The Gardiclogy Service has developed this document in respange 1o the alerts from the FDA, These alerts identify an
associated rigk for some grain-free diets contalning cerfain ingredients (legumes like peas, pea components, lentils; white
potatoes, sweet potatoss) and a diagnosis of dilated cardicmyopathy (DCM). The links provided throughout this document
can ke copled and paster fo obtain additional information.

FDA Alerts faund here: - .

https-/iwww fda.gov/AnimalVeterinary/NewsEvents/CVMUndates/ucm§ 13305 . him
httneJwww_fda.goviAnimaiVeterinary/ResourcesforY owAnimaidealthL iteracy/uemB18278 him

What is Dilated Cardiomyopathy (DCMY? ‘

DCM is a heart muscis disorder that results in a weak pump function and heart chamber enlargement. In the sarly stages of
this disease pets may appear totally healthy with no apparent clinical signs. Later in the course of this diseass, dogs may
have & heart murmur, an arthythmia (imegular heart beat), collapse episades, weaknese or tiredness with exercise, and aven
trouble breathing from congestive heart failure. While there are some breeds of dogs (ke Dobermana) that have a genstic
predisposition to development of DCM, there are also nutritional factors that may result in this disease.

What should | do?
# vou are feeding a dist of concem bhased upon the FDA alert we recommend that you consuit with your veterinarian or
veterinary cardinlogiet, We provide 4 general peints for guidance betow:

1. An initial atep iz to consider whether you ars willing or interested in performing additionst testing to assess whather
your pet is affected with DOM. If you believe your dog is at risk, showing any of the aforementionad ¢linical signs or would
prefer to simply nule out any heart disease, we recommend that you first have your pet's tawrine levels tested (both whole
binod and plasma lavels) as well as seek an echocardiogram by a board-certified veterinary cardiclogist. Low tauring levels
are associgied with development of DCM in dogs and are sometimes a component of this current issue,

information on tauring testing can be found here: hiips:/fwww, vetmead ucdavis edu/labs/amino-acid-laboratory

2. At this time, diet change is recommendsd whan possible and should be considered regardiess of the results obtainad
from any testing. You can consult with your veterinarian in selecting a new diet that avoids the ingredierite of concerm Jisted
by the FDA. When selecting this diet, we recommend that you choose a diet that is manufactured with rigorous quality
control messures and research bahind the formulgtion. A way to ensure that your diet meets these recommendations jsto
follow the following guidelines that were generated by a large number of the world’s leading exparts in veterinary nutrition;

Food sslection guidelines found here:
hitpa://mww weava, ord/WSAVA/media/Arpia-and-Emma-aditarial/Selecting-lhe-Best-Food-for-yaur-Pet.pdf

-8, K your pet is identified through {esting to have a low blaod tauring level or evidence of DCM by echocardiogram, we urge
yau to report this information to the FDA.

S SLLAL S s TR

4. Work with your veterinarian(s) to determing the best course of action and medical freatments if indicatad, -in the case of
a DCM diagnosis, diet change alone may not be sufficient and additional medications may be prescribed.

Please continue to monitar the FDA website and the UC Davis School of Veterinary Medicine Newsfaeds for updates and
recammendations regarding this issue.
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UNIVERSITY OF CALIFORNIA, DAVIS

BERKELEY ¢ DAVIS « JRVINE * LOSANGELES = MBERCED ¢ RIVERSIDE * 54N PIEGO = SAN PRANCISCO SANTA BARBARA « SANTHCRUT

STERN CARDIAC GENETICS LABORATORY
JOSHUA A. STERN, DVM, PHD, DACVIM (CARDIOLOGY)
stemgeneﬁcs@ucdavis_gcju; Angust 8, 2018

FREQUENTLY REQUESTED INFORMATION REGARDING TAURINE & DILATED
CARDIOMYOPATHY IN GOLDEN RETRIEVERS

Taurine reference ranges for Golden Retrievers: The Stern Lab suggests that the following
clinical reference ranges be used for Golden Retrievers and be considered for other known taurine-
sensitive breeds such as Newfoundlands or American Cocker Spaniels. This is primarily based on 3
observations:

1. Golden Retrievers with marginal taurine levels (defined below) have been diagnosed with dilated
cardiomyopathy and have documented disease reversal after taurine supplementation and diet
change.

2. Previously published work documents taurine sensitivity iv Golden Retrievers.

3. The most recently published reference on normat blood taurine values shows higher levels than
previously reported.

o Normal whole blood taurine: >250nmol/mL
o Normal plasma taurine: >70nmol/mL

o Marginal whole blood taurine: 200-250nmol/mL
o Marginal plasma taurine: 60-70nmol/mL

o Low whole Blood taurine: <200nmot/mL
o low plasma taurine: <60nmol/mkL

References:

Kramer GA, Kittleson MD, Fox PR, Lewis ], Pion PD. Plasma tauring concentrations with normal dogs and in dogs with heart disease, ] Vet
Intern Med 1995;9:253-258.

Belanger MC, OuelletM, Queney G, Morean M. Taurine-deficient dilated cardiormyopathy in a family of golden retrievers, | Am Anim Hosp
Assac 2005;41:284-291.

Klttlesan MD, Keene B, Pion PD, Loyer CG, MUST Study Investigators. Results of the multicenter spaniel trial (MUST): taurtne- and
carnitine-responsive dilated cardiamyupathy in Amarican Cocker $paniels with decreased plasma taurine concentration, } Vet intern Med
1197;11:204-211.

Backus RC, Choen G, Plon FD, Gond KL, Rogers QR, Fascetti A] Taurlne deficiency in Newfoundlands fed commer c:ially available complete
and balanced diets. ] Am Vet Med Assoc 2003;223:1130-1136.

Fascetti A], Reed JR, Rogers QR, Backus RC. Taurine deficiency in dogs with dilated cardiormyo pathy 12 cases (1997-2001). ] A Vet Mad
Assoc 2003;223;1137-1141.

Freeman LM, Michel KE, Brown DJ, Kaplan PM, Stamoulis ME, Rosenthal SL, Keene BW Rush JE. Idiopathic dllated cardiomyopathy in
Dalmatans: nine cases (1990-1595). J Am Vet Med Assac 1996;2(19:1552-1556. .

Delaney S], Kass PH, Rogers QR, Fascetti A}. Flasma and whale blood taurine in normal dogs of varying size fed commercially prepared
food. ]Amm Physznl a Anim Nutr 2003 187:236-244.

Plasma vs. whole blood taurine testing:
If at all possible, we recommend that paired (plasma and whole blood) taurine samples be submitted
for analysis. A low value on either or both tests is clinically relevant. If your dog is diagnosed with
DCM, submitting paired taurine samples (plasma and whole blood) is imperative. We recommend
that the UC Davis Amino Acid Laboratory be used for taurine testing, as this is where the literature
utilized for our reference ranges was generated. https: //www.vetmed.ucdavis.edu /labs/amino-acid-
laboratory. Ifa single testis submitted the Stern Lab recommends that whale blood be submitted
preferentially. This is due to the false elevation of taurine levels that is possible in plasma samples
due to sample handling issues, This is an area of some debate between clinicians and conflicting
information on preference for plasma vs. whole blood exists. This underscores the value of paired
sampling.

Pagelof3
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Clinical Recommendations for Gelden Retrievers based on taurine levels: -

If taurine levels test <2080nmol/ml. in whole bload or <60nmoel/ml in plasma
*  Anechocardiogram by a board-certified veterinary cardiologist is indicated
s After echocardiogram has been completed, a diet change is recommended.
o IfDCM is diagnosed, this patient may need a variety of cardiac medications that would
be prescribed by the attending cardiologist.
o IfDCM is diagnosed, prescribed supplementation with oral taurine and l-carniting is
recommended.
¢ Reevaluation of taurine levels is warranted after three months of diet change and
supplementation. '
o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.
- ¢ Many Golden Retrievers with taurine-deficient DCM in gur study showed slow and
steady improvement overa period of 6-12 months,

If taurine levels test 200 ~ 250nmol /mL in whole bloed or 60-70nmol/ml. in plasma

«  An echecardiogram by a board-certified cardiologist is recommended.

= After echocardiogram has been completed, a diet change {5 recommended.

*  We recognize that many dogs in this category may have normal echocardicgrams and thus
the value of screening should be carefully considered. if the dag is eating a diet that falls
within the FDA warning or shares fearures with the diets identified in our study (see diets of
concern section below), we encourage echocardiographic screening with greater enthusiasm.

o If an echocardiogram is not performed, a diet change is still recoramended and a taurine level
reevaluation after three months on the new diet should be considered.

= If BCM is diagnosed, this patient may need a variety of cardiac medications that would be

prescribed by the artending cardiologist.

o IfDCM is diagnesed, prescribed supplementation with oral taurine and l-cagniting is
recommended.

o Reevaluation of taurine leyels is wacranted after three months of diet change and
supplementation.

o Cardiology reevaluation schedules will be recommended by the attending clinician
pending echocardiographic findings.

o Many Golden Retrievers with taurine-deficient DCM in cur study showed slow and
steady improvement over a period of 6-12 months.

f raurine levels test >250nm L in whole blood or »70nmol/mL in nlasma

e Diet change is recommended if you are feeding a diet that falls within the FDA warning or
~ shares features with the diets identified in our study {see diets of concern section below])
s [fyour pet shows any signs af cardiac disease (trouble breathing, exercise intolerance,
fainting/collapse, coughing) we recommend your veterinarian evaluate your pet.

Page2of 3
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Diets of Concern & Choosing a diet :

The FDA alert called attention to several dietary ingredients that should be considered when
evaluating whether your petis at risk (for example legumes like peas and lentils, white or sweet
potataes). These findings were largely recapitulated in owr current study of Golden Retrievers with
low taurine levels and DCM. Our lab considers these ingredients to be of greatest concern when
present within the first 5 Jisted ingredients on the dog focd bag. Additionally, we noted 2 high
percent of diets in our study were using protein sources other than chicken or beef and labeled as
grain-free.

Points to consider when making a diet change:
+ Choose adietthat does not contain the concerning components listed above
= Choopse a diet that meets the WSAVA Global Nutrition Assessment Guidelines published as
consensus by veterinary nutritonisis from around the world:
o https:/ fwww.wsava.org/WSAVA/ medxa/Arpltawand -Emma-editorial /Selecting-the-
Best-Food-for-your-Fet.pdf

= FDA alert found here:

o https://www.fda sov/AnimalVeterinary/NewsEvents /CVMUpdates/ucm613305.htm

Choosing a taurine or [-carnitine supplement:

Selecting supplements should be performed based upon those that match their stated contents and
are readily available for absorption. Luckily a previous publication tested multiple taurine and 1-
carnitine supplements. Based upon this publicagion our laboratory recommends the following
supplements as those meeting our guality criteria. [Bragg etal. 2009 J Am Vet Med Assoc; 234(2))

Tested tanrine supplements that test within 5% of stated contents and if applicable disintegrated
within 30 minutes

=  Megataurine caps by Twinlab (1000 capsule)

¢ Taurine by Swanson Health Products (500mg capsule)

«  Taurine by NOW foods (500mg capsule)

*  Taurine 500 by GNC (500mg tablet)

Tested L-carnitine supplements that test within 5% of stated contents and if applicable disinteprated

within 30 minutes
»  Lecarnitine 500 by Jarrow Formulas (500mg capsule)

*  L~carnitine caps by Country Life {(500mg capsule)
+  Maxi L-carnitine by Solgar Vitamin and Herb (500mg tablet)
*  L-carnitine by Puritan’s Pride (500mg tablet)

The Stern lab does not recommend the empirical supplementation of taurine or I-carnitine to dogs
without evidence of DCM and/or significant deficiency. IFDCM is diaghosed we typically recommeand
dogs over 50lbs receive 1000mg of taurine every 12hrs and dogs under 50lbs receive 500mg of
taurine every 1Zhours. We recommend L-carpitine at a dose of ~50mg/kg orally with food every
Bhrs. Your veterinary cardiologist or family veterinarian should be consulted for prescribing the best
dose for your dog.

Reporting to the FDA:

Understanding the basis of this condition requires a great deal of research and investigation, Clients
with affected dogs can contribute their data to help propel this research forward. You can report
cases of taurine deficiency, dilated cardiomyopathy, sudden cardiac death, or any combination of
these events to the FDA by following the information found here:
https:/fwww.fda.gov/animalveterinary/safetvhealih /reportaproblem Auem 182403 htm

Additional questions or comments:

‘ sterngenetics@ucdavis.edu
This document last updated: Aug. 20, 2018
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Patient History Report
Client: B 6 Phone: | B6
Patient: Specles: Lamne_ . . Breed: Retriever, Golden
- Age: | B6 : Sex: Female
Uays
Date Type Staff History

12/28/2017 L

12/28/2017 L

B6

Chemistry results from IDEXX VetlLab Imn-clinic

Laboratory Reguisition ID:

Test

ALB =
ALKP =
ALT =
BUN/UREA
CRER =
GLU =

TP =
GLOB =
ALB/GLOB
BUN/CREA

i

il

Hematology
Laboratory
Test
HCT
HGB
MCHC =
WBL =
LYMPHS =
BLYMPHS =
MONOS =
FMONQOS =
NEUT =
FNEUT =
EQS =
B0 =
BASD =
%BASO =
BFLT =
Retics =
$Retics =
RBC =

MCV
MCHE
RDW
MpV
POW
BECT

o

[ (|

|

2953969 Posted Final
Result Reference Range

2.3 - 4.0

23 - 212

0 - 125

T 27

0.5 ~ 1.8

i 74 - 143

£.2 - 8.2

2.5 - 4.5
results from IDEXX VetLab In-clinic
Requisiticn ID: 2953969 Posted Final

=P LR Reference Range

37.0 - 55.0

12,0 ~ 18.0

30.0 - 37.5

5.50 - 16.50.

0.50 - 4.90

0.30 ~ 2.00

2.00 - 12.00

0.10 —~ 1.49

B6 oo o6

175 ~ 500

10.0 - 110.0

5.50 — §.350

0.0 - 77.0

18.5 - 30.0

14.7 - 17.9

B Bilting, C:Med note, OB:Call back, CK.Chaeckein, D:Diagnosts, DH:Daclined 4o history, E-Bxamination, ES:Eatimates, tDaparting instr, L:Lab resull, Mimage oaseg,
P:Prescription, PAIPVL Accepted, PE:probiems, PR:PVL Patformad, PR:FVL Racommended, RiCorrespandence, T:imagas, TC: Tantstive medt note, V:Vital Bigns

B6

Page 1 of 1 Date: 12/28/2017 9:43 AM
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a3/21/2017 1l@:dz | B4

B4

PAGE 02/82

B4

EXPIRES 30 DAYS

B4

OFFICIAL CERTIFICATE OF VETERINARY INSPECTION FROM DATE OF
FOR INTRASTATE SALE OF A DOG OR CAT - ISBUANCE

Pursuapt {0 Secton 82829, F.8., Rule BC-27 and Rule 86-28, FAQ,

Bection £20.28, Florids Statetes, mravidie het sach dog or oat o¥fered for aal within /% state must be necain
(OCVI), feptiae By 5 volorharian icamasel by the stste and scesedited by the Untied States u.mm«m%'i&?ﬁ”’ A current ORitsl Corfcats of Vetertrary eptcton

SELLER

PHRCHARER

Nama

Hame

Aoy

- B6

Cﬁty{

tgm

Emzl

B6

oy

Ernaclf

B6
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Amino Acid Laboratory Sample Submission Form
Amino Acid Laboratory

1089 Veterinary Medicine Drive

Davis, Ca 95616

Telephone: 530-752-5058, Fax: 530-752-4698

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

Veterinarian Contact: B6
Clinic/Company Name: B6
Address: B 6
Email: -
Telephone: | B4 L owner B6 Fax: _| B4
: 2050 M )
Billing Contact: Email: B6 . _ou OF
— A AN
t)

Patient Name: Species: Canine (e sV

— P 3 WS
Breed: Golden Retriever Owner’'s Name: Nicole Ritter and Eric Yard
Current Diet : Fromm Game Bird Recipe with Primal raw topper and raw goats milk

sample type: [1 Plasma & Whole Blood [] Urine [J Food [ other

Test: ,E[Taurine [J complete Amino Acids [1 Other:

Taurine Results (lab use only)

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

* Please note with the recent increase in the number of dogs screened for taurine deficiency, we
are seeing dogs with values within the reference ranges (or above the “no known risk for deficiency
range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to contact our
laboratory for assistance in evaluating your patient’s results.
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RDVM: B6 records.

Patient History Report

Client: Patient: | B6 i
Phong: B ' Breed: Golden Retrigver
Address: Age:: B6 1 Sex: MMautersd
Color: Buff
Digte Type Staft History
:_BG TG 012 Phone & Other Contact - TENTATIVE - Tauring level low, wants to see cardiologist

Iofrnt njtiated Call; Gontact [t Initiacted Call 7 Gontact [ inom [ In Parson [ E-mail
i..B6__ i faliioe g bwas ow and the et at UG Davis reoomimends ha hiaows anechocardiogmm with a cardickaist s thee someand A wiuld

roommend?) B6 |

B6 i

Callggt clisnt mnl spoke o h@rt{ ..... . | - !
i itcesisa fi thay can'get

i 31, Clignt hag s 2 ppolRtme hta

Hor-thairearlest available (mid Szobar), sowill sall to see if'i

212018 © g bl Office Visit- CLOSED 082972018 - Blood draw--» owrerto sendto UCfor laurine
level
Heasam-For Visit Blood drae for turing: lawsl

Discussion e ms,
Enter [tam Discussadd Erkodl dranw, pit indo green toptube . Ownar & senc o G Tab herself for: Sent-ho e styicdoam cantainss and ice
packs since e s 30 mins dvay .

Falioee Up needed ? woommandad  Noneg

geonls v nes Aug 21, FOL8 09314 AM staff: J88
We taght ¢ J202 pounds
5212018 CK g Blood draw SCFD - Al

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 : Page 1.of 33 Date 8302008 219 BM
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RDVM: _ B6 records.
Patient History Report
Cliont: Patient: | B6 i
Phoneg; Species: _(;_gt_r_‘[m_e ___________ - Breed: Golden Retrigvear
Addréss; Ageri | B6_ i Sex: MMatterao
Color:’ Buift
Digte Type Staft History
Reaasaon for Visil: TECH APP OINTMENT
Clate Patient Checkaed Dot 082148 Practice 1
WEROIE B o1z 1.00 Blood DirawPack-Dodds/ MSU-GT Mails {374) by 022

8208 ©

081 Phone & Other Contact - CLOSED 08172018 - Wanting 1o schadule blood draw to
Gheck taurne lavels

1

I—!CIEmt Initiated Call /7 Contact nﬁ‘f’u Initited Gl /- Contact r}.mm ............. r—in Pargon [:E»mai&
Gwoulel like o schethile @ bood diaw so that she can ge b pt's tauiing lavels chechad' B6 ;) Gl osangs the stk foi goldan natiieve s thit shs
m st !cun wmuld pr\afarn [ellees] ,gurmln sem e Iham ﬂnd nr‘r[ FUR thmugh_tdmx e Tieed T i 4 spacil Blodd wbact says geen top] CUis

51 B6!

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

: Page 2of 33 Date 8302008 219 BM
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............................. i

records.

Patient History Report
Client: Patient:! B6 i
Phone: B 6 Specles: [ Braaed: Golden Ratriever
Address: Age: | Sext: MMeuterad
Color:
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Page 3 of 33

Date 8302008 219 BM
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RDVM; B6 records.

Patient History Report

Client: Patient: | B6
Phone: B Specles: Canine Breed: Golden Betriever
Adkdress; Age: i | B6 i Sex: M/Meuterad
Color: Buff

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

Date 8302008 219 BM

‘ B6 5 Page 4 of 33
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i records.

Patient History Report

Cliont: Fatient: | B6 i
Phone: Species: Capiig._ ... - Breed: Golden Retricyer
Address: Age:i | B6 . i sSex: MMeutersd
Color: Buff
Digte Type Staft History

1t

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 : Page &af 33 Date 8302008 219 BM
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Client: i
Phone: |
Acklress: |
!

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Patient History Report

*Breed: Golden Retriever
Sex: MMeuterad

Date 8302008 219 BM
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Erecords.

Patient History Report

Clignt: Patient:: B6
Phoneg; B 6 Specles: Canie _____ - Breed: Golden Retrigvear
Adkdress; Age: i | B6_ i Sex: MMeautorad
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 , i Page 7of 33 Date 8302008 219 BM
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i records.

Patient History Report

Client: Patient:| B6 :
Phoneg; Specles: Capine_____ - Breed: Golden Retrigvear
Adkdress; age:i | B6 i Sex: MMeautorad
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 E Page- £ of 33 Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008605



irecords.

Patient History Report

Client: Patient:! B6 i
Phone: B Specles: Canine Braaed: Golden Ratriever
Address; Agei | B6 | Sex: MMeltered
Color:- -Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 Page 9633 Date; 8302018 249 PM
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irecords.

Patient History Report

Client: Patient: B6
Phone: B 6 Species: Canie ~ Bread: Golden Betriever
Address; Age: ! B6 | Sex: Mheutered
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 i Page 10 of 33 Date 8302008 219 BM
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Patient History Report

Client: Patient: B6 g
Phone: Specles: Laniig._.._.._.. i Bread: Golden Retriayar
Adkdress: Age:i B6 ! Sex: MMautersd
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Page 11 of 33

Date 8302008 219 BM
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Patient History Report

Patignt:
Species:

'Breed: Golden Retriever
Sex: MMeuterad

Age: |

Color:

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

Page 12 of 35

Date 8302008 219 BM
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RDVM| B6 H records.

Patient History Report

Client: Patient: ! B i
Phone: Specles: Canine ~ Breed: Golden Betriever
Adkdress; : Age:! _ B6 Sex: MMeautorad
color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 i Page 13 of 33 Date 8302008 219 BM
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Patient History Report

Client: Fatient: | B6 g
Phona:; Specles: Capine_____ . Breed: Golden Retrigvear
Address:i Ageii  B6 i Sex: MMeltered
i Color: Biiff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 Pageld of 33 Date; 8302018 249 PM

FDA-CVM-FOIA-2019-1704-008611



Patient History Report

Client: Patient: | B6 i
Phone: Specles: Caniig. ... ! Bread: Golden Retriayar
Adkdress: Age:i | B6 : Sex: MMautersd
color: Buff

Digte Type Staft History

[tient nitinted Gall 7 Contact [ pavCnitinied Gall £ Contaet [ inom [ in Person E-mai
Gt stys that ane of har doga got inte 8- dels naptehia lanndey seapbar last nighte She says about 1 oz in a-halfismissing . Mate ssntto

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 : Page1saof 33 Date 8302008 219 BM
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irecords.
;

Patient History Report

Client: Patient: ! B6 :
Phone: Specles: Canine_____ . Bread: Golden Retriayar
Address; Age:: B6 Sex: Mheutered
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6 Page16of 33 Date: 8302018 3119 PM
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Patient History Report

Patient: B6 :

Chient:
Phone: B 6
Address: Agei: B6
Color: Bt

Breed: Golden Retrigvear
i Sex: WMMeutered

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6 5 Page 17 of 35

Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008614



Patient History Report

Client: Patient: ! B6 i
Phone: Specles: Canine Breed: Golden Betriever
Adkiress: Age: ! | B6 | Sox: MNeltered
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

5 B6 Page18of 33 Date: 8502018 310 PM
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Patient History Report

Client: Patient: ! Bé i
Phoneg; BG Specles: Canine___ - Breed: Golden Retrigvear
Adkress: Age:: B6 Sex: MMNeuterad
Color: Buft

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 i Page19 of 33 Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008616



EVC records.

Patient History Report

Client: Patient: B6
Phoneg; B Specles: Capine ____ X Breed: Golden Retrisvear
Address; Agei | B6 i Sex: MMeltered
Color:- -Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,

| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Page 20 of 35

Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008617



Patient History Report

Client: Patient: B6 i
Phone: B Species: Caning - Breed: Golden Betriever
Adkress: Age:: BB ! Sex: MMNeuterad
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 : Page21.of 33 Date 8302008 219 BM
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RDVM, _B6 IVC records.

Patient History Report
Client; Fatient:: B6 i
Phoneg; B Species: Canipe___ Breed: Golden Retrigvear
Address: Age:i B6 Sex: Kiettorad
Color: Bt
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6

Page 22 of 35

Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008619



Patient History Report

Client: Patient: | B6 :
Phione: Specles: Canine Breed: Golden Betricier
Adkdress: Age:i_ . .Be_ __ ; Sex: M/Meutersd
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 : Page 23 of 33 Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008620



Patient History Report
client: Patient:i B6 g
Phione: B 6 Specles: Canine _____ B Breed: Golden Betricier
Adedress; Age: i | B6 1 Sex: M/Neuters
color: Buff

History

Digte Type Staft

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6 : Page24 of 33

Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008621



VC records.

Patient History Report
Client: Patient: | B6
Phone: B6 Species: Canine Braaed: Golden Ratriever
Ackiress; : 1 Sex: M/Neuterad
Color: Biff

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

‘ B6 Page 25 of 35

Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008622



RDVM: B6 iVC records.

Patient History Report

’ Patient: | B6 :

i Breed: Golden Betricier
Sex: MMolterad

Client:
Phone: B
Ackiress;

Digte Type Staft History

Color: Buff

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 i Page2e.of 33 Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008623



RDVM: BB VC records.

Patient History Report
Client: Patient:! Bé g
Phong: BG Species: Canine Breed: Golden Retrigver
Ackdress; Sex: M/Meuterad
Color: Biff

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

Date 8302008 219 BM

| B6 Page 27 of 33
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RDVM, B6  VC records.

Patient History Report
Client: Patient: | B6 :
Phione: B Species: Canie_____ B Breed: Golden Betricier
Adkdress: Ageil | B6 1 Sex: MMautersd
Color: Biift

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

Date 8302008 219 BM

‘ B6 5 Page 28 of 33
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RDVM, B6  :VC records.

Patient History Report

Clignt: Patient: B6 :
Phone? B 6 Species: I_(_:_gu_*!i_me_s ___________ . Bresd: GoldenRelricvear
Address: Age: ! B6 | Sex: MMeutered
Color: Buff

Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

B6 Page 29 of 33 Date: 8302018 310 PM
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Patient History Report

Client: Patient:! B6 i
Phione: B Specles: Canine ~ Breed: Golden Betricier
Address: Ageil | B6_ i Sex: MMautersd
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

i B6 Pige 30 of 33 Date: 8302018 319 PM
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RDVMi B6 iVC records.

Patient History Report
Client: Patient:! B6 i
Phone: B 6 Species: aning._ . Braaed: Golden Ratriever
Address: Age: i B6 i Sex: Kiettorad
Color: Buff

Digte Type Staft History

SUMMABRY:

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

Date 8302008 219 BM

‘ B6 5 Page i of 33

FDA-CVM-FOIA-2019-1704-008628



RDVM: B6  :VC records.

Patient History Report

Clignt: Patient: | B6 i
Phone: BG Specles: anite \ Bresd: GoldenRelricvear
Adklress: Age: i BS . Sex: Mbeitered
Calor: Biift

Digte Type Staft History

SLIMBARY

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,

RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 i Page 32 of 33 Date 8302008 219 BM
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RDVM: B6 'VC records.

Patient History Report
Client: Patient: ! B6 !
Phione: B 6 Specles: Canine _____ B Breed: Golden Betricier
Adkdress: Age: i | B6 1 Sex: MMautersd
Color: Buff
Digte Type Staft History

B:EBilling, T:iedl nxie, OB Gall bk, TR:Chech-n, OMGommunications, DiDisgndsis, DH:Declined o history, E Examination ES Estimaks,
| Beparing instr, L:lab esult, M:image casss, P Prestription: PAPYL Accepted ; PBiproblems, FRIPYL Perdamied; PR:PYL Recommended,
RComespondenoe: Tolmages; T 0 Teraties medl nale; Wiialsigne

: B6 i Page 33 of 33 Date 8302008 219 BM

FDA-CVM-FOIA-2019-1704-008630






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

DROTSTEI>

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

Sent: 10/1/2018 9:24:42 PM

Subject: please see prior PFR 364577-FW: Honest Kitchen whole grain turkey: Lisa Freeman -
EON-367347

Attachments: 2055560-report.pdf; Honest Kitchen Whole Grain Turkey: Lisa Freeman - EON-364577;

2055560-attachments.zip

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

| U.S. FOOD & DRUG

Il <o inisTRaTiON

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.

T

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

Sent: Monday, October 01, 2018 5:05 PM

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

Subject: Honest Kitchen whole grain turkey: Lisa Freeman - EON-367347

A PFR Report has been received and PFR Event [EON-367347] has been created in the EON System.

A "PDF" report by name "2055560-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 "2055560-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-367347
ICSR #: 2055560
EON Title: PFR Event created for Honest Kitchen whole grain turkey beef or chicken + Ziwi Peak (just started

again) - see diet history fori  B6 ‘and: B6 iattached; 2055560

AE Date 09/27/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

FDA-CVM-FOIA-2019-1704-008632



Animal Species Dog Outcome to Date Stable

Breed Retriever - Golden

Age B6 EYears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055560

Product Group: Pet Food

Product Name: Honest Kitchen whole grain turkey, beef, or chicken + Ziwi Peak (just started again) - see diet
history fori___B6 _iand| B6 iattached . _
Description: Housemate diagnosed with reduced contractile function on echo ¢ B6 {
Asymptomatic NT-proBNP tested at RDVM. Will send results '
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

Lot Number Best By

Product Name orlD Date

Honest Kitchen whole grain turkey, beef, or chicken + Ziwi Peak (just started
again) - see diet history forr  B6 ‘and] B6 iattached

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-367347

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=384261

This email and attached document are being provided to you in your capacity as a Commissioned Official with

FDA-CVM-FOIA-2019-1704-008633



the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.

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

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

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

FDA-CVM-FOIA-2019-1704-008634



From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

9/7/2018 9:20:34 PM

B6

Honest Kitchen Whole Grain Turkey: Lisa Freeman - EON-364577

2054750-report.pdf; 2054750-attachments.zip

A PFR Report has been received and PFR Event [EON-364577] has been created in the EON System.

A "PDF" report by name "2054750-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 "2054750-attachments.zip'

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-364577

ICSR #: 2054750

1

EON Title: PFR Event created for Honest Kitchen Whole Grain Turkey Beef or CHicken, Ziwi Peak (recently

started); 2054750

AE Date 09/05/2018 Number Fed/Exposed
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

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

Product information

Individual Case Safety Report Number: 2054750
Product Group: Pet Food

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

Number of Animals Reacted With Product: 1

FDA-CVM-FOIA-2019-1704-008637



Product Name Lot Number or ID | Best By Date

Ziwi Peak (recently started)

Honest Kitchen Whole Grain Turkey, Beef, or CHicken

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-364577

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=381311

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

To: Rotstein, David

CC: _Peloquin, Sarah

Sent: i B6_ 1:42:56 PM

Subject: FW: | B6 j - time sensitive

Importance: High'

Attachments: 2063133-report - Copy.pdf, 2063133-report.pdf; 2063134-report - Copy.pdf; 2063134-report.pdf

Dave, _

| know we're chatting Thursday about the results and next steps. B5
; B5
; B5 iwhat do you think?

Jen

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

uﬂ L&, FOOD & DRUG

AU R DE TR ATTCO M

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

Sent: B6 2:30 PM

To: Jones. .Jennifer_ L. <Jennifer.Jones@fda.hhs.gov>

Subject:! B6 - time sensitive

Importance:-ﬁ-lgr] .....................

Hiden

| also left you a voice message but | just heard that : B6 i died suddenly t B6 i This is one

of at least 3 dogs in the household affected by DCM eating the same diet. We're actually scheduled to see the 3
dogs tomorrow and to evaluate a 4" dog in the household that has an elevated BNP. So, this is a particularly
interesting household.

samples for you but we'd need to know what tissues to get, how to store them, etc.

Please let me know next steps
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

508-887-4523

From: Jones, Jennifer L <Jennifer.Jones@fda hhs. gov>
Sent: Tuesday, March 26, 2019 1:50 PM

FDA-CVM-FOIA-2019-1704-008690



To: Freeman, Lisa <|.isa.Freeman@tufts. edu>
Subject: RE: Cobalt

Hi Lisa,

We based this on the 25 mg/kg diet for chicks, rats, and sheep per Mineral Tolerances of Animals 2"9 Ed, 2005
(NRC). The cobalt in the products we tested was below 1 ppm.

Hope you're well,

Jen

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

U.S. FOOD & DRUG - L. X

s T L T T

From: Freeman, Lisa <| isa.Freeman@iufts. edu>
Sent: Saturday, March 23, 2019 11:43 AM

To: Jones, Jennifer L <Jennifer. Jones@fda. hhs, gov>
Subject: Cobalt

Hi Jen,

In the Feb, 2019 Vet-LIRN report, it states that cobalt was tested in the diets and was within normal nutrient
ranges recommended by AAFCO. Since Co is not an essential nutrient listed in the AAFCO profiles, are you
using the max of 10 ppm that is for all species from AAFCO (ie, the level that "will not impair animal
performance and should not produce unsafe residues in human food derived from that animal"?

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-2019-1704-008691






Client;
Patient: {_ oo ]

SOAP Text Jul 16 2015 9:30PM - B6

Subjective
Objective
Assessment

Plan

B6

7/17/2015 7:21:04 AM EXAM, GENERAL

T U

FDA-CVM-FOIA-2019-1704-008693



7/17/2015 8:08:32 AM

7/17/2015 11:02:11 AM

B6

**% 3 doses*** - Expires: 7/16/2016 No Refills

7/17/2015,6:40:43.PM i
Prescribed B6 g

Page 3/406
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Instructions - 3.8 mg I'V 6 - Expires: 7/16/2016 No Refills
SOAP Text Jul 18 2015 8:08AM -| B6 i

Plan (P)
P1: Continue;

P2: Continue! B 6
P3: Continue
P4: Feed g8,
P5: water , walk, HR, RR g4
P6: BW and Temp q12

P7: Discharge 7/19/15
P8: Move to B-ward

SOAP completed by B 6

SOAP reviewed by

Prescribed | B6
Instructions - Give 3.6 mg IV q6 - Expires: 7/17/2016 No Refills
SOAP Text Jul 19 2015 8:18AM -} B6 i

7/19/2015 8:19:07 AM EXAM, GENERAL

B6

Page 4/406
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Client: B 6

Patient:

Plan (P)
P1: Discharge tod

Lt

P2: Go home meds
P3: Go home meds BG

SOAP completed by: | B6 16
SOAP reviewed by:

7/19/2015 8:26:05 AM

B6

7/19/2015 8:26:59 AM

B6

Initial Complaint:
Chief Recheck No Xrays

SOAP Text Oct 72015 3:13PM-§ B6

Recheck examination:

Page 5/406
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Patient:

Client: B 6 1

Initial Complaint:
Emergency

Initial Complaint:

5 Bé6 - CT on hold 12/11 @ 3PM
Hx VW and heart disease (cardio appt 12/5)

Initial Complaint:
Drop Off Chief Surgery, Admit to H B6

SOAP Text Dec 202018 9:28AM - BG

Subjective
EXAM, GENERAL

Subjective (S)

10 yo CM Doberman

B6

and it has since discontinued and the odor has returnedé B6 Ehas a history of VWD and DCM which heis on
medications to help manage. b d

Subective (S)
BAR, nervous

mild dehydration
MM pink, Crt 0.5 seconds

Page 6/406
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Client: B 6

Patient:

Objective (O)

B6

H/L: NMA, NSR, FPSS. Normal BVS in all lung fields, no crackles or wheezes ausculted. Eupnic.

B6

Diagnostics Completed:

12/10/2018:

B6

Assessment (A)

Ali

B6

A2: History of DCM

a B6

Plan (P)

P1: B6

SOAP reviewed by:

Disposition/Recommendations

Page 71406
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Client:
Patient:

B6

Page /406

FDA-CVM-FOIA-2019-1704-008699
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B6
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Page 11/406
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Client: B6

Patient:

Anesthesia Record& checklist

[, i
t [ b " "

.

e
—
e

Page

12/406
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B6

Client:

Patient

Anesthesia Record& checklist
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Client:
Patient: B 6

Anesthesia Record& checklist
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Client;
Paltei:erzlrtlt: B6

transfusion request and monitoring form 7.17.2015

PORT-THRENE PRI LN TR ity ol werumm - i
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Client; i B6

B6 iinsurance form

LR RESWER PR PRan TEn B6 e

B4

VETERINART BECORDS RECRHST

DAY 3IR 205

ATTENTION VETERMARAN andfor STAR | B6

@ B6 i

4.

#TovEn] B6 | P IabPE | B6 |

FREYHRMR R

1. dAltCal RECORDS, Heli UDHSG DCTOR'S B0 RS ARE LA RES

EBFLAERTA vn Perapet
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Client:
Palt?élnt: B 6

§ W5 o f
e B 6 i 1 1L S

Tmmer wats ISR OV awensd b Sndome e el el G
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FDA-CVM-FOIA-2019-1704-008739




FDA-CVM-FOIA-2019-1704-008740




FDA-CVM-FOIA-2019-1704-008741
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FDA-CVM-FOIA-2019-1704-008773




FDA-CVM-FOIA-2019-1704-008774
















FDA-CVM-FOIA-2019-1704-008779




FDA-CVM-FOIA-2019-1704-008780




FDA-CVM-FOIA-2019-1704-008781




FDA-CVM-FOIA-2019-1704-008782




FDA-CVM-FOIA-2019-1704-008783




FDA-CVM-FOIA-2019-1704-008784













FDA-CVM-FOIA-2019-1704-008788













FDA-CVM-FOIA-2019-1704-008792







FDA-CVM-FOIA-2019-1704-008794
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FDA-CVM-FOIA-2019-1704-008803




FDA-CVM-FOIA-2019-1704-008804




FDA-CVM-FOIA-2019-1704-008805







FDA-CVM-FOIA-2019-1704-008807










FDA-CVM-FOIA-2019-1704-008810
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FDA-CVM-FOIA-2019-1704-008838




FDA-CVM-FOIA-2019-1704-008839




FDA-CVM-FOIA-2019-1704-008840




FDA-CVM-FOIA-2019-1704-008841













FDA-CVM-FOIA-2019-1704-008845













FDA-CVM-FOIA-2019-1704-008849







FDA-CVM-FOIA-2019-1704-008851



















FDA-CVM-FOIA-2019-1704-008857










FDA-CVM-FOIA-2019-1704-008860




FDA-CVM-FOIA-2019-1704-008861




FDA-CVM-FOIA-2019-1704-008862







FDA-CVM-FOIA-2019-1704-008864










FDA-CVM-FOIA-2019-1704-008867














































FDA-CVM-FOIA-2019-1704-008882











































FDA-CVM-FOIA-2019-1704-008896




FDA-CVM-FOIA-2019-1704-008897




FDA-CVM-FOIA-2019-1704-008898




FDA-CVM-FOIA-2019-1704-008899




FDA-CVM-FOIA-2019-1704-008900




FDA-CVM-FOIA-2019-1704-008901




FDA-CVM-FOIA-2019-1704-008902







FDA-CVM-FOIA-2019-1704-008904




FDA-CVM-FOIA-2019-1704-008905




FDA-CVM-FOIA-2019-1704-008906







FDA-CVM-FOIA-2019-1704-008908




FDA-CVM-FOIA-2019-1704-008909




FDA-CVM-FOIA-2019-1704-008910







FDA-CVM-FOIA-2019-1704-008912




FDA-CVM-FOIA-2019-1704-008913




FDA-CVM-FOIA-2019-1704-008914




FDA-CVM-FOIA-2019-1704-008915




FDA-CVM-FOIA-2019-1704-008916




FDA-CVM-FOIA-2019-1704-008917




FDA-CVM-FOIA-2019-1704-008918




FDA-CVM-FOIA-2019-1704-008919




FDA-CVM-FOIA-2019-1704-008920




FDA-CVM-FOIA-2019-1704-008921




FDA-CVM-FOIA-2019-1704-008922




FDA-CVM-FOIA-2019-1704-008923




FDA-CVM-FOIA-2019-1704-008924




FDA-CVM-FOIA-2019-1704-008925




FDA-CVM-FOIA-2019-1704-008926




FDA-CVM-FOIA-2019-1704-008927
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FDA-CVM-FOIA-2019-1704-008955




FDA-CVM-FOIA-2019-1704-008956




FDA-CVM-FOIA-2019-1704-008957




FDA-CVM-FOIA-2019-1704-008958




FDA-CVM-FOIA-2019-1704-008959




FDA-CVM-FOIA-2019-1704-008960




FDA-CVM-FOIA-2019-1704-008961




FDA-CVM-FOIA-2019-1704-008962




FDA-CVM-FOIA-2019-1704-008963




FDA-CVM-FOIA-2019-1704-008964




FDA-CVM-FOIA-2019-1704-008965




FDA-CVM-FOIA-2019-1704-008966




FDA-CVM-FOIA-2019-1704-008967




FDA-CVM-FOIA-2019-1704-008968




FDA-CVM-FOIA-2019-1704-008969




FDA-CVM-FOIA-2019-1704-008970




FDA-CVM-FOIA-2019-1704-008971




FDA-CVM-FOIA-2019-1704-008972




FDA-CVM-FOIA-2019-1704-008973




FDA-CVM-FOIA-2019-1704-008974




FDA-CVM-FOIA-2019-1704-008975




FDA-CVM-FOIA-2019-1704-008976




FDA-CVM-FOIA-2019-1704-008977




FDA-CVM-FOIA-2019-1704-008978




FDA-CVM-FOIA-2019-1704-008979




FDA-CVM-FOIA-2019-1704-008980




FDA-CVM-FOIA-2019-1704-008981




FDA-CVM-FOIA-2019-1704-008982




FDA-CVM-FOIA-2019-1704-008983




FDA-CVM-FOIA-2019-1704-008984




FDA-CVM-FOIA-2019-1704-008985




FDA-CVM-FOIA-2019-1704-008986




FDA-CVM-FOIA-2019-1704-008987




FDA-CVM-FOIA-2019-1704-008988




FDA-CVM-FOIA-2019-1704-008989




FDA-CVM-FOIA-2019-1704-008990




FDA-CVM-FOIA-2019-1704-008991




FDA-CVM-FOIA-2019-1704-008992




FDA-CVM-FOIA-2019-1704-008993




FDA-CVM-FOIA-2019-1704-008994




FDA-CVM-FOIA-2019-1704-008995




FDA-CVM-FOIA-2019-1704-008996




FDA-CVM-FOIA-2019-1704-008997




FDA-CVM-FOIA-2019-1704-008998




FDA-CVM-FOIA-2019-1704-008999




FDA-CVM-FOIA-2019-1704-009000




FDA-CVM-FOIA-2019-1704-009001




FDA-CVM-FOIA-2019-1704-009002




FDA-CVM-FOIA-2019-1704-009003




FDA-CVM-FOIA-2019-1704-009004




FDA-CVM-FOIA-2019-1704-009005




FDA-CVM-FOIA-2019-1704-009006




FDA-CVM-FOIA-2019-1704-009007




FDA-CVM-FOIA-2019-1704-009008




FDA-CVM-FOIA-2019-1704-009009




FDA-CVM-FOIA-2019-1704-009010




FDA-CVM-FOIA-2019-1704-009011




FDA-CVM-FOIA-2019-1704-009012




FDA-CVM-FOIA-2019-1704-009013




FDA-CVM-FOIA-2019-1704-009014




FDA-CVM-FOIA-2019-1704-009015




FDA-CVM-FOIA-2019-1704-009016




FDA-CVM-FOIA-2019-1704-009017




FDA-CVM-FOIA-2019-1704-009018




FDA-CVM-FOIA-2019-1704-009019




FDA-CVM-FOIA-2019-1704-009020




FDA-CVM-FOIA-2019-1704-009021




FDA-CVM-FOIA-2019-1704-009022




FDA-CVM-FOIA-2019-1704-009023




FDA-CVM-FOIA-2019-1704-009024




FDA-CVM-FOIA-2019-1704-009025




FDA-CVM-FOIA-2019-1704-009026




FDA-CVM-FOIA-2019-1704-009027




FDA-CVM-FOIA-2019-1704-009028




FDA-CVM-FOIA-2019-1704-009029




FDA-CVM-FOIA-2019-1704-009030




FDA-CVM-FOIA-2019-1704-009031




FDA-CVM-FOIA-2019-1704-009032




FDA-CVM-FOIA-2019-1704-009033




FDA-CVM-FOIA-2019-1704-009034




FDA-CVM-FOIA-2019-1704-009035




FDA-CVM-FOIA-2019-1704-009036




FDA-CVM-FOIA-2019-1704-009037




FDA-CVM-FOIA-2019-1704-009038




FDA-CVM-FOIA-2019-1704-009039




Client: B 6

Patient: £ i

Alba Holter
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Alba Holter
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Client:
Patient:

B6

Alba Holter
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Client:
Patient:

B6

Alba Holter
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Alba Holter
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Client:
Patient: |

Alba Holter
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Client: B 6

Patient:

Alba Holter
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Client:
Patient:

B6

Alba Holter
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Client: B 6

Patient:

Alba Holter
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Client:
Patient;

B6

Alba Holter
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Client:
Palt?élnt: B 6

Patient History

06/24/2015 11:43 AM

07/08/201501:11 PM
07/08/201501:13 PM
07/08/2015 02:32 PM

07/08/2015 02:32 PM

07/08/2015 04:00 PM
07/08/2015 04:00 PM
07/08/2015 04:00 PM
07/08/2015 04:00 PM
07/08/2015 04:29 PM
07/08/2015 04:30 PM
07/08/201504:31 PM
07/08/2015 04:32 PM

07/08/2015 04:33 PM
07/08/2015 04:34 PM
07/08/2015 04:56 PM
07/08/2015 05:02 PM

07/16/2015 08:55 PM

07/16/201509:11 PM
07/16/201509:11 PM
07/16/201509:11 PM

07/16/2015 09:18 PM
07/16/2015 09:22 PM

07/16/2015 09:38 PM
07/16/2015 09:38 PM
07/16/2015 09:39 PM
07/16/2015 09:39 PM
07/16/2015 09:43 PM
07/16/2015 09:43 PM
07/16/2015 10:03 PM

07/16/2015 11:54 PM
07/16/2015 11:59 PM
07/16/2015 11:59 PM
07/16/2015 11:59 PM
07/16/2015 11:59 PM
07/16/2015 11:59 PM
07/16/2015 11:59 PM
07/16/2015 11:59 PM

Appointment

Purchase
UserForm
UserForm

UserForm

Vitals
Vitals
Vitals
Vitals
Purchase
Purchase
Purchase
Treatment

Vitals
Treatment
Purchase
Appointment

UserForm

Purchase
Purchase
Vitals

Vitals
Vitals

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Page
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Client: B 6

Patient:

Patient History

07/16/2015 11:59 PM
07/17/2015 03:50 AM
07/17/2015 03:50 AM
07/17/201503:51 AM
07/17/201503:51 AM
07/17/201503:51 AM
07/17/201503:51 AM
07/17/201503:51 AM
07/17/201503:51 AM
07/17/201503:51 AM
07/17/201507:15 AM
07/17/201507:21 AM
07/17/201507:21 AM
07/17/201507:21 AM
07/17/201507:21 AM
07/17/201507:21 AM
07/17/201507:37 AM
07/17/201507:37 AM
07/17/2015 08:10 AM
07/17/201509:11 AM
07/17/201509:11 AM

07/17/201509:11 AM

07/17/2015 10:52 AM
07/17/2015 10:53 AM

07/17/2015 10:54 AM
07/17/201511:10 AM
07/17/201511:19 AM

07/17/201511:27 AM
07/17/2015 11:27 AM
07/17/201511:51 AM
07/17/201511:51 AM
07/17/2015 11:52 AM
07/17/201511:52 AM
07/17/201501:24 PM
07/17/201501:24 PM

07/17/201501:25 PM
07/17/201501:26 PM

07/17/201502:17 PM
07/17/201502:18 PM
07/17/201502:33 PM
07/17/2015 02:46 PM
07/17/201503:15 PM
07/17/201503:15 PM

Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Vitals
Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Prescription
Purchase
Purchase

Treatment

Purchase
Treatment

Treatment
Prescription
UserForm

Treatment
Vitals

Vitals

Purchase
Purchase
UserForm
Purchase
Deleted Reason

Purchase
Deleted Reason

Purchase
Purchase
Vitals
Vitals
Treatment
Vitals

Page
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Client: B 6
Patient!

Patient History

07/17/2015 03:16 PM
07/17/2015 03:16 PM
07/17/2015 03:16 PM
07/17/201503:16 PM
07/17/201503:17 PM
07/17/2015 03:22 PM
07/17/2015 03:22 PM
07/17/201503:22 PM
07/17/2015 05:38 PM
07/17/2015 06:42 PM
07/17/201507:35 PM
07/17/2015 07:47 PM
07/17/2015 07:47 PM
07/17/201507:47 PM
07/17/201507:47 PM
07/17/201507:47 PM

07/17/201507:47 PM

07/17/2015 07:47 PM
07/17/2015 07:47 PM
07/17/201507:47 PM
07/17/201507:47 PM
07/17/201507:47 PM
07/17/2015 09:13 PM
07/17/201509:13 PM
07/17/201511:26 PM
07/17/201511:26 PM
07/17/2015 11:26 PM
07/17/2015 11:26 PM
07/17/201511:26 PM
07/17/201511:26 PM
07/17/2015 11:26 PM
07/17/2015 11:26 PM
07/18/2015 03:02 AM
07/18/2015 03:25 AM
07/18/2015 03:25 AM
07/18/201503:25 AM
07/18/2015 03:25 AM
07/18/2015 03:25 AM
07/18/2015 03:25 AM
07/18/201503:25 AM
07/18/2015 03:30 AM

07/18/2015 03:30 AM

07/18/2015 07:25 AM
07/18/2015 07:26 AM
07/18/2015 07:26 AM
07/18/2015 07:40 AM

Treatment
Vitals
Treatment
Vitals
Treatment
Purchase
Purchase
Purchase
Prescription
Prescription
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals

Treatment
Treatment
Vitals
Treatment
Vitals
Purchase
Purchase
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment
Treatment
Vitals
Treatment
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Vitals

Vitals
Treatment
Vitals
Vitals
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Client:é B 6

Patienf ___ .~ !
Patient History
07/18/2015 07:40 AM Vitals
07/18/2015 08:00 AM Treatment
07/18/2015 08:08 AM Treatment
07/18/2015 08:08 AM Treatment
07/18/2015 08:08 AM Vitals
07/18/2015 08:08 AM Treatment
07/18/2015 08:08 AM Treatment
07/18/2015 08:08 AM Vitals
07/18/2015 08:08 AM Treatment
07/18/2015 08:08 AM Vitals
07/18/201509:11 AM Purchase
07/18/2015 10:03 AM Prescription
07/18/2015 10:58 AM Deleted Reason
07/18/2015 10:58 AM Deleted Reason
07/18/2015 10:58 AM Deleted Reason
07/18/2015 10:58 AM Deleted Reason
07/18/2015 10:58 AM Deleted Reason
07/18/2015 10:59 AM Deleted Reason
07/18/2015 10:59 AM Deleted Reason
07/18/201511:41 AM Treatment
07/18/201511:41 AM Treatment
07/18/201511:41 AM Vitals
07/18/201511:41 AM Treatment
07/18/201511:47 AM Treatment
07/18/201511:49 AM Treatment
07/18/201511:49 AM Vitals
07/18/2015 12:17 PM Treatment
07/18/201512:17 PM Treatment
07/18/201512:17 PM Vitals
07/18/2015 12:20 PM Treatment
07/18/201512:20 PM Vitals
07/18/201502:21 PM Treatment
07/18/2015 03:05 PM Treatment
07/18/2015 03:05 PM Treatment
07/18/2015 03:05 PM Vitals
07/18/2015 03:29 PM Treatment
07/18/2015 03:30 PM Treatment
07/18/2015 03:30 PM Vitals
07/18/2015 03:30 PM Treatment
07/18/2015 03:30 PM Vitals

Page 362/406
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Client: B 6

Patient:

Patient History

07/18/201507:21 PM
07/18/201507:21 PM
07/18/201507:21 PM
07/18/201507:38 PM

07/18/201507:38 PM

07/18/2015 07:42 PM

07/18/201507:48 PM
07/18/2015 07:48 PM
07/18/2015 07:49 PM
07/18/201507:49 PM
07/18/201507:49 PM
07/18/201507:49 PM
07/18/2015 07:49 PM
07/18/201507:51 PM
07/18/201509:13 PM
07/18/201509:13 PM
07/18/2015 10:35 PM
07/19/2015 12:01 AM

07/19/2015 12:01 AM
07/19/2015 12:01 AM
07/19/2015 12:02 AM
07/19/2015 12:09 AM
07/19/2015 12:09 AM
07/19/2015 12:09 AM
07/19/2015 12:09 AM
07/19/201501:58 AM
07/19/2015 04:14 AM

07/19/2015 04:14 AM
07/19/2015 04:15 AM
07/19/2015 04:15 AM
07/19/2015 04:27 AM

07/19/2015 04:27 AM

07/19/2015 04:27 AM

07/19/2015 04:27 AM

07/19/2015 04:30 AM
07/19/2015 04:30 AM
07/19/2015 04:30 AM
07/19/2015 04:34 AM

Treatment
Treatment
Vitals

Treatment

Vitals

Treatment

Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Purchase
Purchase
Vitals
Treatment

Treatment
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Treatment

Treatment
Treatment
Vitals
Vitals

Vitals

Vitals

Vitals

Treatment
Treatment
Treatment
Treatment
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Client:

Patient: B 6

Patient History

07/19/2015 04:34 AM
07/19/2015 04:34 AM
07/19/2015 04:40 AM
07/19/2015 04:40 AM
07/19/2015 04:40 AM
07/19/2015 04:40 AM
07/19/2015 04:40 AM
07/19/2015 07:28 AM
07/19/201507:28 AM

07/19/2015 07:28 AM

07/19/201507:28 AM
07/19/2015 07:30 AM
07/19/2015 07:35 AM
07/19/2015 07:35 AM
07/19/201507:35 AM
07/19/201507:35 AM
07/19/2015 07:35 AM
07/19/2015 07:35 AM
07/19/2015 08:20 AM
07/19/2015 09:09 AM
07/19/2015 09:09 AM
07/19/201509:11 AM
07/19/2015 09:29 AM

07/19/2015 09:29 AM

09/22/2015 02:48 PM

10/07/2015 03:32 PM

10/07/2015 03:32 PM
11/15/2018 02:09 PM

12/03/2018 10:44 AM

12/03/2018 10:47 AM

12/03/2018 10:55 AM

12/03/2018 02:19 PM

Vitals
Vitals
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals

Treatment

Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment
Prescription
Prescription
Purchase
Deleted Reason

Deleted Reason

Appointment
UserForm

Purchase
Appointment

Appointment

Appointment

Appointment

Appointment

Page 364/406
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Client: B 6

Patient:

Patient History

12/04/2018 01:53 PM

12/05/2018 09:13 AM
12/05/2018 09:32 AM
12/05/2018 09:35 AM
12/05/2018 10:24 AM
12/05/2018 10:24 AM
12/05/2018 10:24 AM
12/05/2018 10:56 AM

12/05/2018 11:39 AM
12/05/2018 11:40 AM
12/05/2018 11:48 AM
12/10/2018 01:51 PM
12/10/2018 01:54 PM

12/10/2018 01:57 PM

12/10/2018 02:05 PM
12/10/2018 02:29 PM

12/13/2018 09:28 AM

12/14/2018 10:43 AM

12/19/2018 07:50 AM

12/19/2018 07:52 AM

12/20/2018 07:56 AM

12/20/2018 08:06 AM

12/20/2018 08:06 AM

12/20/2018 09:07 AM
12/20/2018 09:22 AM

12/20/2018 09:28 AM

12/20/2018 09:28 AM
12/20/2018 09:28 AM

12/20/2018 09:28 AM
12/20/2018 09:28 AM
12/20/2018 09:28 AM
12/20/2018 09:37 AM

Appointment

UserForm
Treatment
Vitals
Purchase
Purchase
Purchase
UserForm

Purchase
Prescription
Purchase
Purchase
Purchase

Prescription

Purchase
UserForm

Email
Appointment
Appointment

Appointment

UserForm
Vitals
Vitals

Vitals
Purchase

Vitals

Vitals
Vitals

Vitals
Vitals
Vitals
Treatment

Page
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Client: B 6

Patient:

Patient History

12/20/2018 09:39 AM
12/20/2018 09:40 AM
12/20/2018 09:48 AM
12/20/2018 11:31 AM
12/20/2018 11:31 AM
12/20/2018 11:31 AM
12/20/2018 11:31 AM
12/20/2018 11:31 AM
12/20/2018 11:32 AM
12/20/2018 11:32 AM
12/20/2018 12:45 PM
12/20/2018 12:56 PM
12/20/2018 01:14 PM
12/20/2018 01:15 PM
12/20/201801:22 PM
12/20/2018 01:22 PM
12/20/2018 01:22 PM
12/20/2018 01:22 PM
12/20/2018 01:23 PM
12/20/2018 01:23 PM
12/20/2018 01:24 PM

12/20/201801:31 PM

12/20/2018 01:45 PM
12/20/2018 01:45 PM
12/20/2018 01:45 PM
12/20/2018 01:45 PM
12/20/2018 01:45 PM
12/20/2018 01:45 PM
12/20/2018 01:53 PM

12/20/2018 01:53 PM

12/20/2018 01:59 PM
12/20/2018 02:18 PM
12/20/2018 02:50 PM
12/20/2018 02:50 PM

12/20/2018 02:50 PM

12/20/2018 03:29 PM

12/20/2018 03:29 PM
12/20/2018 03:29 PM
12/20/2018 03:36 PM
12/20/2018 03:36 PM
12/20/2018 03:37 PM
12/20/2018 03:37 PM
12/20/2018 03:38 PM

Labwork
Prescription
Purchase
Treatment
Treatment
Vitals
Treatment
Vitals
Treatment
Vitals
Prescription
Vitals
Purchase
Purchase
Prescription
Treatment
Vitals
Prescription
Treatment
Vitals
Prescription

UserForm

Purchase
Purchase
Purchase
Purchase
Purchase
Purchase
Treatment

Treatment

Purchase
UserForm
Purchase
Deleted Reason

Deleted Reason
Treatment

Vitals
Vitals
Treatment
Vitals
Treatment
Vitals
Treatment

Page
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Client: | B 6

Patient:i §

Patient History

12/20/2018 03:38 PM
12/21/2018 08:04 AM

Vitals
Purchase

B6
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Reimschuessel, Renate

CcC: Jones, Jennifer L

Sent: 7/20/2018 12:.06:11PM :

Subject: RE: 800.267-FDA Case Investigation foril B6 {(EON-358523)

Dear Renata and Jennifer
That seems reasonable. | was never contacted about the other cases that | submitted. There was some..______ .
_confusion about the way | submitted them so | want to be sure you actually got them. B6 i

B6 i I’'m sure you're all getting slammed with reports

| (and there will probably be even more coming now) but just wanted to check to be sure they got recorded.
Thanks
Lisa

From: Reimschuessel, Renate [mailto:Renate.Reimschuessel@fda.hhs.gov]

Sent: Friday, July 20, 2018 7:55 AM

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

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gav>. ...

Subject: RE: 800.267-FDA Case Investigation for; B6 E(EON-358523)

Dear Lisa

Thanks for gathering the information.

| think, since we are getting so many reports since our CVM update, we should pass on the____E_G_____;,ase asitis
not clear-cut.

| think Jen is more familiar with the! case so I'll let her respond regarding that one.
Thank you again for all your work on this mvestlgatlon
rr

Renate Reimschuessel VM.D. PLD. Director Vet-LIRN
Phone 1-240-402-5404

Fax 301-210-4685
Wit/ ey fcda aov/ AnimalVeterinary/SeienceResearch/ucm247 334 him

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

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <[Renate. Reimschuessel@ida. hhs.gov>
Subject: RE: 800.267-FDA Case Investigation for;r  B6  (EON-358523)

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update oni B6 who died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

FDA-CVM-FOIA-2019-1704-009098



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

www.petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM
To: Freeman, Lisa <lisa.freeman@iufts.edu>

Subject: 800.267-FDA Case Investigation foré B6 :(EON-358523)

Dear Dr. Freeman,
Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about; B6 tiliness.
As part of our investigation, we'd like torequest: T
e Full Medical Records
o Please email (preferred) or fax (301-210-4685) a copy of: B6 :entire medical history (not just
this event), including any referral diagnostics. T

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.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

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

Director: Vet—-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

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

Vet-LIRN

http:/www.fda. gov; AnimalVeterinary: ScienceResearch-ucm2473 34 htm

Phish-Pharm

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

Agquaculture

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

FDA-CVM-FOIA-2019-1704-009099



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

To: Jones, Jennifer L

Sent: 8/3/2018 9:23:00 AM

Subject: RE: 800.267-FDA Case Investigation for B6  (EON-388523)

Attachments: Bs i appt 5-25-18.pdf;; _B6__tardi appt 5- 17 18.pdf;i_B6_; client comm. pdfi__B6 _discharge
.5-18-18.pdf; "'_'_'_'_E';'_E_s'_'_'__,duscharge 5 25-18.pdf;__B6 i ,-6cg 5-25- 18 pdf _____B__§____proflle and t4.pdf,

Hi Jen _
I'm attaching records from B6 ire:i B6
She's also given permission for you to contact her.

B6

| still have food in my office from

B6

if you want any of tha

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Sent: Friday, July 20, 2018 8:47 AM

To: Freeman, Lisa <lisa.freeman@tufts.edu>

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

Subject: RE: 800.267-FDA Case Investigation for! (EON 358523)

Good morning Lisa,
Yes, we got the reports you previously submitted and recorded the information for our database. Will you please

forward any medical records for:

o B6 , are you able to send any updates on the Taurine testing or echocardiogram (if done?)
o B6 :Also was an autopsy done?

Thank you in advance and for your time to report all the cases!

Jen

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

WL, FOOU & DRUG
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From: Freeman, Lisa [mailto:lisa.F reeman@tufis. edu]

Sent: Friday, July 20, 2018 8:06 AM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhis.gov>

Cc: Jones, Jennifer L <Jennifer.Jones@fda hihs. gov>

Subject: RE: 800.267-FDA Case Investigation for.___B6  {(EON-358523)

Dear Renata and Jennifer
That seems reasonable. | was never contacted about the other cases that | submitted. There was some
_confusion about the way | submitted them so | want to be sure you actually got themi B6

B6 | I'm sure you're all getting slammed with reports

i(and there will probably be even more coming now) but just wanted to check to be sure they got recorded.
Thanks
Lisa

From: Reimschuessel, Renate [mailto:Renate. Reimschuessel@fda hhs.qov]
Sent: Friday, July 20, 2018 7:55 AM

To: Freeman, Lisa <|.isa.Freeman@tufts. edu>

Cc: Jones, Jennifer L <Jennifer. Jones@fda.hhs.qoy>

Dear Lisa
Thanks for gathering the information.

not clear-cut.

| think Jen is more familiar with the, B6 case, so I'll let her respond regarding that one.

Thank you again for all your work on this investigation.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

hito:/ foevw fda . govi Animalveterinary/ScienceResearch/ucm247 334 him

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

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <Renate Reimschuessel@ida hhs.gov>
Subject: RE: 800.267-FDA Case Investigation fori B6  1(EON-358523)

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update on B6 iwho died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Friedman School of Nutrition Science and Policy

FDA-CVM-FOIA-2019-1704-009101



Tufts Clinical and Translational Science Institute
Tufts University
www. petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@fda hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM

To: Freeman, Lisa <lisa.freeman@iufts. edu>

Subject: 800.267-FDA Case Investigation for.  B6 ‘EON-358523)

Dear Dr. Freeman, R '
Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about  B6 iliness.
As part of our investigation, we’d like to request:
e Full Medical Records R
o Please email (preferred) or fax (301-210-4685) a copy of | B6 ! entire medical history (not just
this event), including any referral diagnostics.

e Phone interview about[ B6 idiet 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.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

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

Director: Vet-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

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

Vet-LIRN

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

Phish-Pharm

hitp:/www.fda.gov/AnimalVeterinary/ScienceResearch/Tools Resources/Phis h-Pharm/default. htm

Adquaculture

hitp:/'www.fda.gov/AnimalVeterinary/ScienceResearch/ResearchAreas/ucm130892 htm

FDA-CVM-FOIA-2019-1704-009102



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

To: 'Freeman, Lisa'

Sent: 8/31/2018 1:03:03 PM

Subject: B6

Thank you, Lisal Enjoy your weekend,
Jen

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

it .5, FOOL & DRLG
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>
Sent: Wednesday, August 29, 2018 6:45 PM

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

Dear Jen,

| just spoke toi B6 iowner. | already submitted his case and sent in his food earlier this week
(he is deceased).

They gave permission to be contacted directly for more info. Their phone isi B6

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: Freeman, Lisa
Sent: Thursday, July 19, 2018 5:59 PM
To: Reimschuessel, Renate <Renate. Reimschuessel@ida hhs.gov>

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update on: B6 i who died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

FDA-CVM-FOIA-2019-1704-009103



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

www.petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM
To: Freeman, Lisa <lisa.freeman@iufts.edu>

Subject: 800.267-FDA Case Investigation for: B6  (EON-358523)

Dear Dr. Freeman,

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

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

this event), including any referral diagnostics.

_________________ 4

e Phone interview about. B6 !diet 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.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

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

Director: Vet—-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

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

Vet-LIRN

http:/www.fda. gov; AnimalVeterinary; ScienceRescarch-ucm 247334 htm

Phish-Pharm

Agquaculture

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

FDA-CVM-FOIA-2019-1704-009104



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

To: Jones, Jennifer L

Sent: 8/22/2018 6:14:37 PM N

Subject: RE: 800.267-FDA Case Investigation fori B6 E(EON-358523) _________
Attachments: cardio report 7-11-18.pdf. discharge 7-4-18.pdf. echo_report 7-3-18.pdf;{ B6 | bnp 7-3-18.pdfi B6 |

Hi Jen

reduced fractional shortening. I've recorded these and will try to recheck them

*Boxer with 3" degree AV block but also cardiac enlargement (Earthborn diet)

*Border collieX with reduced contractile function (Merrick — | have a sample of his diet)

*Mix breed with a murmur on Zignature (no echo done)

*Catahoula with a PDA but reduced contractile function on Taste of the Wild

*German Shepherd with mitral valve disease with questionable contractile function (unknown diet)
*Boxer with reduced contractile function eating 4Health

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent: Wednesday, August 22, 2018 12:46 PM
To: Freeman, Lisa <lisa.freeman@tufts.edu>

Hi Lisa,

I'm curious if we may be seeing a spectrum of disease with these complaints. Can you forwarc._B6é__
records please?

Thank you,

Jen

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

,@Wm
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From: Reimschuessel, Renate

Sent: Friday, July 20, 2018 7:55 AM

To: 'Freeman, Lisa' <l.isa.Freeman@itufts. edu>

Cc: Jones, Jennifer L <Jennifer.Jones@fda hhs.qgov>

FDA-CVM-FOIA-2019-1704-009105



Dear Lisa
Thanks for gathering the information.

Thank you again for all your work on this investigation.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

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

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

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>
Subject: RE: 800.267-FDA Case Investigation foi __ B6 i(EON-358523)

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update on; B6 iwho died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@ida hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM
To: Freeman, Lisa <|isa.freeman@iufts. edu>

Subject: 800.267-FDA Case Investigation for  B6  (EON-358523)

Dear Dr. Freeman,
Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about: B6 ijliness.
As part of our investigation, we’d like to request:

® Full Medical Records

o Please confirm permission to contact the owner.
o The interview generally lasts 30 minutes.

FDA-CVM-FOIA-2019-1704-009106



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

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

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

Director: Vet-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

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

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

Phish-Pharm

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

Aquaculture

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

FDA-CVM-FOIA-2019-1704-009107



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4chh1e829af244-Jennifer.Jo>
To: 'Freeman, Lisa'

CC: Reimschuessel, Renate
Sent: 8/1/2018 6:52.47PM -
Subject: RE: 800.267-FDA Case Investigation for. B6 {(EON-358523)

Thank you, Lisa. ,
Yes, please send B6 5 medical records. We can send you a box to collect the foods. Where would be
the best address? It will have a prepaid shipping label, and you can reuse the box to ship the samples by UPS.

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

W5, FOOD & DRUG
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From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]

Sent: Wednesday, August 01, 2018 2:45 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>
Subject: RE: 800.267-FDA Case Investigation for  B6  {EON-358523)

Hi Jen

echo after diet change and taurine supplementation. | submitted that but wanted to be sure that got entered into
the system correctly. His cardiologist and | are happy to provide records.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Jones, Jennifer L <Jennifer. Jones@fda hhs.gov>
Sent: Friday, July 20, 2018 8:47 AM
To: Freeman, Lisa <|jsa.freeman@tufts. edu>

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

Good morning Lisa,

Yes, we got the reports you previously submitted and recorded the information for our database. Will you please
forward any medical records for:

] B6 i are you able to send any updates on the Taurine testing or echocardiogram (if done?)
.3 B6 rAlso was an autopsy done?

FDA-CVM-FOIA-2019-1704-009108



Thank you in advance and for your time to report all the cases!
Jen

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

U.S. FOOD & DRUG .-
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From: Freeman, Lisa [mailto:lLisa.F reeman@tufis. edu]

Sent: Friday, July 20, 2018 8:06 AM

To: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhis.gov>

Cc: Jones, Jennifer L <Jennifer. Jones@fda. hhs.‘qpv> _

Subject: RE: 800.267-FDA Case Investigation for  B6 (EON-358523)

Dear Renata and Jennifer
That seems reasonable. | was never contacted about the other cases that | submitted. There was some
_confusion about the way | submitted them so | want to be sure you actually got them B6

B6 i I'm sure you're all getting slammed with reports

'(and there will probably be even more coming now) but just wanted to check to be sure they got recorded.
Thanks
Lisa

From: Reimschuessel, Renate [mailto:Renate. Reimschuessel@fda hhs.gov]
Sent: Friday, July 20, 2018 7:55 AM

To: Freeman, Lisa <lisa.Freeman@tufts. equ>

Cc: Jones, Jennifer L <Jennifer. Jones@ida hhs. gov>

Subject: RE: 800.267-FDA Case Investigation for; B6 3 (EON-358523)

Dear Lisa

Thanks for gathering the information.

| think, since we are getting so many reports since our CVM update, we should pass on thei B6 i case as it is
not clear-cut.

Thank you again for all your work on this investigation.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

hito:/ fwww fda.govl AnimalVeterinary/ScienceResearch/ucm247334 him

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

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs. gov>
Subject: RE: 800.267-FDA Case Investigation forr Bg EON-358523)

Dear Renate

In locking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

FDA-CVM-FOIA-2019-1704-009109



Also, | have an update oni Bé iwho died at home last week. | do have food from the owner if
you want that.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www.petfoodology.org

From: Reimschuessel, Renate <Renate. Reimschuessel@fda. hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM

To: Freeman, Lisa <[isa.freeman@tufts.edu> ...,

Subject: 800.267-FDA Case Investigation for, B6  {EON-358523)

As part of our investigation, we’d like to request:
e Full Medical Records . .
© Please email (preferred) or fax (301-210-4685) a copy of. B6 s entire medical history (not just
this event), including any referral diagnostics. )

e Phone interview about B6 !diet 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.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

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

Director: Vet—-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

Phone 1-240-402-5404 Fax 301-210-4685
EMAIL : renatereimschuessel(@fda.hhs.cov

Vet-LIRN

http:/‘www.fda. cov: AnimalVeterinarv: ScienceResearchuem 247334 htm

Phish-Pharm

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

Aquaculture

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

FDA-CVM-FOIA-2019-1704-009110



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

To: Jones, Jennifer L

Sent: 8/1/2018 10:33:10 PM e ;
Subject: _RE: 800.267-FDA Case Investigation for: .
Attachments: B6 dcm taurine deficiency 7 7 17.pdf;

Hi Jer\.._._._._._._._i
I'll askBG to send their records. I'm attaching what | have from BG and the primary care vet plus some
Tufts records including diet history.

| don't know if owner still has the original food but will check
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Sent: Wednesday, August 01, 2018 2:53 PM
To: Freeman, Lisa <lisa.freeman@tufts.edu>

Thank you, Lisa.
Yes, please send B6 medical records. We can send you a box to collect the foods. Where would be
the best address? It will have a prepaid shipping label, and you can reuse the box to ship the samples by UPS.

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

U.S. FOOD & DRUG .- v .

| IR A T AR

From: Freeman, Lisa [mailto:l.isa.Freemancdiufis. edul

Sent: Wednesday, August 01, 2018 2:45 PM

To: Jones, Jennifer L <Jennifer. Jones@fda hhs gov>

Cc: Reimschuessel, Renate <Renate. Reimschuessel@ida. hhs.gov>

Subject: RE: 800.267-FDA Case Investigation for B6 EON-358523)

Hi Jen
I'm still working on getting permission from BG owners. They may be on vacation — tough to get people at
this time of year.

| alsc just heard that B6 E(Boxer with low taurine eating Petcurean) has improved even further on
echo after diet change and taurine supplementation. | submitted that but wanted to be sure that got entered into
the system correctly. His cardiologist and | are happy to provide records.

Thanks

FDA-CVM-FOIA-2019-1704-009111



Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org

From: Jones, Jennifer L <Jennifer. Jones@fda.hihs,. gov>

Sent: Friday, July 20, 2018 8:47 AM

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

Cc: Reimschuessel, Renate <Renate. Reimschuessel@fda. ihs. gov>
Subject: RE: 800.267-FDA Case Investigation for B6 (EON-358523)

Good morning Lisa,
Yes, we got the reports you previously submitted and recorded the information for our database. Will you please
forward any medical records for:

o B6 are you able to send any updates on the Taurine testing or echocardiogram (if done?)
L B6 A\lso was an autopsy done?

Thank you in advance and for your time to report all the cases!

Jen

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

.. FOOD & DRUG /«w%

2907 5% 6 A6 7 10

From: Freeman, Lisa [mailto:lisa.F reemanctufts, edu]

Sent: Friday, July 20, 2018 8:06 AM

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

Cc: Jones, Jennifer L <Jennifer. Jones@ida hhs. gov>

Subject: RE: 800.267-FDA Case Investigation fori B@ (EON-358523)

Dear Renata and Jennifer
That seems reasonable. | was never contacted about the other cases that | submitted. There was_some

confusion about the way | submitted them so | want to be sure you actually got them B6
5 B6 i I'm sure you're all getting srammeawitnrepons

i (and there will probably bé évén more coming now) but just wanted to check to be sure they got recorded.
Thanks
Lisa

From: Reimschuessel, Renate [mailio:Renate. Reimschuessel@ida hhs.aov]
Sent: Friday, July 20, 2018 7:55 AM

To: Freeman, Lisa <|.isa Freeman@iufts. edu>

Cc: Jones, Jennifer L <Jennifer. Jones@ida hhs gov>

Subject: RE: 800.267-FDA Case Investigation for: BG (EON-358523)

Dear Lisa
Thanks for gathering the information.
| think, since we are getting so many reports since our CVM update, we should pass on the BG case as it is
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not clear-cut.

| think Jen is more familiar with the B6 case, so I'll let her respond regarding that one.
Thank you again for all your work on this investigation.
rr

Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN
Phone 1- 240-402-5404
Fax 301-210-4685

hitp:/ favwvw fda oVl Animalveterinary/ScienceResearch/ucm247 334 him

From: Freeman, Lisa [mailto:Lisa. Freemancdtufts. edu]

Sent: Thursday, July 19, 2018 5:59 PM

To: Reimschuessel, Renate <Renate. Reimschuessel@fda hhs.gov>
Subject: RE: 800.267-FDA Case Investigation for BG (EON-358523)

Dear Renate

In looking back through this case, I'm not sure this is a completely clear-cut one. The dog has degenerative
mitral valve disease and CHF but also has reduced cardiac contractility so might be a combination.

Do you still want me to collect the info below?

Also, | have an update on B6 who died at home last week. | do have food from the owner if
you want that.
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

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

www.petfoodology.org

From: Reimschuessel, Renate <Renate Reimschuessel@fda.hhs.gov>
Sent: Tuesday, July 17, 2018 11:48 AM

To: Freeman, Lisa <lisa.freeman@iufts.edu>
Subject: 800.267-FDA Case Investigation for: BG EON-358523)

Dear Dr. Freeman,

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

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

o Please email (preferred) or fax (301-210-4685) acopy of B@ entire medical history (not just

e Phone interview abouti §_6_______,5diet 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.
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Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

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

Director: Vet-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

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

Vet-LIRN

hitp:/ www fda.gov/ AnimalVeterinary/GcienceResearch/ucm247 334 him

Phish-Pharm

hitp:/ www fda.gov/ AnimalVeterinary/ScienceResearch/Tools Resources/Phis h-Pharnm/default htm

Agquaculture

hitp:/ www fda.gov/ AnimalVeterinary/GcienceResearch/ResearchAreas/ucm 130892 htm
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 10/1/2018 8:56:50 PM

Subject: Decreased contractility with MRx-FW: Honest Kitchen Grain Free beef (love): Lisa Freeman -
EON-367344

Attachments: 2055558-report.pdf; 2055558-attachments.zip

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

| U.S. FOOD & DRUG

AT IS TRATICHN

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

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

Sent: Monday, October 01, 2018 4:53 PM

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

Subject: Honest Kitchen Grain Free beef (Iove) Lisa Freeman - EON- 367344

A PFR Report has been received and PFR Event [EON-367344] has been created in the EON System.

A "PDF" report by name "2055558-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 "2055558-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-367344

ICSR #: 2055558

EON Title: PFR Event created for Honest Kitchen Grain Free beef (love) fish (zeal) chicken (force) or turkey
(keen). Also Instinct raw beef patties; 2055558

AE Date 09/19/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

FDA-CVM-FOIA-2019-1704-009165



Animal Species Dog Outcome to Date Stable

Breed Retriever - Golden

Age B6 rears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2055558

Product Group: Pet Food

Product Name: Honest Kitchen Grain Free beef (love), fish (zeal), chicken (force), or turkey (keen). Also,
Instinct raw beef patties

supplementation

Submission Type: Initial

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number Best By

Product Name orID Date

Honest Kitchen Grain Free beef (love), fish (zeal), chicken (force), or turkey
(keen). Also, Instinct raw beef patties

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-367344

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=128&
issueld=384258
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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 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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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification;
i B6 i
Sent: 6/10/2019 8:20:57 PM
Subject: Fromm Game Bird Recipe Dog - Four-Star - Dry -Grain-Free formula: B6 |

Attachments: 2068038-report.pdf; 2068038-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390092] has been created in the EON System.

A "PDF" report by name "2008038-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 "2068038-attachments.zip"

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

EON Key: EON-390092
ICSR #: 2068038

EON Title: Related PFR Event created for Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula;

2068038
AE Date 04/16/2019 Number Fed/Exposed | 1
Best By Date Number Reacted |

Animal Species Dog

Outcome to Date

Better/Improved/Recovering

Breed Hound (unspecified)

Age BG >ars

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068038

Product Group: Pet Food

Product Name: Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula

Description: Patient presented to rDVM for evaluation of abdominal distension x 5 weeks and increase in
respiratory rate and effort. FAST scan revealed moderate ascites. Patient was referred to Tufts for further
evaluation. Findings consistent with advanced DM VD with suspect L-CHF and poor contractile function.
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_Considering LA enlargement and severity of MR and Al we would expect a better systolic function.

B6 ) is recommended. Mild respiratory effort and occasional b-lines vote in favor to L-CHF.

“Thereis enough cardiac changes to justify L and R CHF. Since patient is on a BEG diet, it is unclear whether diet
is playing a role on decreased contractile function. Recommend transition to a grain-based, low sodium diet and
consider Taurine supplementation. Abdominocentesis was performed (5 liters of serous sanguineous fluid) and
analysis 1s recommended. Recommend hospitalization, patient on telemetry monitoring and respiratory watch.
Fluid check in the morning and kidney values daily while in the hospital. Since patient is on a BEG diet,
recommend transition to a grain-based, low sodium diet.

Submission Type: Followup

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

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Fromm Game Bird Recipe Dog - Four-Star - Dry Grain-Free formula

This report is linked to:
Initial EON Event Key: EON-388971
Initial ICSR: 2067510

Sender information

B6

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390092

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=10100&
1ssueld=407364&parentlssueTypeld=12

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.
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This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

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

RREIMSCH>
To: lisa.freeman@tufts.edu
Sent: 7/17/2018 3:48:03 PM PR .
Subject: 800.267-FDA Case Investigation for,  B6 {EON-358523)
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Dear Dr. Freeman, i
Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about; « B6 ‘iillness.
As part of our investigation, we’d like to request:

e Full Medical Records

e Phone interview about; B6 idiet 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.

Thank you kindly, especially for submitting multiple cases,
Dr. Reimschuessel

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

Director: Vet—-LIRN

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

8401 Muirkirk Road, Laurel, MD 20708

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

Vet-LIRN

http:/www.fda. cov; AnumalVeterinary; ScienceResearchucm2473 34 htm

Phish-Pharm

http://Awww.fda.gov/AnimalVeterinary/ScienceResearch/Tools Resources/Phis h-Pharm/default. htm

Aguaculture

http://mwww.fda.gov/AnimalVeterinary/ScienceResearch/ResearchAreas/ucm130892 .htm
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From: Jones, Jennifer L </o=ExchangelLabs/cu=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12e¢aa9348959a4chh1e829af244-Jennifer.Jo>

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren
Sent: 4/3/20191:57:30PM s -
Subject: RE: ACANA - Heritage Red Meat Formula Dog Food (Grain-free) B6 i- EON-383914

FYI-MRx in PFR show DCM w/ CHF BG is submitting reports from Tufts (in leui of Lisa Freeman)
NFA for Vet-LIRN e

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

U5 FOOD & DRUG

DM ENISYRATICE N

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

Sent: Monday, April 01, 2019 5:49 PM

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

Subject: ACANA - Heritage Red Meat Formula Dog Food (Graln—free),; B6 - EON-383914

A PFR Report has been received and PFR Event [EON-383914] has been created in the EON System.

A "PDF" report by name "2065085-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 "2065085-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-383914

ICSR #: 2065085
EON Title: PFR Event created for ACANA - Heritage Red Meat Formula Dog Food (Grain-free); 2065085

AE Date 03/15/2019 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species | Dog Outcome to Date Stable
Breed Shepherd Dog - German

Age 11.5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2065085

Product Group: Pet Food

Product Name: ACANA - Heritage Red Meat Formula Dog Food (Grain-free)

Description: 3/15/2019 - Acute onset of difficultly breathing on walk, increased resp rate, wheezing and short of
breath. Diagnosed with DCM and CHF
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Submission Type: Initial

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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

ACANA - Heritage Red Meat Formula Dog Food (Grain-free)

Sender information

B6

USA

Owner information

B6

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-383914

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=401042

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda hhs.gov immediately.
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

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

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

Sent: 1/23/2018 6:24:22 PM

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM
EON-345833-345835-345831-345822 oo

Attachments: _DeLuca- 2015 Taurlne metabolism. pdf EON- 345822 B6 s.MRx1 pdf EON- 34}5822-

EON- 345833~ B6 i MRx. pdf EON- 345835- B6 -MRX1 pdf EON-345835- B6 MRX

2.pdf: EON-MUIti - B6 - icase summary-1.23.2078 doc: EON-Multi B6 &

DCM-1.23.2018.xlIsx; Listserve on kangaroo and lentil diets.pdf

MRx summaries attached.

The Message Board is worth reading-start on the last page. Good article (DeLuca et al) with Tau biosynthesis
diagram (below) attached.
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Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421

’Mﬂ*"m W5, FOOD & DRUG
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From: Rotstein, David

Sent: Tuesday, January 23, 2018 7:02 AM

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

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822

Thanks---that's what | figured!

From: Jones, Jennifer L

Sent: Tuesday, January 23, 2018 7:01 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>;
Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey,
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Lauren <Lauren.Carey@fda.hhs.gov>
Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822

| wasn’t-However, | bet it’s related to our contact from NCSU. She had a cardiologist friend in Bsiwith a few
cases. \We can get MRx, to startt 77 -

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

@;Ww,,

U.S. FOOD & DRUG - wim
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From: Rotstein, David

Sent: Monday, January 22, 2018 10:06 PM

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

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822

Not sure if you were expecting these at Vet-LIRN
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From: Ceric, Olgica </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0OLGICA.CERIC>

To: Carey, Lauren; Reimschuessel, Renate; Rotstein, David; CVM Vet-LRN-OR; Queen, Jackie L;
Palmer, Lee Anne

Sent: 5/14/2015 6:42:19 PM e .

Subject: RE: EON-206801-ICSR 1039368-FW: Golden Reward:{ | B6

Attachments: EON-206801{ B6 _icase summary-05.13.15.doc.html

We received urine for Fanconi panel.
| spoke with owner today:

05/14/2015

OC-spoke with an owner. His email:é B6

she ever had were Golden Rewards. He began feeding her the treats sometime in January, 2015. She was
rece|V|ng them for approximately 4 months when she showed first symptoms and stopped eating. Her water

mix}, 1.5 years old, spayed. She had absolutely no health issues before thls event. She was even hit by a car,
but was not hurt J—

Other pets: owner has two other dogs, they also consumed treats but are without symptoms. They are :
1. Hound mix- 85lbs.
2. Basenji mix-50 Ibs.

have a cat-in perfect health.
Environmental exposures: indoor, no plants, grapes or raisins, nuts, mushrooms, birds... (none of the ones from
the list)

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.gov

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

From: Ceric, Olgica
Sent: Tuesday, May 05, 2015 12:14 PM
To: Carey, Lauren; Reimschuessel, Renate; Rotstein, David; CVM Vet-LRN-OR; Queen Jackie L; Palmer, Lee Anne

Subject: RE: EON-206801-ICSR 1039368-FW: Golden Reward: | B6

OC-medical records:
05/04/2015
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Presenting complaint; inappetence, diarrhea, painful abdomen

B6

05/02/2015

Presenting complaint: not eating for 4 days, vomited once
Diagnostics declined.

Medications: B 6

04/13/2015

Presented for coughing.
12/12/2014

Presented for spaying.
11/29/2014

Presenting complaint: hit by a car, limping
Treatment: no treatment, healthy patient

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.gov
Web: hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

From: Ceric, Olgica
Sent: Tuesday, May 05, 2015 11:56 AM

To: Carey, Lauren; Reimschuessel, Renate; Rotstein, David; CVM Vet-LRN-OR; Queen Jackie L; Palmer, Lee Anne

Subject: RE: EON-206801-ICSR 1039368-FW: Golden Reward:}

Pictures in the attachment, Chicken Jerky Recipe:
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'}

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.qgov

Web: hitp://weww . fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.vtm

From: Carey, Lauren
Sent: Tuesday, May 05, 2015 11:53 AM
To: Reimschuessel, Renate; Rotstein, David; CVM Vet-LRN-OR; Queen Jackie L; Palmer, Lee Anne

Subject: RE: EON-206801-ICSR 1039368-FW: Golden Reward: { B6

The actual product fed would be great to know. Golden Rewards is a brand with multiple jerky treats and
combos.

From: Reimschuessel, Renate

Sent: Tuesday, May 05, 2015 8:49 AM

To: Rotstein, David; CVM Vet-LRN-OR; Queen, Jackie L; Palmer, Lee Anne; Carey, Lauren
Subject: RE: EON-206801-ICSR 1039368-FW: Golden Reward:i i

1 year old dachs eating 2-3 jerky treats per day sometimes instead of food.
| agree — please touch base with vet — get feeding history as well — ?Dingo?
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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: Rotstein, David
Sent: Monday, May 04, 2015 4:37 PM
To: CVM Vet-LRN-OR; Queen, Jackie L; Palmer, Lee Anne; Carey, Lauren

Subject: EON-206801-ICSR 1039368-FW: Golden Reward: B6

Dog fed GR for over a year. Hard to say if related at this point.
Suggest: ICERT contact vet to see if any bloodwork or UA. (will mention freezing urine). Can go from there.
d.

David Rotstein, DVM, MPVM, Dipl. ACVP

CVM Vet-LIRN Liaison

CVM OSC/DC/IICERT

7519 Standish Place, RM 120

240-402-5613 (Office and Fax) (NEW NUMBER)
240—506-6763 (BB)

This e-mail message 18 intended for the exclusive use of the recipient(s) named above. It mav contain information that is protected. privileged. or
contidential. anc H it should not be disseminated. distributed. or copied to persons not authonzed to recerve such mformation. It vou are not the intended
recipient. any dissemination. distribution. or copving is strictly prolibited. I vou think vou received this e-mail message i error. please e-miail the
sender immediately at david rotstein‘@fda.bhs.gov.

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

Sent: Monday, May 04, 2015 4:32 PM

To:; B6 i HQ Pet Food Report Notlﬁcatlon B6
e - i

Subject: Golden Reward: | B6

A PFR Report has been received and PFR Event [EON-206801] has been created in the EON System
A "PDF" report by name "1039368-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report

EON Key: EON-206801
EON Title: PFR Event created for Golden Reward; 1039368

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-206801

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=219576

Product information

Individual Case Safety Report Number: 1039368

Product Group: Pet Food

Product Name: Golden Reward

Description: Pet stopped eating about 5-6 days ago, vomited once. receives sometimes 2-3 jerky treats/day,
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sometimes replacing her meals. treated 2 days ago with antinausea meds and fluids, appetite stimulants. pet did
not improve. presented today still anorexic and lethargic.

Submission Type: Initial

Report Type: Both

Outcome of reaction/event at the time of last observation: Worse/Declining/Deteriorating

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Sender information

B6

USA

Owner information

B6

USA

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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From: Glover, Mark </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=23FC3452DFD0414184CBB290047B7865-

MARK.GLOVER>

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

Sent: 5/21/2018 11:16:27 AM

Subject: RE: EON-354199 RFR Event: Dog owner

Yes please J

From: Carey, Lauren

Sent: Monday, May 21, 2018 6:46 AM

To: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Reimschuessel, Renate
<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>

Subject: FW: EON-354199 RFR Event: Dog owner

We should probably stress to these groups that they should reports as PFRs, not RFRs. We could send a guide
as to how to answer the first few questions in order to ensure they choose the PFR route. Should | enter this as
a PFR?

From: RFR Event [mailto:rfreventcreation@fda.hhs.gov]

Sent: Saturday, May 19, 2018 5:48 PM

To: Lambkin, Sonya <Sonya.Lambkin@fda.hhs.gov>; orahgreportablefoodnotificationtriagegroup@fda.hhs.gov;
Bataller, Neal <Neal.Bataller@fda.hhs.gov>; Johnston, Ying F <Ying.Johnston@fda.hhs.gov>; Edwards,
Elizabeth <Elizabeth.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Yowell, Ruth
<Ruth.Yowell@fda.hhs.gov>; ORA HAF EAST1 Reportable Food Notification
<orahafeastireportablefoodnotification@fda.hhs.gov>; Krieger, Darlene <Darlene.Krieger@fda.hhs.gov>;
CFSAN Reportable Food Registry <CFSANReportableFoodRegistry@fda.hhs.gov>; FDA Emergency
Operations <emergency.operations@fda.hhs.gov>; Cleary, Michael * <Michael.Cleary@fda.hhs.gov>; Weems,
Shellie * <Shellie. Weems@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov>; ORA OEIO RECALLS
Branch <oraoeiorecallsbranch@fda.hhs.gov>; Nelson, Eric <Eric.Nelson@fda.hhs.gov>; McCoig, Amber
<Amber.McCoig@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs. qov> Carey, Lauren <Lauren. Carev@fda hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>;i B6

Subject: EON-354199 RFR Event: Dog owner

A RFR Report has been received and RFR Event [EON-354199] has been created in the EON System under
ICSR # 2048088.

Reason this food is reportable: Other
Please describe Other: Associated with case of dilated cardiomyopathy
Product Name: 4Health large breed dry food

Type of Site: Sender Food Facility Site
FDA Districts Impacted: | NWE NWE
Organization Name: Tufts Cummings School of Veterinary Medicine | Dog owner
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200 Westboro Rd unknown

Add . North Grafton, MA unknown, MA
ress: 01536 01536
United States United States

Discovery Date: 2018-05-18

Product Group: Pet Food

Description: 2 year old Great Dane with DCM and CHF. Has eaten 4Health dog food (large breed dry) since
6/2016. Taurine levels pending

Product Recall: No

Human Symptoms Present: No

Animal Symptoms Present: Yes

Animal Symptoms Description: Please see above. More details can be provided

Product Distribution Type: Retail

Root Cause: Not applicable

Discovery Code: Consumer

Submission Type: Initial

Reporting Type: Voluntary

EON Key: EON-354199

EON Title: RFR Event created for 4Health large breed dry food; 2048088

To view this RFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-354199

To view the RFR Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssue Type=9&
1ssueld=370681

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 1s 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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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAAS8>

To: Rotstein, David

CcC: Nemser, Sarah

Sent: 10/7/2015 6:53:52PM

Subject: _B__E__:__I_E_\[IOLVE GRAIN FREE DOG FOOD TURKEY< GARBANZO BEANS & PEA RECIPE:EL B6 1
Bé6

Dave, we don't have records of receiving this report, and are not following up.

Jennifer Jones, DVM
Veterinary Medical Officer
FDA-CVM-Vet-LIRN

Tel: 240-402-5421

From: Rotstein, David

Sent: Wednesday, October 07, 2015 2:11 PM

To: Jones, Jennifer L
Subject: FW: EVOLVE GRAIN FREE DOG FOOD TURKEY < GARBANZO BEANS & PEA RECIPE: B6

Double checking-are you all doing any follow-up?

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

CVM OSC/DC/ICERT

7519 Standish Place, RM 120
240-402-5613 (Office) (NEW NUMBER)
240-506-6763 (BB)

This e-mail message 18 intended for the exclusive use of the recipient(s) named above. It mav contain information that is protected. privileged. or
contidential. and it should not be disseminated. distributed. or copied to persons not authonzed to recerve such mformation. It vou are not the intended
recipient. any dissemination. distribution. or copving is strictly prolubited. I vou think vou received this e-mail message i error. please e-miall the

sender immediately at david rotstein‘@fda.bhs.gov.

From: PFR Event [mailto: pfreventcreation@fda.hhs.gov]
Sent: Tuesday, October 06, 2015 6:12 PM

To:! B6 b B6 i HQ Pet Food Report Notification;
B6 i B6

Subject: EVOLVE GRAIN FREE DOG FOOD TURKEY < GARBANZO BEANS & PEA RECIPE:

A PFR Report has been received and PFR Event [EON-228487] has been created in the EON System

A "PDF" report by name "1042641-report.pdf" is attached to this email notification for your reference.

Below is the summary of the report

EON Key: EON-228487

EON Title: PFR Event created for EVOLVE GRAIN FREE DOG FOOD TURKEY< GARBANZO BEANS &
PEA RECIPE; 1042641

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-228487

To view the PFR Event Report, please click the link below:
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https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=241752

Product information

Individual Case Safety Report Number: 1042641

Product Group: Pet Food

Product Name: EVOLVE GRAIN FREE DOG FOOD TURKEY < GARBANZO BEANS & PEA RECIPE

Description:! B6 | a6 pound 7 ounce maltese, died on; B6 ‘after eating a bowl of Evolve Dog Food She

was safely secured in my clean kitchen for the day with only the food and a water bowl at her disposal.; B6

was well and lively in the morning per usual. When the owner returned home she appeared listless, had dlfﬂculty
moving and laid down and began to cry/whimper. She was first taken to her vet ati B6 '

where, B6 found that she had a cold body temp, blood that was not coagulatmg high blood sugar and she

warmer. The office was closing and I was advised to bring her to; B6 iwhich I did rlght away. There BG

had xrays, fluid, and a transfusion amongst other interventions. Both B6 of. B6 and BG

B6 strongly felt poison was the cause of death.; B6 dled onthe nightofi B6 {: B6 iwasnot

exposed to poison in her yard as there is none used and is always accompanied on walks via leash My yard is
fenced and it is in excellent condition. There is no crime per se in my neighborhood.

Submission Type: Initial

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

Outcome of reaction/event at the time of last observation: Died Naturally

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Sender information

B6

USA

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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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAAS8>

To: Rotstein, David

CcC: Nemser, Sarah

Sent: 10/7/2015 6:53:52PM

Subject: _B__E__:__I_E_\[IOLVE GRAIN FREE DOG FOOD TURKEY< GARBANZO BEANS & PEA RECIPE:EL B6 1
Bé6

Dave, we don't have records of receiving this report, and are not following up.

Jennifer Jones, DVM
Veterinary Medical Officer
FDA-CVM-Vet-LIRN

Tel: 240-402-5421

From: Rotstein, David

Sent: Wednesday, October 07, 2015 2:11 PM

To: Jones, Jennifer L
Subject: FW: EVOLVE GRAIN FREE DOG FOOD TURKEY < GARBANZO BEANS & PEA RECIPE: B6

Double checking-are you all doing any follow-up?

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

CVM OSC/DC/IICERT

7519 Standish Place, RM 120
240-402-5613 (Office) (NEVW NUMBER)
240-506-6763 (BB)

Thig e-mail message 13 mtended for the exclusive use of the recipient(s) named above. It max contain information that is protected. privileged. or
contidential. and it should not be disseminated. distributed. or copied to persons not authonzed to recerve such mformation. It vou are not the intended
recipient. any dissemination. distribution. or copving is strictly prolubited. I vou think vou received this e-mail message i error. please e-miall the

sender immediately at david rotstein‘@fda.bhs.gov.

From: PFR Event [mailto: pfreventcreation@fda.hhs.gov]
Sent: Tuesday, October 06, 2015 6:12 PM

To:! B6 i B6 i HQ Pet Food Report Notification;
B6 i B6

Subject: EVOLVE GRAIN FREE DOG FOOD TURKEY < GARBANZO BEANS & PEA RECIPE:

A PFR Report has been received and PFR Event [EON-228487] has been created in the EON System

A "PDF" report by name "1042641-report.pdf" is attached to this email notification for your reference.

Below 1s the summary of the report

FEON Key: EON-228487

EON Title: PFR Event created for EVOLVE GRAIN FREE DOG FOOD TURKEY < GARBANZO BEANS &

PEA RECIPE:; 10420641

To view this PFR Event, please click the link below:
https://eon.tda.cov/eon//browse/EON-228487

To view the PFR Event Report, please click the link below:
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https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=241752

Product information

Individual Case Safety Report Number: 1042641

Product Group: Pet Food

Product Name: EVOLVE GRAIN FREE DOG FOOD TURKEY< GARBANZO BEANS & PEA RECIPE

Description:; B6 | a6 pound 7 ounce maltese, died on- B6 after eating a bowl of Evolve Dog Food She

was safely secured in my clean kitchen for the day with only the food and a water bowl at her disposal.; B6 |

was well and lively in the morning per usual. When the owner returned home she appeared listless, had dlfﬂculty

moving and laid down and began to cry/whimper. She was first taken to her vet ati B6 i

where. B6 found that she had a cold body temp, blood that was not coagulatmg high blood sugar and she

warmer. The office was closing and I was advised to bring her to; B6 which I did rlght away. There BG :

had xrays, fluid, and a transfusion amongst other interventions. Both B6 ofi B6 andi BG .

i B6 strongly felt poison was the cause of death.; B6 idied on the night off B6 i B6 -was not

exposed to poison in her yard as there is none used and is always accompanied on walks via leash My yard is
fenced and it is in excellent condition. There is no crime per se in my neighborhood.

Submission Type: Initial

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

Outcome of reaction/event at the time of last observation: Died Naturally

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Sender information

B6

USA

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

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

The information 1s provided as part ot the Federal-State Integration initiative. As a Commissioned Ofticial and
state gcovernment 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 FDAReportableFoodsafda.hhs.gov immediately.
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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAA8>

To: Scalera, Alexander
Sent: 11/3/2016 1:16:56 PM
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

No worries, thanks Alex.

Jennifer Jones, DVM
Veterinary Medical Officer

U.S. FOOD & DRUG

ADMINISTRATECM

From: Scalera, Alexander

Sent: Thursday, November 03, 2016 9:10 AM

To: Jones, Jennifer L

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Sorry for not responding, Jen. | will call today or tomorrow.

Thanks,

Alex Scalera
Program Support Specialist

Center for Veterinary Medicine
Office of Research

U.S. Food and Drug Administration
Tel: 240-402-0888
Alexander.Scalera@fda.hhs.gov

From: Jones, Jennifer L

Sent: Wednesday, November 02, 2016 11:22 AM

To: Scalera, Alexander

Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Alex, for PO 6.

You can call the number below to pay with VISA.
Thanks,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer

ot

WMIU‘WMMW M

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]
Sent: Wednesday, November 02, 2016 10:47 AM
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To: Jones, Jennifer L
Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Hi Jennifer

Please see message below re: using Visa for this invoice
Thanks

Lisa

From: SAH Accounting Department

Sent: Wednesday, November 02, 2016 9:53 AM

To! B6

Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Accounting Department

Cummings School of Veterinary Medicine at Tufts University
55 Willard St.

North Grafton, MA 01536

1-508-887-4314

Hours M-F 7am-8pm, S & S 7am-3pm

From: medrec

Sent: Wednesday, November 02, 2016 9:43 AM

To: SAH Accounting Department

Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity

See email below from Dr. Freeman.

B6

Medical Records Department

Foster Hospital for Small Animals

Tufts University, Cummings School of Veterinary Medicine
tel: 508.887.4636

fax: 508.8874393

email: medrec@tufts.edu

From: Freeman, Lisa

Sent: Tuesday, November 01, 2016 6:42 PM

To: medrec

Subject: Fwd: FDA case follow up-EON-285648-Freeman-Nature's Vareity

about a couple weeks ago by the Fda. Thanks. Lisa

Sent from my iPhone

Begin forwarded message:

From: "Jones, Jennifer L" <Jennifer.Jones@fda.hhs.gov>

Date: November 1, 2016 at 3:08:43 PM EDT
To: "Freeman, Lisa" <Lisa.Freeman@tufts.edu>

FDA-CVM-FOIA-2019-1704-009257



Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity
Good afternoon Lisa,
My accountant asked if you're able to be reimbursed by credit (VISA) or if a check was needed?

Thank you,
Jennifer

Jennifer Jones, DVM
Veterinary Medical Officer

From: Jones, Jennifer L

Sent: Monday, October 31, 2016 7:32 AM

To: 'Freeman, Lisa'

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Sounds great! Thank you, Lisa.
Please forward me the ICSR number (confirmation number) when you submit the report. It will help us find the
case after it's been submitted.

Jennifer Jones, DVM
Veterinary Medical Officer

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

Sent: Friday, October 28, 2016 3:36 PM

To: Jones, Jennifer L

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Thanks very much.

I’'m going to have another one for you. 3 unrelated dogs in a family who've developed dilated cardiomyopathy.
Supposedly on a commercial vegan diet and then small company;s dog food. Once | get more details, I'll
submit that one.

Best,

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Professor

Cummings School of Veterinary Medicine

Tufts University

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

Sent: Friday, October 28, 2016 3:07 PM

To: Freeman, Lisa

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good afternoon Lisa,

Thank you for sending the invoices. I'll submit them for repayment.

I'll be on the look-out for the Medical records and the final blood culture result.

We will send the results of the food testing as soon as they are received. As a head's up, they usually take a few
weeks.

FDA-CVM-FOIA-2019-1704-009258



Thank you again for your help with the investigation.
Kind regards and enjoy your weekend,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer

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

Sent: Friday, October 28, 2016 10:01 AM

To: Jones, Jennifer L

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Jennifer

Please see attached for an invoice, as well as the receipt for shipping and the invoice that includes the blood
culture.

So far, the blood culture is negative but I'll send the final report when it's available.

We’'re getting written permission for release of records from the owner and will send those asap

Will | be updated on the results of the food analysis? That will be helpful information for treating this dog since
she’s not doing especially well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Tufts University

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

Sent: Friday, October 21, 2016 11:15 AM

To: Freeman, Lisa

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good morning Dr. Freeman,

Thank you for the update. We will look for the medical records to arrive.

In the meantime, please move forward with the Listeria blood culture a B4 Please send a copy of the

For the open product testing, an instruction document and pre-filled out laboratory submission forms are
attached. Please include those in the shipment. After shipping, please send an invoice for the shipping materials
and shipping.

Please email or call with any questions.
Thank you kindly,
Jennifer

Jennifer Jones, DVM
Veterinary Medical Officer

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]
Sent: Friday, October 21, 2016 10:24 AM

To: Nemser, Sarah; Ceric, Olgica

Cc: Reimschuessel, Renate; Jones, Jennifer L

FDA-CVM-FOIA-2019-1704-009259



Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Sarah

| got information from Dr. Ceric on submitting a blood culture for Listeria but not any information on submitting
the food for analysis.

I’'m traveling this week but can submit an estimate for blood testing on Monday

Kind regards,

Lisa

From: Nemser, Sarah [mailto:Sarah.Nemser@fda.hhs.gov]

Sent: Friday, October 21, 2016 10:22 AM

To: Ceric, Olgica; Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dr. Freeman,

| wanted to follow up on this case.

B6

In her email below she stated that she would provide information on sending the food to the Ohio laboratory.
Please let us know if that information was provided, if not we can follow up.

Please also send along an estimate for the blood testing so that we can prepare a purchase order.
Thank you very much for your assistance on this case.

Sarah

Sarah Nemser M.S.

Vet-LIRN Network Coordinator

tel: 240-402-0892

fax: 301-210-4685
sarah.nemser@fda.hhs.gov

From: Ceric, Olgica

Sent: Wednesday, October 19, 2016 2:09 PM

To: Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

but we will need an estimate first, in order to prepare purchase order.
As for the food, we can test it at our network lab in Ohio, I'll send you instructions in a separate email.

We will reimburse you for the shipping charges. You'll just need to submit invoice ( one for blood testing and
shipping), once you ship the sample.

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

FDA-CVM-FOIA-2019-1704-009260



e-mail: olgica.ceric@fda.hhs.gov
Web: hitp://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

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

Sent: Wednesday, October 19, 2016 1:43 PM

To: Ceric, Olgica

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Hi all

We do not have the ability to easily test the food for Listeria so if you could send details on that as well, I'd
appreciate it

The owner did give permission to get records sent. I'm traveling through Friday but can get those submitted to
you on Monday

I'll get someone to submit samples as scon as you provide info on labs, etc
Thanks
Lisa

From: Ceric, Olgica [mailto:Olgica.Ceric@fda.hhs.gov]

Sent: Wednesday, October 19, 2016 10:10 AM

To: Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Dr. Freeman,

Thank you for the prompt response.

Do you have in-house lab available for testing the food? If so, please let me know the testing estimate.

Once you get approval from the owner to release medical records, please email them, or fax to: 301-210-4685.

Regarding Listeria, perhaps you could ask the owner if they are willing to submit blood for testing when you
contact them regarding medical records? | understand your concerns regarding antibiotics, but we’'d like to do it
just in case.

Please reply to all when responding, my responses might be delayed since I'll be on leave part day by the end
of the week.

Thank you,

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.goy

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

FDA-CVM-FOIA-2019-1704-009261



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

Sent: Tuesday, October 18, 2016 7:28 AM

To: Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Olgica

We're happy to get permission from owners for medical records and | can get food submitted for testing next
week

My question is on the blood culture. I’'m not sure when the dog will be coming back in (she was discharged late
last week) and am wondering if Listeria could be cultured if dog has been on antibiotics for >1 week

Thanks

Lisa

From: Ceric, Olgica [mailto:Olgica.Ceric@fda.hhs.gov]

Sent: Monday, October 17, 2016 1:03 PM

To: Freeman, Lisa

Cc: Nemser, Sarah; Jones, Jennifer L

Subject: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good morning Dr. Freeman,
We received your consumer complaint and would like to request the following:
a copy of full medical records for the dog
blood culture for Listeria
open bag testing for Listeria and Salmonella
FDA will pay for the testing.
We have a network of veterinary diagnostic laboratories and could send samples to one of them, unless your
lab has the capabilities?
Please email (preferred) or fax (301) 210-4685 us the medical records. Please send the full medical
history-not just for this illness event.
Attached are a copy of our network procedures. They describe how veterinarians help with our case
investigations. | also attached an owner friendly version.
Sincerely,

Olgica Ceric, DVM, PhD
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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.qgov

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

FDA-CVM-FOIA-2019-1704-009262



From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAA8>

To: Freeman, Lisa; medrec
Sent: 11/2/2016 3:07:38 PM
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Thank you, Lisa.
The address is:
Attn: Jennifer Jones
8401 Muirkirk Rd.
Laurel, MD 20708

Jennifer Jones, DVM
Veterinary Medical Officer

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

Sent: Wednesday, November 02, 2016 10:50 AM

To: Jones, Jennifer L; medrec

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Hi Jennifer

Our medical records department is asking for your mailing address since: B6 i file is rather large
Could you provide that? I'm cc’ing them here

Thanks

Lisa

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

Sent: Tuesday, November 01, 2016 3:09 PM

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

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

(Good afternoon Lisa,
My accountant asked if you're able to be reimbursed by credit (VISA) or if a check was needed?

Thank you,
Jennifer

Jennifer Jones, DVM
Veterinary Medical Officer

U.S. FOO
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From: Jones, Jennifer L

Sent: Monday, October 31, 2016 7:32 AM

To: 'Freeman, Lisa'

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

FDA-CVM-FOIA-2019-1704-009263



Sounds great! Thank you, Lisa.
Please forward me the ICSR number (confirmation number) when you submit the report. It will help us find the
case after it's been submitted.

Jennifer Jones, DVM
Veterinary Medical Officer

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

Sent: Friday, October 28, 2016 3:36 PM

To: Jones, Jennifer L

Cc: Nemser, Sarah; Ceric, Qlgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Thanks very much.

I’'m going to have another one for you. 3 unrelated dogs in a family who've developed dilated cardiomyopathy.
Supposedly on a commercial vegan diet and then small company;s dog food. Once | get more details, I'll
submit that one.

Best,

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Professor

Cummings School of Veterinary Medicine

Tufts University

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

Sent: Friday, October 28, 2016 3:07 PM

To: Freeman, Lisa

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good afternoon Lisa,

Thank you for sending the invoices. I'll submit them for repayment.

I'll be on the look-out for the Medical records and the final blood cuiture result.

We will send the results of the food testing as soon as they are received. As a head's up, they usually take a few
weeks.

Thank you again for your help with the investigation.
Kind regards and enjoy your weekend,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer

8 U.S. FOOD
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From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]

Sent: Friday, October 28, 2016 10:01 AM

To: Jones, Jennifer L

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

FDA-CVM-FOIA-2019-1704-009264



Dear Jennifer

Please see attached for an invoice, as well as the receipt for shipping and the invoice that includes the blood
culture.

So far, the blood culture is negative but I'll send the final report when it's available.

We’'re getting written permission for release of records from the owner and will send those asap

Will | be updated on the results of the food analysis? That will be helpful information for treating this dog since
she’s not doing especially well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Tufts University

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

Sent: Friday, October 21, 2016 11:15 AM

To: Freeman, Lisa

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good morning Dr. Freeman,

Thank you for the update. We will look for the medical records to arrive.

results when finished and an invoice for the blood collection/shipping/Listeria testing.

For the open product testing, an instruction document and pre-filled out laboratory submission forms are
attached. Please include those in the shipment. After shipping, please send an invoice for the shipping materials
and shipping.

Please email or call with any questions.
Thank you kindly,
Jennifer

Jennifer Jones, DVM
Veterinary Medical Officer

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

Sent: Friday, October 21, 2016 10:24 AM

To: Nemser, Sarah; Ceric, Olgica

Cc: Reimschuessel, Renate; Jones, Jennifer L

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Sarah

| got information from Dr. Ceric on submitting a blood culture for Listeria but not any information on submitting
the food for analysis.

I’'m traveling this week but can submit an estimate for blood testing on Monday

Kind regards,

Lisa

From: Nemser, Sarah [mailto:Sarah.Nemser@fda.hhs.gov]
Sent: Friday, October 21, 2016 10:22 AM

To: Ceric, Olgica; Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L

FDA-CVM-FOIA-2019-1704-009265



Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dr. Freeman,

| wanted to follow up on this case.

B6

In her email below she stated that she would provide information on sending the food to the Ohio laboratory.

Please let us know if that information was provided, if not we can follow up.

FPlease also send along an estimate for the blood testing so that we can prepare a purchase order.

Thank you very much for your assistance on this case.

Sarah

Sarah Nemser M.S.
Vet-LIRN Network Coordinator
tel: 240-402-0892

fax: 301-210-4685
sarah.nemser@fda.hhs.gov

From: Ceric, Olgica

Sent: Wednesday, October 19, 2016 2:09 PM

To: Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

As for the food, we can test it at our network lab in Ohio, I'll send you instructions in a separate email.

We will reimburse you for the shipping charges. You'll just need to submit invoice ( one for blood testing and

shipping), once you ship the sample.

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.gov

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

Fromi: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]
Sent: Wednesday, October 19, 2016 1:43 PM

To: Ceric, Olgica

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

FDA-CVM-FOIA-2019-1704-009266



Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Hi all
We just got a blood sample from the dog (just so happened she was coming in for a recheck today so | was

on the phone right now to see if they can test for Listeria. If not, can you tell me where to submit?

We do not have the ability to easily test the food for Listeria so if you could send details on that as well, I'd
appreciate it

The owner did give permission to get records sent. I'm traveling through Friday but can get those submitted to
you on Monday

I'll get someone to submit samples as soon as you provide info on labs, etc
Thanks
Lisa

From: Ceric, Olgica [mailto:Olgica.Ceric@fda.hhs.gov]

Sent: Wednesday, October 19, 2016 10:10 AM

To: Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Dr. Freeman,

Thank you for the prompt response.

Do you have in-house lab available for testing the food? If so, please let me know the testing estimate.

Once you get approval from the owner to release medical records, please email them, or fax to: 301-210-4685.

Regarding Listeria, perhaps you could ask the owner if they are willing to submit blood for testing when you
contact them regarding medical records? | understand your concerns regarding antibiotics, but we’d like to do it
justin case.

Please reply to all when responding, my responses might be delayed since I'll be on leave part day by the end
of the week.

Thank you,

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.gov

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

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

Sent: Tuesday, October 18, 2016 7:28 AM

To: Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature’s Vareity

FDA-CVM-FOIA-2019-1704-009267



Dear Olgica

We're happy to get permission from owners for medical records and | can get food submitted for testing next
week

My question is on the blood culture. I’'m not sure when the dog will be coming back in (she was discharged late
last week) and am wondering if Listeria could be cultured if dog has been on antibiotics for >1 week

Thanks

Lisa

From: Ceric, Olgica [mailto:Olgica.Ceric@fda.hhs.gov]

Sent: Monday, October 17, 2016 1:03 PM

To: Freeman, Lisa

Cc: Nemser, Sarah; Jones, Jennifer L

Subject: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good morning Dr. Freeman,
We received your consumer complaint and would like to request the following:
a copy of full medical records for the dog
blood culture for Listeria
open bag testing for Listeria and Salmonella
FDA will pay for the testing.
We have a network of veterinary diagnostic laboratories and could send samples to one of them, unless your
lab has the capabilities?
Please email (preferred) or fax (301) 210-4685 us the medical records. Please send the full medical
history-not just for this illness event.
Attached are a copy of our network procedures. They describe how veterinarians help with our case
investigations. | also attached an owner friendly version.
Sincerely,

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.qgov

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm

FDA-CVM-FOIA-2019-1704-009268



From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAA8>

To: Freeman, Lisa
Sent: 11/1/2016 7:08:43 PM
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good afternoon Lisa,
My accountant asked if you're able to be reimbursed by credit (VISA) or if a check was needed?

Thank you,
Jennifer

Jennifer Jones, DVM
Veterinary Medical Officer
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From: Jones, Jennifer L

Sent: Monday, October 31, 2016 7:32 AM

To: 'Freeman, Lisa'

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Sounds great! Thank you, Lisa.
Please forward me the ICSR number (confirmation number) when you submit the report. It will help us find the
case after it's been submitted.

Jennifer Jones, DVM
Veterinary Medical Officer

U.S. FOOD & DRUG
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From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]

Sent: Friday, October 28, 2016 3:36 PM

To: Jones, Jennifer L

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Thanks very much.

I’'m going to have another one for you. 3 unrelated dogs in a family who've developed dilated cardiomyopathy.
Supposedly on a commercial vegan diet and then small company;s dog food. Once | get more details, I'll
submit that one.

Best,

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Professor

Cummings School of Veterinary Medicine

Tufts University

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

FDA-CVM-FOIA-2019-1704-009269



Sent: Friday, October 28, 2016 3:07 PM

To: Freeman, Lisa

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good afternoon Lisa,

Thank you for sending the invoices. I'll submit them for repayment.

I'll be on the look-out for the Medical records and the final blood cuiture result.

We will send the results of the food testing as soon as they are received. As a head's up, they usually take a few
weeks.

Thank you again for your help with the investigation.
Kind regards and enjoy your weekend,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
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From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu]

Sent: Friday, October 28, 2016 10:01 AM

To: Jones, Jennifer L

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Jennifer

Please see attached for an invoice, as well as the receipt for shipping and the invoice that includes the blood
culture.

So far, the blood culture is negative but I'll send the final report when it's available.

We're getting written permission for release of records from the owner and will send those asap

Will | be updated on the results of the food analysis? That will be helpful information for treating this dog since
she’s not doing especially well

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN
Professor

Cummings School of Veterinary Medicine
Tufts University

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

Sent: Friday, October 21, 2016 11:15 AM

To: Freeman, Lisa

Cc: Nemser, Sarah; Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

(500d morning Dr. Freeman,

Thank you for the update. We will look for the medical records to arrive.

In the meantime, please move forward with the Listeria blood culture at; B4 | Please send a copy of the

results when finished and an invoice for the blood coIIection/shipping/Listerla testlng

FDA-CVM-FOIA-2019-1704-009270



For the open product testing, an instruction document and pre-filled out laboratory submission forms are
attached. Please include those in the shipment. After shipping, please send an invoice for the shipping materials
and shipping.

Please email or call with any questions.
Thank you kindly,
Jennifer

Jennifer Jones, DVM
Veterinary Medical Officer

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

Sent: Friday, October 21, 2016 10:24 AM

To: Nemser, Sarah; Ceric, Olgica

Cc: Reimschuessel, Renate; Jones, Jennifer L

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Sarah

| got information from Dr. Ceric on submitting a blood culture for Listeria but not any information on submitting
the food for analysis.

I’'m traveling this week but can submit an estimate for blood testing on Monday

Kind regards,

Lisa

From: Nemser, Sarah [mailto:Sarah.Nemser@fda.hhs.gov]

Sent: Friday, October 21, 2016 10:22 AM

To: Ceric, Olgica; Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dr. Freeman,

_ | wanted to follow up on this case.

B6

In her email below she stated that she would provide information on sending the food to the Ohio laboratory.
Please let us know if that information was provided, if not we can follow up.

Please also send along an estimate for the blood testing so that we can prepare a purchase order.
Thank you very much for your assistance on this case.

Sarah

Sarah Nemser M.S.
Vet-LIRN Network Coordinator
tel: 240-402-0892

fax: 301-210-4685
sarah.nemser@fda.hhs.gov

From: Ceric, Olgica
Sent: Wednesday, October 19, 2016 2:09 PM
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To: Freeman, Lisa
Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

but we will need an estimate first, in order to prepare purchase order.
As for the food, we can test it at our network lab in Ohio, I'll send you instructions in a separate email.

We will reimburse you for the shipping charges. You'll just need to submit invoice ( one for blood testing and
shipping), once you ship the sample.

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.gov

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

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

Sent: Wednesday, October 19, 2016 1:43 PM

To: Ceric, Olgica

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Hi all
We just got a blood sample from the dog (just so happened she was coming in for a recheck today so | was

on the phone right now to see if they can test for Listeria. If not, can you tell me where to submit?

We do not have the ability to easily test the food for Listeria so if you could send details on that as well, I'd
appreciate it

The owner did give permission to get records sent. I'm traveling through Friday but can get those submitted to
you on Monday

I'll get someone to submit samples as soon as you provide info on labs, etc
Thanks
Lisa

From: Ceric, Olgica [mailto:Olgica.Ceric@fda.hhs.gov]

Sent: Wednesday, October 19, 2016 10:10 AM

To: Freeman, Lisa

Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Dr. Freeman,
Thank you for the prompt response.

Do you have in-house lab available for testing the food? If so, please let me know the testing estimate.

FDA-CVM-FOIA-2019-1704-009272



Once you get approval from the owner to release medical records, please email them, or fax to: 301-210-4685.

Regarding Listeria, perhaps you could ask the owner if they are willing to submit blood for testing when you
contact them regarding medical records? | understand your conicerns regarding antibiotics, but we'd like to do it
just in case.

Flease reply to all when responding, my responses might be delayed since I'll be on leave part day by the end
of the week.

Thank you,

Olgica Ceric, DVM, PhD

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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.qov

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htim

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

Sent: Tuesday, October 18, 2016 7:28 AM

To: Ceric, Olgica

Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Dear Olgica

We’re happy to get permission from owners for medical records and | can get food submitted for testing next
week

My question is on the blood culture. I’'m not sure when the dog will be coming back in (she was discharged late
last week) and am wondering if Listeria could be cultured if dog has been on antibiotics for >1 week

Thanks

Lisa

From: Ceric, Olgica [mailto:Olgica.Ceric@fda.hhs.gov]

Sent: Monday, October 17, 2016 1:03 PM

To: Freeman, Lisa

Cc: Nemser, Sarah; Jones, Jennifer L

Subject: FDA case follow up-EON-285648-Freeman-Nature's Vareity

Good morning Dr. Freeman,
We received your consumer complaint and would like to request the following:
a copy of full medical records for the dog
blood culture for Listeria
open bag testing for Listeria and Salmonella
FDA will pay for the testing.
We have a network of veterinary diagnostic laboratories and could send samples to one of them, unless your
lab has the capabilities?
Please email (preferred) or fax (301) 210-4685 us the medical records. Please send the full medical
history-not just for this iliness event.
Attached are a copy of our network procedures. They describe how veterinarians help with our case
investigations. | also attached an owner friendly version.
Sincerely,

Olgica Ceric, DVM, PhD

FDA-CVM-FOIA-2019-1704-009273



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

tel: 240-402-5419

fax: 301-210-4685

e-mail: olgica.ceric@fda.hhs.qgov

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm
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From:

To:

Sent:
Subject:
Attachments:

B6

Jones, Jennifer L

5/18/2018 5:43:58 PM

Diet Breakdown by brand and breed

Diet Breakdown by Brand.xlIsx; Diet Breakdown by Breed.xIsx
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: Palmer, Lee Anne

CcC: Carey, Lauren

Sent: 7/19/2019 5:04:40 PM

Subject: RE: presentations!

Attachments: FDA DCM presentation to AVMA meeting_for clearance-jj.pptx; JJones-DCM Updates-

AVMA-v2.pptx

Here you go! Please also share my slides with Martine B5 As|mentioned,{  B5
! B5 » |
For your presentation: B5

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

||" M u.s. FooD & DRUG
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From: Palmer, Lee Anne

Sent: Friday, July 19, 2019 9:53 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>
Subject: presentations!

Hi there — thanks for today’s meetings. | made edits and sliced a few and here’s the pre-clearance version of
ours.

Thanks!
Lee Anne

Lee Anne M. Palmer, VMD, MPH
Acting Director, Division of Veterinary Product Safety

Center for Veterinary Medicine

Office of Surveillance and Compliance
U.S. Food and Drug Administration
Tel: 240-402-5767
Leeanne.palmer@fda.hhs.gov

U.S. FOOD & DRUG
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From: Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596 ACEA7C53-

LPALMER>
To: Jones, Jennifer L
CcC: Rotstein, David; Carey, Lauren
Sent: 4/12/2018 5:39:08 PM .
Subject: FW: Zignature Kangaroo Formula: B6 . EON 351031
Attachments: 2045676-reportpdf

Hi Jen — were you expecting this one? Thx - LA

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

Sent: Thursday, April 12, 2018 1:36 PM

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

Subject: Zignature Kangaroo Formula B6 i- EON-351031

A PFR Report has been received and PFR Event [EON-351031] has been created in the EON System.
A "PDF" report by name "2045676-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-351031

ICSR #: 2045676
EON Title: PFR Event created for Zignature Kangaroo Formula; 2045676

AE Date 02/22/2018 Number Fed/Exposed | 1
Best By Date Number Reacted |
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 6 Years

District Involved | PFR{ B@§ DO

Product information

Individual Case Safety Report Number: 2045676
Product Group: Pet Food

Product Name: Zignature Kangaroo Formula
Descrlptlon Feb 23, 2018 Patlent presented to the cardlology service at BG

Kangaroo Formula and was adV1sed to change.

FDA-CVM-FOIA-2019-1704-009504



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

Zignature Kangaroo Formula

Sender information

B6

USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-35103 1

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=367419

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

CcC: Rotstein, David; Carey, Lauren
Sent: 4/13/2018 103916 AM
Subject: RE: Zignature Kangaroo Formula:i B6 i- EON-351031

Thanks, Lee Anne. No, | wasn’t expecting it, but | can start with MRx!

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

u“ﬁﬁﬁﬁm U.S. FOOD & DRUG
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From: Palmer, Lee Anne
Sent: Thursday, April 12, 2018 1:39 PM
To: Jones Jennifer L <Jennifer Jones@fda hhs. gov>

Hi Jen —were you expecting this one? Thx - LA

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

Sent: Thursday, April 12, 2018 1:36 PM

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

Subject: Zignature Kangaroo Formula: B6 + EON-351031

A PFR Report has been received and PFR Event [EON-351031] has been created in the EON System.
A "PDF" report by name "2045676-report.pdf" is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-351031

ICSR #: 2045676
EON Title: PFR Event created for Zignature Kangaroo Formula; 2045676

AE Date 02/22/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 6 Years

District Iwvolved | PFR{” B PO
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Product information

Individual Case Safety Report Number: 2045676

Product Group: Pet Food

Product Name: Zignature Kangaroo Formula

Descrlptlon Feb 23, 2018 Patlent presented to the cardlology service ati B6

Kangaroo Formula and was adV1sed to change.

Submission Type: Initial

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

Zignature Kangaroo Formula

Sender information

B6

Owner information

B6

USA

{USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-351031

To view the PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=367419

This email and attached document are being provided to you in your capacity as a Commissioned Official with
the U.S. Department of Health and Human Services as authorized by law. You are being provided with this
information pursuant to your signed Acceptance of Commission.
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This email message is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@@fda.hhs.gov immediately.
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(EYDIBOHE23SPDLT)/cn=Recipients/cn=0f6ca12eaa934895%a4cbb1e829af244-Jennifer.Jo>

To: B6

Sent: 4/19/2018 11:41:25 AM

Subject: FDA case investigation fori__ B8 1(800.261)
Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 03-Vet-LIRN-Network

ProceduresOwners-12.22.2015.pdf

Good morning  B6 — _
Thank you for submitting your consumer complaint to FDA. I'm sorry to hear about._B6 iiliness.
As part of our investigation, we’d like to request:

e Full Medical Records

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

Jennifer L. A. Jones, DVM

Veterinary Medical Officer

U.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
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