INVOICE - 38420
Date: AUG 26 19
Time: 18:12

Account: 2748

Page: 1
E Name: :"-B-G- ..... E Birthday: i ------ -B-éu-i
i Species: CANINE Gender: FEMALE SPAYED
i Breed: ENGLISH BULLDOG —— Weight: 452 Ibs
Rabies Tag B6 !ip1 B6 { D2 B6 |
item bescription Date Pr Qty Units Price Total
02205 AUTOPSY i B6 i E2 1.00 EACH i B6 i e |
Subtotal: i BG
............................ T Narme: e Birthday: | B6 ]
Species: CANINE ~ Gender: MALE NEUTERED
Breed: ENGLISH BULLDOG gt ; S Weight:  47.63 Ibs
Rabies Tag; B0 {ip2:i B6 |
Item Description Date Pr Qty Units  _ Price Total
02205 AUTOPSY ‘"B | E2 1.00 EACH | B6 | r
Subtotal: BG
SUBTOTAL: | B6 |
* TAX EXEMPT TAX: 0.00
TOTAL THIS VISIT: B6
PAYMENTS:
TOTAL: 0.00
CHANGE: 0.00
TOTAL NOW DUE: B6
Like us on FACEBOOK for educational and entertaining content. Please visit our WEBSITE aé B6
and check out our online store. '
Check out our new online scheduling service ati B6 i Here you can set up an account, update

personal information, print vaccine records and even schedule appointments all at your convenience. Thanks for
trusting us to care for your pet!
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348059A4CBB1ES829AF244-
JENNIFER.JO>

To: B6 ;

CcC: '‘Guag, Jake * (Jake.Guag@fda.hhs.gov)'; Peloquin, Sarah

Sent: 5/23/2019 4:34:17 PM

Subject: RE: Rapid necropsy for Vet-LIRN's Case Investigation into Canine Dilated Cardiomyopathy
(DCM) 2018

We will send you a box with a prepaid shipping label.
Thank you kindly,
Jen

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

W& FOOD & DRUG

BB ERISTRATICR

From:! B6

Sent: Wednesday, May 22, 2019 11:31 AM

To: Guag, Jake <Jake.Guag@fda.hhs.gov>

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

Subject: RE: Rapid necropsy for Vet-LIRN’s Case Investigation into Canine Dilated Cardiomyopathy (DCM)
2018

Hi Jake,
Yes, we can hold onto the samples until instructed otherwise.

Thank you,

From: Guag, Jake <Jake Guaqg@fda. hhs.gov>

Sent: Wednesdav.. Mav.22. 2019 116 AM.

To:! Bé

Cc: Jones, Jennifer L <Jennifer.Jones@ida. hhs. gov>

Subject: RE: Rapid necropsy for Vet-LIRN’s Case Investigation into Canine Dilated Cardiomyopathy (DCM)
2018

i

Thank you for the contacting us. Could you please hold the samples?
Dr. Jones is a person in charge for the case and she is off today. She will contact you when she returns.

Thanks
Jake

From: B6

Sent: Wednesday, May 22, 2019 10:47 AM

To: Guag, Jake <Jake. Guag@fda hhs.gov>

Subject: Rapid necropsy for Vet-LIRN’s Case Investigation into Canine Dilated Cardiomyopathy (DCM) 2018
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Good morning,

| recently submitted a pet food report via the FDA Safety Reporting Portal on a deceased patient named; B6 |

B6 i _B6_was a4yo CM Boxer with severe DCM who had been eating a grain-free dog food for the last
two years. Dr. Lisa Freeman (PI for on-going DCM study here at Tufts) would like to submit collected samples

(heart) to the FDA for_further analysis. The sample was promptly placed in 10% NBF approximately 30 minutes
post mortemon  B6 | Would it be possible to have boxes sent to us for sample submission?
Thank you,

. B6 CVT, RVTg

Department of Clinical Sciences

Cummings School of Veterinary Medicine at Tufts University
200 Westboro Road

North Grafton, MA 01536

Phone: B6

Fax: (508)839-7927
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Jones, Jennifer L

Sent: 7/12/2018 12:00:21 PM

Subject: FW: Earthborn Coastal Catch dry: Lisa Freeman - EON-358519
Attachments: 2051555-report.pdf

“Missing” DCM report from the most recent group.

From: PFR Event [mailto:pfreventcreation@fda.hhs.gov]

Sent: Monday, July 09, 2018 8:52 AM

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

Subject: Earthborn Coastal Catch dry: Lisa Freeman - EON-358519

A PFR Report has been received and PFR Event [EON-358519] has been created in the EON System.
A "PDF" report by name "2051555-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-358519

ICSR #: 2051555
EON Title: PFR Event created for Earthborn Coastal Catch dry; 2051555

AE Date 06/20/2018 Number Fed/Exposed

Best By Date Number Reacted 1

Animal Species Dog QOutcome to Date Unknown
Breed Boxer (German Boxer)

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2051555

Product Group: Pet Food

Product Name: Earthborn Coastal Catch dry

Description: Diagnosed with LV cavity dilation and reduced contractile function
Submission Type: Initial

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

Number of Animals Reacted With Product: |
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Product Name Lot Number or ID | Best By Date

Earthborn Coastal Catch dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-358519

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=375143

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 ofticial, 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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B6 ab results 11/30/17-12/13/17

cOsL A L7 BN

i B6 ] Actessior Mo | _
Revsved 11/301201 7
Reromed 12/01/2917 02:34 AM

Species Bread Sex Pot Ane  Chants
Canine Labrader Fatneve: 1y 8y Y

Suparchem | Completa Bisod Count

Tasts _Resuits iRaf. Range Unity Tests Rasults Ref, Range Unhs
Toral Protain 107 ¢ o/l Wao 4958 104
Albumin 744 9/d. RBC 45893 10" 1.,
Slobulin 1826 g/ Femaglebin 721203 aidl
A/G Ratio S.8-2.0 Femateerit 36-60 %
AB1 (SGLT; 15.88 (51 MCV 58-79 fL
ALT (8GPT; 12-713 L MCH 19-28 ©g
Alk Phospnarzse 3131 JiL ! MCHC 30-38 glaL
3¢TP 1412 L Plalalet Caunt 170-400 10°00
Tzrel Bilbin - 1.0.5 ragldl Platejet EST B 6

Jrea Nitrogan 5.31 myldl Difierentlal Y

Zraahnine 251d maldl MNeutrophais 73 206610650 fat
BUN/Craatinine Ratio ) 4.27 | Bands J

Shogaynorus B 6 2680 mylal, J Lymphocyres 8 690-4500 sl
Slucose 70134 maldl Maonocytes 3 0-840 L,
lalow 36174 mgfdi. Ecsinophi's 4 01200 ful
Corractea Ualowin Basophile 3 0150 L
Vsgresiven 1.9-25 nzgll

Soctium 13¢.154 mégil

“otassium 5.6:8.5 mEg/l, }

Na/K Ratic 27-38 !

Chioride 102.120 Ingg/!. ]

Cholestarol 32-324 mg‘al [

Trigtycerxies £6-261 mydL

Amylase 260-1125 1

SracisicnPgL 24140 uiL

Parcragritis is unlikely, but 3 normal PengsionPer ™ result J0es rot
compiewely exciude pancrasting as a cause for gastrontestinal signs.
CFK i ! 36865 it

Cornment
Hemiysis 1+ Mo significant interferencas

_ Lo 5 O

Test Reguested .. Results ___Retarence Range Units_ e S
ToTaL T4
T4 23.35 Lgfei

URINALYSIS-COMPLETE

Cailection Mstaod
Not Srated
Coler

Appearzrie

Spacific Gravity 1015.1.030

pH 3.5-7.0

Proteln Naegative

Microalbuminunz 83UNG is recomrignded S sediment is in3ctive) to nelp determing the clirical significance o p-oteinurnza.

Ghuccsa Negative

Kelore MNegative

Bitirubin Nag To 1+

Blocd Negative

WBC B 6 23 Hp=

RABC o3 HP=

Casts Ayaline 0-3 LPF

Crystals HEes

Eaclers None Saen HP&

Squamous Esithelia 03 HPF ;
“39e 1 FINAL i BG :

- : €a:v1 8182/60/20

28 3ovd BG
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B6 Hab results 11/30/17-12/13/17

O, 4 ~i “
: B6 i ACusssion No. i B6 :
! B6 i Heceived 101 k!
tmins it ' Reponed 12114/2017 “ 201 A
Doctor! _B6__ |
P&t Nama Species Broad Pat Age  Chart#

- = s s Canina Labiader Hatrieve: } gy N TR RS
Test Requested Results Refarence Range Units
PENRUCHBSTIY | SO SR e St i

“otal Protein 5C-74 ghiL

Albumin 2.7-4.4 grdL

Giobulin 1836 cld_

AiG Qato 08-20

Urea Nitrogen 6-31 myldL

Creatinine B 6 2516 mgel

BUNICreatinine Ratio 4.27

Plosphorus 2580 mgicl

Cawcium 89114 ma’al

Sodium 139-134 mEYL

Potassium 3655 mEjiL

ria/K Rato 27-38

Comman:

Hemaiysis 2+ Lipemia 2+ Ne signifcant intaterence.

23301 FINAL i B6

B6 i B6 | cowvr stezseesze

€8 3ovd
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Diet History Form

Client Diet History Form
Submitted: 02/13/2018

PET INFORMATION

Pet Name

Pet Last Name BG

Pet Species/Breed Dog / Labrador Retriever
Pet's Color Black

Pet's Birthdate [..B6 |

Pet's Sex Male

Spayed or Neutered? Yes

CLIENT INFORMATION

Client Name

Client Address

Client Phone #s

Client Email

Co-Owner Name

Co-Owner Phone
Co-Owner Email

COMSULT INFORMATION

Type of Consult Phone
HCD Being Requested? Yas
Recently diagnosed with congestive heart failure. Taking ' '''''''''''' B é"'"'_'_'_é

86 ;

Follow up appointment with cardiclogist on Feb 21. Would like dietary
Reasons & Goals for Consult recommendations to manage heart disease.

Has also had a history of chronic, intermittent diarrhea. Concern about food
allergies, absorption of nutrients and current medications, sodium intake. Would
like dietary recommendations to mitigate diarrhea and improve gut health.

Attachments

PRIMARY VETERINARIAN INFORMATION

rDVi Name

rDVM Clinic B 6

rDVM Phone

rDVM Fax
rDVHM Email

FDA-CVM-FOIA-2019-1704-011373



Diet History Form

Diet History Form - updated
Agree to Terms

Date Submitted
02/13/2018

Information to Gather

About You, Your Veterinarian(s) and Your Pet

VWhat type of appointment are you requesting?
Phone

Has your pet been seen at Tufts in the last 6 months?
fes

About the Pet Owner

Pet owner name

i _..B6

Pet owner email
show! B6 :
Address

B6

Preferred Phone Type
Mobile

Alternate Phone

Alternate Phone Type
Landline

Is there another phone number you would like to give us in case we can't reach you at one of the
above?
Mo

Spouse/partner/co-owners name
N{A -- husband deceased
Spouse/partner/co-owner's email

Spouse/partner/co-owners phone

How did you hear about our service?

FDA-CVM-FOIA-2019-1704-011374



Diet History Form

- Recommended by your veterinarian

Your Pet's Primary Veterinarian

Primary veterinarian's clinic name

Primary veterinarian‘s clinic fax
Primary veterinarian’s clinic email

Is your pet currently being (or has your pet been) seen by any other veterinarians in relation to her/his
current health issues or other health issues that you'd like to discuss with us?
No

About Your Pet

Pet's name

What is your pet's species?
Dog

Breed
Labrador Refriever

Color
Black

Sex
Male

Spayed/neutered?
Yes

Do you know your pet's exact birthdate?
Yes

_Pet's_Birthdate

What is your pet's current weight
100 lbs

Pounds or kilograms?
lbs

Has your pet gained or lost weight within the past 6 months?

FDA-CVM-FOIA-2019-1704-011375



Diet History Form

Stayed the same

Which category best describes your pet?
overweight

Reason and goals for consultation

= B6

Follow up appointmentwith cardiclogist on Feb 21. Would like dietary recommendations to manage heart disease.

Has also had a history of chronic, intermittent diarhea. Concern about food allergies, absorption of nutrients and
current medications, sodium intake. Would like dietary recomme ndations to mitigate diarrhea and improve gut
health.

Details About Your Pet's Habits

Questions about your pet

Is your pet housed:

- Indoors

Please describe your pet's activity level:
Moderate

Do you have any other pets?
Yes

What are your other pets?
Species How many?

Golden Retriever/German Shepherd/Chow Mix - neutered male, 12yrs 1
Beagle/Rat Terrier Mix -- spayed female, 1.5 yrs 1

Do any pets have access to other pets' food?
Yes

How many people (including yourself) live in your household?
2

Viho feeds your pet?
| do

How many times per day do you feed your pet?
Twice

Does your pet finish all food that is offered?
Most of the time

Does your pet have any difficulty with the following?

Does your pet have any of the following?

- Diarrhea

FDA-CVM-FOIA-2019-1704-011376



Diet History Form

- Food allergies
. Environmental allergies

Please explain about your pet's conditions
Possible food or environmental alergies -- never tested, but suspicious of food allergies because of chronic
intermittent diarrhea

Have you observed any changes in any of the following?

- Defecation
- Appetite

Please explain the changes you have observed

some resolve, then appetite waned and no longer willing to eat rice/beef. Returned to kibbles with chicken, turkey,
ham, cheese, vegetables (spinach, broccoli, peas) - willing to eat, but appetite down from normal. Stools still not
solid regularly.

Have you made any recent changes in diet (last 4 weeks)?
Yexr

Please explain the changes in your pet's diet

Took off kibbles in Dec, restricted to basmati or brown rice and beef, spinachf/broccoli diet -- diarrhea improved but
not completely eliminated. Tolerated for 3-4 weeks, butwaned in interest in eating. Reinfroduced kibbles (Canidae
duck and bison recipies) and readded rice, chicken, cold cuts -- ham, turkey, roast beef, and vegetables. Appetite

improved, but still not normal -- no real desire to eat, approached bow! cautiously, while historically;
ambitious eater. -

He has consistently enjoyed treats despite lack of appetite for meals - primarily True Chews: Premium Grillers,
Premium Chicken |erky, and Milo's Kitchen: Steak Grillers, Chicken Jerky; Old Mother |Hubbard: P-nutter and assorted
biscuits.

Mot sure how much underlying heart disease is causing appefite loss, vs food allergies/Gl issues.

Your Pet's Diet

Do you feed your pet DRY (e.g., kibble} pet food?
Yes

Please list each kind of DRY petfood individual ly

Brand or name AIDARE feE vow ot Fed since (mo/yr)?
serving given?
Canidae LID grain free (duck/bison/wild boar) 1 cup 2x's daily ~ 3-5 yrs
Merrick LID grain free (chx w/sweet pot: buffalo 1 cup 24 daily ~ past year (when not

w/sweet pot; duck w/sweet pot) feeding Canidae]

Do you feed your pet WET (e.qg., canned or pouched) pet food?
Yes

Please list each kind of WET (e.g., canned or pouched) petfood individually

FDA-CVM-FOIA-2019-1704-011377



Diet History Form

Brand or name Amount per serving How often given? Fed since (mo/yr)?
Merrick grain free (misc 1/3 can added to cooked food and s
recipis) kibbles occasionally past year

Do you feed your pet HOME-COOKED food?
Yes

Please list each kind of HOME-COOKED petfood individually

Amount per

Food/Ingredient serving How often given? Fed since {mo/yr)?
: ; ‘ recently as above indicated; e
Rice 1/2 cup (approx) periodically throughout his Iffe throughout his life
Spinach 5-7 leaves 3-6 times per week past 4-5 years
Peas, broccoli, carrots ~ 3Thls 3-6 times per week throughout his life
Pasta ~3 Thls occasionally throughout his life
steak, beef burgers, chicken, turkey, : : s
Kt [ airati s ae cold woisy several pieces (7}  daily throughout his life
cheese (american) 2 pieces almost daily throughout his life
eggs 2-3 liweek throughout his life
Do you feed your pet TREATS?
fes
Please list each kind of TREAT individually
Amount per 2 ; o
Brand or name serving How often given? Fed since (mo/yr}?
True Chews: Premium Grillers, Premium 34 ~3 times/day past year

Chicken |erky

~3 times/day (NOT in addition
Milos Kitchen: Steak Grillers, Chicken Jerky  3-4 to True Chews, but as past year
substitute for)

Old Mother Hubbard Biscuits: P-nutter,

Bacon/Cheese, assorted mix e =2 Umasdy past 16 yads
Bully Sticks 1 ~1-Z2/week past 4-6 years
Other misc dog biscuits 2-3 occasionally past several years

Is there any OTHER kind of food you feed your pet?
Yes

Please list each kind of OTHER petfood individually

Food, brand or name Amount per serving How often given? Fed since (mo/yr)?

table leftovers occasionally entire life

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

herbs, or any other supplements)?
Yes

Please list any dietary supplements
Product Name Amount Frequency

Well and Good: Salmon Oil 2-2.5 tsp daily intermittently throughout life

FDA-CVM-FOIA-2019-1704-011378



Diet History Form

Is your pet receiving any medications?
Yes

Please list your pet's medications

Drug Name Dosage

B6

Do you use food (e.g., Pill Pockets, cheese, bread, peanut butter, etc.) to administer me dications?
fes

Lists foods used to administer medication
What kind? Amount? How often?

Greenies Pill Pockets 8 4 AM/APM = B total per day

Regarding commercial diets (pet foods and treats not made in your home) your pet may have received
in the past, please select the following statement that is most accurate:
| have fed my pet other commercial diets in the past.

Please list all other commercial diets you are not currently feeding but have fed to your pet in the past.

Food Approximate Dates Reason for discontinuing

C_alifurnia Na?:ural {salmon, brown 2008-2011 moved from B6 inot available locally
rice/chx, venison) Nt i

Holistic Select Grain Free (salmon,

duck) 2011-2013 (approx) change to vary diet - no medical reason

Home-cooked Diets

Is a home-cooked diet being requested? (Please note that this option is only available for phone or in-
person consults, not for consults directly with veterinarians.)
Yes

Does your pet have kidney disease?
No

Protein Sources

- Chicken
- Tilapia
- Ground beef

- Egg
- Other

VWWhat is your pet’s other protein source? (Some ingredients may incur additional fees)
turkey

What is your pet's preferred protein?
lately seems to NOT like beef: prefers chicken, turkey, eggs
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Diet History Form

Carbohydrate Sources

. Barley

- Dats

- Potato

- Pasta

- Rice

- Sweef potato
. Other

VWhat other carbohydrate source will your pet eat? (Some ingredients may incur additional fees)
rice (sometimes), pasta, sweet potato (sometimes)-have never tried barley, oats

What is your pet's preferred carbohydrate?
probably pasta, bread (loves pizza crust!)

Medical Records & Test Results

Re quested Items

- Complete blood count, biochemistry profile and urinalysis
- Additional relevant diagnostics (e.g.. urine culture, T4, ultrasound reports)
. Last & months’ medical records or as appropriate (all consults)

Do you have any of the above in electronic format?
These should all be accessable at Tufts; recent treatment there, and fax

VWould you like to upload and attach anything else to this form?
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Nutrition appointment report 2-22-18

Clinical Nutrition Service ’

Foster Hospital for Small Animals -

2on WesiooroRoad ummings

Morth Grafton, MA 01536 ' ‘

Phone: (508) 687-4696 Attn: Nutrition Liaison i i

Fax. 506-8674363 Veterinary Medical Center

www petfoodology.org AT TUFTS UNIVERSITY
vetutrition @tufts edu

Nutrition Consultation

b
Weight: 1027 pounds (46 7 kg)
Body condition score: 7/9
Muscle condition score: Mild muscle loss
Relevant health conditions. DJJ_a_tf:x.:i_ ;;ardl_u_mvma];hy congestive heart failure, chronic intermittent diarrhea
Medications:|

Referring veterin aman_; B6

Diet History:

+ Current diet: Canidae LID Grain Free (duck/bison/wild boar) dry food or Merrick LID Grain Free (chicken,
buffalo, or duck) dry food, Merrick Grain Free wet food

« Treats’human foods: Rice, pasta, various meats, various vegetables, eggs, cheese, table food, True Chew
Premium Grillers & Premium chicken jerky treats, Milos Kitchen Steak Grillers, & chicken jerky treats, Old
Mother Hubbard biscuits various flavors, bully sticks, various other biscuits

o  Supplements: Well and Good Salmon Qil (2-2_5 tsp/day), VetriScience Vetri Mega probiotic, taurine (1000
mg twice daily}

« Medication administration: 8 capsule-sized Pill Pockets/day

Nutritional Goals

+ Complete and balanced diet

+ Adequate calorie intake to maintain body weight between 95-100 pounds (although this is overweight, we
don't want to have him lose weight for risk of losing muscle)

+ Consistent diet to reduce risk for diarrhea

+ Reduced sodium from all sources (diet, treats, table food)

+ Moderate protein

s Easily digestible, avoid high fat

+  Supplements: Taurine, omega-3 fatty acids, L-carnitine, co-enzyme 10

Recommendatiens: .
# I m happwj.r that we were able to talk about' B6 -sdlet to ensure he's gettmg opt\mal m,rtrmon Nutntmn is an

medications, diet, and dietary supplements should be helpful for his hean_

+ Aswe discussed, there's a lot of misinformation about pet foods so I'll only be recommending diets that
meet all the criteria for being of the highest quality and | feel 100% confident about the nutritional levels
and quality: http:/ivetnutrition tufts. edu/2018/1 2/questions-you-should-be-asking-about-your-pets-food/

s My estimate of{ Be idaily calorie needs at his lower activity level is approximately 1300 calories per day.
This is an initial estimate to keep his weight between 95-100 pounds. However, since every dog is an
individual, 1'd like you to weigh him in 2 weeks to be sure he's maintaining his weight. If he's losing weight,
you should increase the amount of food and continue to weigh him, and if he's gaining weight, you should
reduce the amount of food and continue to weigh him. Let me know if you need help adjusting amounts.

o If his heart disease is taurine dependent and his condition improves, it would be ideal for him to
eventually get down to a healthier weight.

s+ The 3 diets I'm recommending are listed below I've listed only dry foods for now. Aswe discussed, we

can always introduce canned food or a home-cooked diet at a later date, if needed. The starting point for
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Nutrition appointment report 2-22-18

cups/day to feed initially is below but please note that this may need to be adjusted to maintain his goal
weight of 95-100 pounds. The total daily amount should be divided into 2 meals, as you've been doing:

Caloriesfcup Cups/iday
Purina DRM Naturals (dry)* 418 3
Roval Canin Mobility Support JS (dry)* 324 3
Nutro Ultra Adult Weight Management (dry) 341 3y
*Diets with an asterisk are ones that must be purchased from{___B6____ior, if not available, from an online pet food

store (eg. Chewy.com)with a prescription or approval. The Nutro dief is available over-the-counter.

« | would make the diet change first before adding any additional supplements so that we're only making 1
change at a time. Introduce the new diet gradually over 5-T days to avoid gastrointestinal upset, since Riley
seems to have a somewhat sensitive gastrointestinal tract.

+ The Purina and Royal Canin diets have enough fish oil in them that you don't need to add any additional
fish oil to his diet. If you select the Nutro diet, you should supplement that with fish oil (see below).

Supplem ents:

« Unfortunately, there is little requlation of supplements for people or animals (safety, effectiveness, and
guality control do not have to be proven for them to be sold), and some of these products may be harmful
rather than helpful. Therefore, | am very selective when it comes to recommending specific supplements
that have undergone independent quality control testing. Looking for the USP logo or using
Consumerlab.com is very helpful for finding products with independent testing of quality.

« While we're starting a new diet, continue the taurine and probiotic (you can introduce the new brand of
taurine below when you're out of the current taurine from Tufts). Once he's transitioned over to the new
diet, you can start introducing the other supplements — 1 at a time. | would go in this order: L-carnitine, fish
oll, then co-enzyme Q10. Allow about 1 week between each new supplement to be sure he's tolerating it.

¢+ Taurine and L-camitine: Because of our concern for taurine deficiency and the potential for some benefit
from L-carnitine supplementation in addition to taurine, | think it makes sense to give him both taurine and
L-carnitine. Brands with good quality control are below.

o Taurine. Solgar, Twinlab, Swanson, and GMNC brands. The one we talked about and is easy to find
is: Twinlab Mega Taurine 1000 mg capsules. Y ou can open the capsule and add the powder to his
diet, mix it in a little yogurt or applesauce (see below), or give the capsule in part of a Pill Pocket.
You should continue to give him 1000 m g twice daily.

o L-carnitine: Solgar, Country Life, or Jarrow brands. His dose would be 2000 m g twice daily.

o We have some additional information on these supplements on our HeartSmart website:
http:/vet tufts edu/heartsmart/diet/important-nutrients-for-pets-with-hear-disease/

«  Omega-3 fatty acids: Fish oil, which is high in the omega-3 fatty acids, EPA and DHA, can have modest
benefits in reducing inflammation, maintaining muscle mass, reducing abnormal heart rhythms, and
improving appetite. The Purina and Royal Canin diets above contain sufficient omega-3 fatty acids but if
you decide to give him the Nutro diet, | recommend providing additional fish oil. Fish oil brands with
independent testing re on our HeartSmart website: http:/fvet tufts edu/wp-content/uploads/omega-
3_supplementation pdf. Since you prefer the liquid, a good option is the Welactin Canine Liquid. His dose
would be get 2 scoops per day of this product.

s+  Co-enzyme Q10 Thisis the lowest priarity of the supplements but has been shown in people with DCM
(not dogs) to have some benefits. His dose would be 100 mg twice daily. Options for brands with
independent testing of quality are: Spring V alley (Walmart) CoQ10 100 mg, GNC CoQ-10 100 mg, or CVS
Health CoQ-10 100 mg.

+ Probiotic. Continue the VetriScience probiotic for now. If he's doing ok with his diarrhea, we can consider
discontinuing this supplement in the future. If we find he continues to have diarrhea episodes, we may want
to try a different brand of probiotic.
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a lot between all the medications and supplements! The heart medications are the most important for him
so if we need to adjust some of the supplements, we can definitely do that.

Treats:
* | recommend discontinuing all of the current treats, bully sticks, and jerky treats. I'm concerned about their

FDA-CVM-FOIA-2019-1704-011382



Nutrition appointment report 2-22-18

sodium content, but also health risks from the bully sticks and jerky treats. Some good treat options that
meet our nutritional goals are listed below. Cur goal is to limit his calories from treats and human foods to
about 150 calories/day so that we're sure he's getting enough of the nutritionally balanced dog food.

Hill's Ideal Balanc & Regional Delights with Pacific Style Salmon & Sweet Potato treat 30 calories
Hill's Science Diet Soft Savories Beef & Cheddar or Chicken & Yogurt treat 25 calories
Hill's Ideal Balanc e Oven-Baked Naturals with Chicken & Apples freat 24 calones
Hill's Ideal Balanc e Soft-Baked Maturals with Chicken & Carrots, Duck & Pumpkin, or

Beef & Sweet Potato treat 12 calones
Hill's Science Diet Grain Free treat with Chicken & Apples Treat 9 calories
Royal Canin Veterinary Diets Original Dog Treats (can be ordered on Amazon) 5 calories

Please avoid cheese deli meats, rotisserie chicken packaged rice or vegetables Wlth seasomng or
sauces, and other high sodium foods. Our goal is to limit his calories from dog treats and human foods to
about 150 calories/day so we're sure he's getting enough of the nutritionally balanced dog food. To give
you an idea of calories in some of the foods you've been feeding, I'm providing approximate calories below:

Chicken breast, cooked (1/4 cup): 60 calories

White rice, cooked (1/4 cup). 60 calories

Pasta, cooked (1/4 cup) 60 calories

Egg. cooked (1 large). 95 calories

Sweet potato, baked (1/2 medium ): 50 calores

« Youcanfeed as many non-starchy vegetables as you'd like (e.g., carrots, green beans, cucumbers,
tomatoes, broccoli, green peppers, etc). Avoid macadamia nuts, avocado, garlic, onions, grapes, raisins,
and other foods known to be toxic to dogs.

+ Store-bought chicken broth. Low socium broths are still too high in sodium for{ Be | (or, if they're low
enough, they contain onion which can be toxic to dogs). | recommend cooking the chicken or other meat in
the microwave or stewing m a crock pot with water or fresh or canned tomatoes (if you use canned
tomatoes be sure they say “no salt added”).

«  Togive! isomething to chew and to keep him mentally stimulated, you an put some of his daily
allotment of dry food into a Kong toy (https:/www_kongcompany comiproductsfor-dogs/rubber-
toysiclassic-rubber-toys/classic/) that is frozen with a little water mixed in, and or feed his meals from a
puzzle feeder (many different options available on Amazon).

Medication Adm inistration
+ Dogtablet sized Greenies Pill Pockets are relatively low in sodium (just be sure to avoid Duck and Pea
flavaer which is high in sodium) but try to limit the total to 4/day. You can also use the dog tablet-sized Pill
Pockets or the cat Pill Pocketsif those are easier (or less expensive).
+ |n addition to Pill Pockets, you can also insert medications into one of the following foods:
o Low-sodium canned pet food (I can give you some specific foods if you want to try this option)
o Mini marshmallows
o Fruit such as melon or berries (avoid grapes)
o Peanut butter (labeled as "no salt added”)
= Yogurt. Lookfor yogurts that do not have artificial sweeteners and contain less than 60 mg sodium
per serving. A good brand is Chobani blended yogurts (avoid flavors with chocolate)

Follow Up:

+ Please weight!_B6_!in 2 weeks to be sure he's maintaining his weight within our goal range of 95-100
pounds. This will help us determine if we need to adjust his food at all.

+ Monitor his stool. I'm attaching afecal chart so you can keep track of hisfecal score as we change diet
and gradually add supplements. I'm hoping that a more consn'stent and eae.il'j'r digestible diet, as well as

an |mpr0vement in his heart functlon[
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Nutrition appointment report 2-22-18

Sincerely,

LisaM Freeman, DVM, PhD DACVMN
Professor, Clinical Nutrition
508-887-4696 (telephone)
vetnutrition@tufts edu (email)

www. petfoodology.org
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, .............. SET
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Frisiry : B6 :

Sent Tuesday, March 06, 2008 10:23 AM

Tot B -

Subject: PLEASE FORWARD TII}ILBG

disrress uponmy returm home Thursday 3.1 7 9pm.. Primadily bis resting breathing rate had gone up from ™ 2730 the
davprior toaver 6

Brotosol after consult with you the next morning was as follows:
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fate T apv | B6 Umyl | TotalDaily Dosnge|Notes
3.1.48 Jarn
(Thursday}- travelday B6 | |7om
Iopmi
F.218 &30am
(Eriday) Brdlarm
Phiabamy
2:30pin
300
Fralom
S:300im
3.3.48 Fi3lam
iSaturday} Sii5am
103 0em
12480m
D300
Z000m
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{Mionday) 9:00arm
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B 4300
“ . :00pm
e Toh0E
3518 Fi0am
(Tuesday} SASam

:'On the-evening of 3.4 (Sunday), | felt 2 protruding object aiung{__,@é,_i‘s gumline when petting the nutside of his muzzle.

Upen inspection, Tdiscovered a significant 4 of splinters embedded betwaen his fwo back molars and up into the gums

onboth sides af his mouth. They looked incredibly sore, gums wera bleeding

and irritated: Muoch wood was visible lodged into the upper gums and protreding onto the teeth, Lwas able 1o reémove
2ll ofthe visible debris from both sides using bweezers, Tloss,

and a dental water pik, flushed with saline sofution, but amunsure about what debris may rérmain bengath the gumiing,
:;rmar tooth rootsand/or have migrated.

I
}
i
|
!
i
|
¥
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saft ﬁmds singethis time.

Hizgeneral demeanor seems calmer and Rappisr. Fam left wondering if the bn lateral eye discharge have beer sesing
aver the past weeks, aswell as areduction inappetite

Is in part due to these forelgn objects a8 well as heartdisease, and am suspicious about the impact of these foreien
bodies on fis oversll breathing/sinus sounds and ability o move air through his nasal passages.

1 also am wery concerned abaut my abifity to keep these sreasciean and free of debris. Itseems that without dental
extraction, these will prove to be continual food and debris traps,

and{ Be | lobsessively &1 chews oristicks every day be s on s wallk - 1t s impossible to kesp him from doing so. &
seems he has periodanialdiseass in this region,

and Ldo not know whether debris has migrated inte the sinus cavities or elsewhere. L canwater picthe areas In the
shiosterterm, which will helpto flushidebris out following walks and meals,

but {de concerned that this may only Irritate the pums further, prove difficult to sustain over time, snd perhiaps not

adiiress an underlying dental or sinus problem.

| realize his heart health is of primary concern and you are uncertain hecan withstand anesthesia in hiscurrent'state. |
would Jike to discuss what options we might together explors 1o address

i..Be_jdental health issues; as Tam concerned about the possible contribution of bacteria to hs heart disease, Fnotthe

....... -

causative agent; Dwould ke to try and eliminate any additional burdernson s beart,

Fweare able 1o radiopraph his neck/mouth/sinuses without sedating hirg, Dwould be hapoy 1o help you restrain him,
hgve done many radiographs on dogs inmy past asa vet tech, and would really ke 1o try and get a better picture of
whal is going on in this regior:

ﬁtvaur eariiest cur‘svemence, Fyoucou d give mes ca Ito'distuss; Hwould be most gratetul. Thankyou very kindly far

Yery kindly, BG E

This email has been checked for viruses by Avast antivirus software,
avast , i
vy gvastoom
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Reported 04/06/2018 02:45 AM

SN e DR NAN R Species  Breed Sex PetAge Chart#
! Caning  Labiadoi Rebigver  Chd a'r N
Resuits Rafaranca Range  Units T
RENAL CHEMISTRY
Total Protein 3074 gldo
Aiburmnin 27-44 g/d.
Globulin 16-3.6 g/d.
A'G Rato D820
Urea Nitrogen 8.31 mg/dL
Creatinine B 6 2516 mglel
BUN/Creatinine Ratlo 4.27
Phosphorys 2580 mglel
Caleium 39114 mg/ol.
Sodium 130-154 mEq/L
Potassium 38655 meg/L
NalK Ratlo 27-38
Comment

Hemelvsis 14, | Lipsmia 2+ No sigrificant intedarence
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;; B6
Sent: 1/14/2019 10:08:36 PM

Subject: Taste of the Wild Sierra Mountain dry: Lisa Freeman - EON-376361
Attachments: 2061171-report.pdf; 2061171-attachments.zip

A PFR Report has been received and PFR Event [EON-376361] has been created in the EON System.

A "PDF" report by name "2061171-report.pdf" is attached to this email notification for your reference. Please
note that all documents received in the report are compressed into a zip file by name "2061171-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-3763601

ICSR #: 2061171
EON Title: PFR Event created for Taste of the Wild Sierra Mountain dry; 2061171

AE Date 01/02/2019 Number Fed/Exposed | 7
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Retriever - Golden

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2061171

Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain dry

Description: Eating Taste of the Wild Sierra Mountain since June 2018 (Acana Heritage Poultry before that).
This diet was fed to multiple dogs - have not screened other dogs yet so unknown whether they are also affected.
Echo showed reduced contractility and mild left atrial enlargement. BNP and troponin mildly elevated, troponin

= B6 | Taurine WNL (___B6 ) Changing to Pro Plan Sensitive Skin/Stomach dry and will recheck in 3

months
Submission Type: Initial

FDA-CVM-FOIA-2019-1704-011403



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

Number of Animals Treated With Product: 7

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-376361

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=393370

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

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

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

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

To: Peloquin, Sarah

CcC: Jones, Jennifer L

Sent: 4/25/2019 5:41:30 PM

Subject: RE: FDA Case Follow-up for EON-380848 / EON-385681
Hi Sarah

Unfortunately, we didn't actually find out until after the fact so we didn't get a necropsy.
We're going to start informing owners when they enroll in the study that we'd like to get a necropsy so they're

prepared for this in the future
Sorry
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: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

Sent: Thursday, April 25, 2019 1:37 PM
To: Freeman, Lisa <Lisa.Freeman@tufts.edu>

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: FDA Case Follow-up for EON-380848 / EON-385681

Good afternoon Dr. Freeman,

Thank you,
Sarah

Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

e-mail: sarah.peloguin@fda.hhs.gov

me FOOD & DRUG . v .

ol B B B0 L 0T

| (boxer, EON-380848/385681) after he
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From: Peloquin, Sarah </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8607f880df2b494aa639e6d9a3874132-Sarah.Pelog>

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

Sent: 4/25/2019 5:43:08 PM

Subject: RE: Wellness Complete Health Fish and Sweet Potato dry: Lisa Freeman - EON-385681

FYI, no necropsy was performed on this one per Dr. Freeman.

Sarah Peloquin, DVM
Veterinary Medical Officer
tel: 240-402-1218

From: Rotstein, David

Sent: Monday, April 22, 2019 11:12 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah
<Sarah.Nemser@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Peloquin, Sarah
<8arah.Peloquin@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: FW: Wellness Complete Health Fish and Sweet Potato dry: Lisa Freeman - EON-385681

Forwarding this on because the dog died or B6 and unsure of necropsy status

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

DRUG

H iwm

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

Sent: Monday, April 22, 2019 11:09 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Cleary, Michael * <Michael. Clearv@fda hhs.gov>; HQ Pet
Food Report Notification <HQPetFoodReportNotlflcatlon@fda hhs gov>;i ;

A PFR Report has been received and Related PFR Event [EON-385681] has been created in the EON System.
A "PDF" report by name "2066093-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 "2066093-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

FDA-CVM-FOIA-2019-1704-011413



EON Key: EON-385681
ICSR #: 2066093
EON Title: Related PFR Event created for Vellness Complete Health Fish and Sweet Potato dry; 2066093

AE Date 02/22/2019 Number Fed/Exposed | 2

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Died Other
Breed Boxer (German Boxer)

Age B6 ears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2066093

Product Group: Pet Food

Product Name: Wellness Complete Health Fish and Sweet Potato dry

Description: Arrhythmia dx at RDVM July 2018 (had been "wheezing") Started wheezing again 1 week before
admission. Diagnosed with DCM, CHF, and ventricular tachycardia 2/22/19 Was fed Wellness diet until 6/2018
then changed to Royal Canin Boxer (current diet). Taurine and troponin pending Owner has another Boxer

Submission Type: Followup

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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Wellness Complete Health Fish and Sweet Potato dry

This report is linked to:
Initial EON Event Key: EON-380848
Initial ICSR: 2063189

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner.information

B6 .

FDA-CVM-FOIA-2019-1704-011414



To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-385681

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=08&issueType=10100&
issueld=402809&parentlssueTypeld=12

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@fda hhs.gov immediately.
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-
SARAH.PELOQ>

To: Freeman, Lisa

CcC: Jones, Jennifer L

Sent: 4/25/2019 5:42:41 PM

Subject: RE: FDA Case Follow-up for EON-380848 / EON-385681

No problem, just wanted to double check.

Thank you!
Sarah

Sarah Peloquin, DVM
Veterinary Medical Officer
tel: 240-402-1218

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

Sent: Thursday, April 25, 2019 1:42 PM

To: Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>

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

Subject: RE: FDA Case Follow-up for EON-380848 / EON-385681

Hi Sarah

Unfortunately, we didn't actually find out until after the fact so we didn't get a necropsy.

We're going to start informing owners when they enroll in the study that we'd like to get a necropsy so they're
prepared for this in the future

Sorry

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: Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>

Sent: Thursday, April 25, 2019 1:37 PM

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

Cc: Jones, Jennifer L <Jennifer.Jones@ida. hhs. gov>
Subject: FDA Case Follow-up for EON-380848 / EON-385681

Good afternoon Dr. Freeman,

| hope you are well. Was a necropsy performed on B6 i(boxer, EON-380848/385681) after he
passed away athome oni B6 i? Or, do you know if his body has already been buried/cremated?
Thank you,

Sarah
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Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

e-mail: sarah.peloguin@fda.hhs.gov

[ Bl 006 13T B 0
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UNIVERSITY OF CALIFORNIA, DAVIS

BERKELEY ¢ DAVIS ¢ IRVINE ¢ LOSANGELES ¢ MERCED <« RIVERSIDE <+ SANDIEGO < SAN FRANCISCO SANTABARBARA + SANTA CRUZ

STERN CARDIAC GENETICS LABORATORY
JOSHUA A. STERN, DVM, PHD, DACVIM (CARDIOLOGY)
sterngenetics@ucdavis.edu; August 9, 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 in Golden Retrievers.

3. The most recently published reference on normal 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: <200nmol/mL
o Low plasma taurine: <60nmol/mL

References:

Kramer GA, Kittleson MD, Fox PR, Lewis ], Pion PD. Plasma taurine concentrations with normal dogs and in dogs with heart disease. ] Vet
Intern Med 1995;9:253-258.

Belanger MC, Ouellet M, Queney G, Moreau M. Taurine-deficient dilated cardiomyopathy in a family of golden retrievers. ] Am Anim Hosp
Assoc 2005;41:284-291.

Kittleson MD, Keene B, Pion PD, Loyer CG, MUST Study Investigators. Results of the multicenter spaniel trial (MUST): taurine- and
carnitine-responsive dilated cardiomyopathy in American Cocker Spaniels with decreased plasma taurine concentration. ] Vet Intern Med
1197;11:204-211.

Backus RC, Choen G, Pion PD, Good KL, Rogers QR, Fascetti A]. Taurine deficiency in Newfoundlands fed commercially available complete
and balanced diets. ] Am Vel Med Assoc 2003;223:1130-1136.

Fascetti A], Reed JR, Rogers QR, Backus RC. Taurine deficiency in dogs with dilated cardiomyopathy: 12 cases (1997-2001).] Am Vet Med
Assoc 2003;223:1137-1141.

Freeman LM, Michel KE, Brown D], Kaplan PM, Stamoulis ME, Rosenthal SL, Keene BW, Rush JE. Idiopathic dilated cardiomyopathy in
Dalmatians: nine cases (1990-1995).] Am Vet Med Assoc 1996;209:1592-1596.

Delaney SJ, Kass PH, Rogers QR, Fascetti A]. Plasma and whole blood taurine in normal dogs of varying size fed commercially prepared
food. ] Anim Physiol a Anim Nutr 2003;87:236-244.

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. If a single testis submitted the Stern Lab recommends that whole 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.

Page 1 of 3
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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 If DCM 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.

¢ [fan 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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Diets of Concern & Choosing a diet

The FDA alert called attention to several dietary ingredients that should be considered when
evaluating whether your pet is at risk (for example legumes like peas and lentils, white or sweet
potatoes). These findings were largely recapitulated in our 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 listed ingredients on the dog food bag. Additionally, we noted a 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 a diet that does not contain the concerning components listed above
¢ Choose a diet that meets the WSAVA Global Nutrition Assessment Guidelines published as
consensus by veterinary nutritionists from around the world:

o https://www.wsava.org/WSAVA/media/Arpita-and-Emma-editorial /Selecting-the-

Best-Food-for-your-Pet.pdf
¢ FDA alert found here:

o https://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm613305.htm

Choosing a taurine or l-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 I-
carnitine supplements. Based upon this publication our laboratory recommends the following
supplements as those meeting our quality criteria. (Bragg et al. 2009 | Am Vet Med Assoc; 234(2))

Tested taurine supplements that test within 5% of stated contents and if applicable disintegrated
within 30 minutes

*  Mega taurine 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 disintegrated
within 30 minutes

*  L-carnitine 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. If DCM is diagnosed we typically recommend
dogs over 501bs receive 1000mg of taurine every 12hrs and dogs under 501bs receive 500mg of
taurine every 12hours. We recommend L-carnitine at a dose of ~50mg/kg orally with food every
8hrs. 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://www.fda.gov/animalveterinary/safetyhealth /reportaproblem /ucm182403.htm

Additional questions or comments:
sterngenetics@ucdavis.edu
This document last updated: Aug. 20, 2018

Page 3 of 3
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Amino Acid Laboratory Sample Submission Form L
Amino Acid Laboratory, 1089 Veterinary Medicine Drive, Davis, Ca 95616 "T'ﬁi\gﬁ?ﬁi'gﬁr‘;é;&m
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: i -

Address: 200 Westboro Road, North Grafton MA 015369

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

Telephone: _508.887-4669 Fax: __508-839-7936

Billing Contact: ! B6 Email: | B6 L

Billing Contact Phone:]  B6 Tax ID:

Patient Name: BG Species: _ CAMNNE

Breed: Gb)QC«(V Owner’s Name: __ B6

Current Diet: C &9)\6@

Sample type: asma Whole Bloo Urine Food Other

Test: @omplete Amino Acids  Other:

Taurine Results (lab use only)

Plasma: | B6 Whole Blood: | B6 |  Urine: Food:

Plasma (nMol/ml) Whole Blood (nMol/ml)
Normal Range | No known risk | Normal Range | No known risk
for deficiency for deficiency

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

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

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

CARDIOLOGY SERVICE UPDATES: DOG FOOD & DILATED CARDIOMYOPATHY

The Cardiology Service has developed this document in response to the alerts from the FDA. These alerts identify an
associated risk for some grain-free diets containing certain ingredients (legumes like peas, pea components, lentils; white
potatoes, sweet potatoes) and a diagnosis of dilated cardiomyopathy (DCM). The links provided throughout this document
can be copied and pasted to obtain additional information.

FDA Alerts found here:
https://www.fda.gov/AnimalVeterinary/NewsEvents/CVMUpdates/ucm613305.htm
https://www.fda.gov/AnimalVeterinary/ResourcesforY ou/AnimalHealthLiteracy/ucm616279.htm

What is Dilated Cardiomyopathy (DCM)?

DCM is a heart muscle disorder that results in a weak pump function and heart chamber enlargement. In the early stages of
this disease pets may appear totally healthy with no apparent clinical signs. Later in the course of this disease, dogs may
have a heart murmur, an arrhythmia (irregular heart beat), collapse episodes, weakness or tiredness with exercise, and even
trouble breathing from congestive heart failure. While there are some breeds of dogs (like Dobermans) that have a genetic
predisposition to development of DCM, there are also nutritional factors that may resultin this disease.

What should | do?
If you are feeding a diet of concern based upon the FDA alert we recommend that you consult with your veterinarian or
veterinary cardiologist. We provide 4 general points for guidance below:

1. An initial step is to consider whether you are willing or interested in performing additional testing to assess whether
your pet is affected with DCM. If you believe your dog is at risk, showing any of the aforementioned clinical signs or would
prefer to simply rule out any heart disease, we recommend that you first have your pet’s taurine levels tested (both whole
blood and plasma levels) as well as seek an echocardiogram by a board-certified veterinary cardiologist. Low taurine levels
are associated with development of DCM in dogs and are sometimes a component of this current issue.

Information on taurine testing can be found here: https://www.vetmed.ucdavis.edu/labs/amino-acid-laboratory

2. At this time, diet change is recommended when possible and should be considered regardless of the results obtained
from any testing. You can consult with your veterinarian in selecting a new diet that avoids the ingredients of concern listed
by the FDA. When selecting this diet, we recommend that you choose a diet that is manufactured with rigorous quality
control measures and research behind the formulation. A way to ensure that your diet meets these recommendations is to
follow the following guidelines that were generated by a large number of the world’s leading experts in veterinary nutrition.

Food selection guidelines found here:
https://www.wsava.org WSAVA/media/Arpita-and-Emma-editorial/Selecting-the-Best-Food-for-your-Pet.pdf

3. If your pet is identified through testing to have a low blood taurine level or evidence of DCM by echocardiogram, we urge
you to report this information to the FDA.

FDA reporting guidelines found here: https://www.fda.gov/AnimalVeterinary/SafetyHealth/ReportaProblem/ucm182403.htm

4. Work with your veterinarian(s) to determine the best course of action and medical treatments if indicated. In the case of
a DCM diagnosis, diet change alone may not be sufficient and additional medications may be prescribed.

Please continue to monitor the FDA website and the UC Davis School of Veterinary Medicine Newsfeeds for updates and
recommendations regarding this issue.

FDA-CVM-FOIA-2019-1704-011433



NC State College of Veterinary Medicine

Veterinary Cardiac Genetics Laboratory

1060 William Moore Dr., RB 326 To request swab collection kits, please visit:
Raleigh, NC 27607 https://cvm.ncsu.edu/genetics/cheek-swab-request/
vegl@lists.ncsu.edu

(919) 513-3314

Boxer Arrhythmogenic Right Ventricular Cardiomyopathy (ARVC) Testing

Arrhythmogenic right ventricular cardiomyopathy (ARVC) is a fairly common form of heart disease in the boxer dog. It is inherited
and our laboratory has identified a mutation responsible for the gene in some boxers. However, it should be noted that in human
beings with the same disease, there are many different genetic mutations which can cause this disease. We do not yet know if this is
the only mutation in the boxer or if there will be many different mutations. Please keep in mind that we are continually learning
about this disease and recommendations will be altered as we obtain more information.

Owner Name: B6 | Boxer ARVC Result: Negative

Dog’sName:EL B6 ID#: | B6 |

Below is an explanation for each possible test result so you can better understand all the possible results
and make informed breeding decisions:

Negative dogs have two copies of the normal, unmutated gene. The absence of the mutation in
Negative: a dog does not mean that it will never develop the disease. It means that it does not have the
only known mutation that can cause ARVC in Boxers at this time.

Positive Heterozygous dogs have 1 copy of the mutated gene and 1 copy of a normal gene.
Positive Dogs that are positive heterozygous should be carefully evaluated for signs of disease (Holter
Heterozygous: monitor and possibly an echocardiogram). If an arrhythmia is detected, possible treatment
options should be discussed with your veterinarian.

Adult dogs that do not show signs of disease and that have other positive attributes could be
Breeding bred to mutation negative dogs. Puppies may be screened for the mutation and over a few
recommendations: | generations, mutation negative puppies may be selected to replace the mutation positive
parent and gradually decrease the number of mutation positive dogs in the population.

Positive Positive Homozygous dogs have 2 copies of the mutated gene. Dogs that are homozygous for
Homozygous: the mutation appear to have more significant disease.
Breeding We recommend not breeding the homozygous dogs. Dogs that test positive homozygous will

recommendations: certainly pass on the mutation to their offspring.

As always, breeding decisions should be made carefully. Removal of a significant number

of dogs from the breeding population could be very bad for the Boxer breed. Remember

that dogs that carry this mutation may also carry other important good genes that we do
not want to lose from the breed.
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From:

To:

Sent:

Subject:

Attachments:

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

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

B6

3/20/2019 9:44:47 PM

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

2064340-report.pdf; 2064340-attachments.zip

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

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

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

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-382884

ICSR #: 2064340

1

EON Title: Related PFR Event created for CANIDAE® ALL LIFE STAGES CHICKEN MEAL & RICE
FORMULA DRY DOG FOOD; 2064340

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

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

Product information

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

Submission Type: Followup

FDA-CVM-FOIA-2019-1704-011440



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

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 1

Lot Number or | Best By

Product Name 1D Date

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

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

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-382884

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=399982& parentlssueTypeld=12

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

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

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

FDA-CVM-FOIA-2019-1704-011441



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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Client}__B6__ ¥ Fetienf __B6___}

IDEXX VetConnect 1-885-433-9987

— D‘al#'_ TUFTSUNIVERSITY
Patienti B6 | Requisition#: 1A __._._._. g 200 WESTBORO RD
Spa:im"f.ﬁN’iNE; Accesion # BG : NORTH GRAFTON, Massachusetts 01336
Breed: DOBERMAN_PINSCH Ordered b_\{_ _________________ i 508-339-5385
Gender: MALE
Age:3Y Account #38533

CARDIOPET proBNP- CANINE

0 - 900 pmalL I'II(}HE B6

CARDIOPET proBMP
- CANINE

Comments:

Pagelod 1

FDA-CVM-FOIA-2019-1704-011454



From:

To:

Sent:

Subject:

Attachments:

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

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

B6

3/20/2019 9:20:46 PM

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

2064335-report.pdf; 2064335-attachments.zip

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

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

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

and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-382878

ICSR #: 2064335

1

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

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

Breed Doberman Pinscher
Age {_B6_iYecars
District Involved | PFR-New England DO

Product information

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

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

Number of Animals Treated With Product: 3

Number of Animals Reacted With Product: 1

Lot Number or | Best By

Product Name 1D Date

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

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

Sender information

Lisa Freeman

200 Westboro Rd

North Grafton, MA 01536
USA

Owner information

B6

USA

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-382878

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=399976& 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 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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Pet's name: |

1,

CARDIOLOGY DIET HISTORY FORM

Please answer the following questions about your pet

B6

" Be__|

Owner's name ;

Today's daié

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

Example: Poor

|

Excellent

Poor

Excellent

Have you noticed a change in your pet's appeti
DEats about the same amount as usual
OSeems to prefer different foods than usual OOther

|
|

Eats less than usual

over the last 1-2 weeks? (check all that apply)

OEats more than usual

Qyer the |ast few weeks, has your pet (check one)
Lost weight DOGained weight

OStayed about the same weight DDon't know

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

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

Food (include specific product and flavor) Form Amount | How often? Dates fed
Nutro Grain Free Chicken, Lentil, & Sweef Potalo Adult dry T %cup Zx/day Jan 2016-present
85% lean hamburger microwaved Joz 1xAveek June -Aug 2016
Pupperoni original beef flavor treat ¥ 1x/day Sept 2078-present
Rawhide - freal 6 inch twist 1x/week Dec 2018-prasent

Conidag AVTLEe Shaqd > - My Pephova Formvla adeg—  [2-250p5 | ZalAay | 2015 - present

Candoy GrvnTesy Volp wet 2-3thsp [\-2x7da] | 2016 - Present

PO Dong SeltCnewy - Begl s het Wl gnen roent \ beiday | 7ms - peesent
RitCo Uedt baC . eat [ 1 cfay acis - present

Choap el Tu¥ed Liwe? + CoanietiiéS ireat 2-% -Tdday  |2000- Pregent

Table Sraps peldog T | 2008 pregar |-

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

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

supplements)? OYes @No If yes, please list which ones and give brands and amounts:
Brand/Concentration Amount per day
Taurine OYes ONo
Carnitine OYes ONo
Antioxidants OYes ONo
Multivitamin OYes ONo
Fish oil OYes ONo
Coenzyme Q10 OYes ONo
Other (please list):
Example: Vitamin C Nature's Bounty 500 mg tablets — 1 per day

3. How do you administer pills to your pet?
O | do not give any medications
?fput them directly in my pet's mouth without food
1 put them in my pet's dog/cat food
? put them in a Pill Pocket or similar product

I put them in foods (list foods):_{nzgse , A Clevent wipats
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1,

CARDIOLOGY DIET HIBTORY FORM
Please answer the following questions about your pet

255 Aot s o o2 ot

Owmers name B 6 Today's daile ; B6 L

How would you assess your pefe sppetite? (mark the point on the line Selow that best tepresénts Your pal's appelite)

Exgrnple: Poor § . Exceolient

Paor ’ 4 E;&seﬁieriﬁ

g

Have you noliced & change Zryour pel's appetite over the last 1-2 weeks? (check all that applyy
CiEals aboul the same amount as usual Eats lasy than usuat Cizsts more fhan ysusl

Esems tc;;rafer gifferent fonds than usual  EIQther

Oyér the last fow weeks, has your pet (chedk ong)
Stostweight UGaspedweight  [IStayed about the same welght TiDon know

Pinase istbelow ALL pekffeeﬁs, peopie food, treats, snack, dental chews, rawitdes, and any other feod e thet your pet
ciffehlly eats. Please include the brand, specific produt, and fiever 56 we know exaclly what you pet is eating.

Examples are-shown in thetable ~ piease provids enough detall that we coudt go to the store and buy fhe exact zame food,

Food {include specific product and flavor) Form fmount Howoften? | Fedsines
Nutro Grain Freg Chiglen, Lentl, & Sweel Folato Adull e 1 Heup Jen 2018
855 jean hamburger ) ficrowaved 7 4 Jan 2018
Funperant orignal Leel Havor froaf Aug ZUTS
Fawhide L lreal Dog 2015

nviaf Al Steaci ot it dgis

T A

MG an, et e ST in tolnenerko Silimeey

B I ‘ B e
gy £ X M + feanined Tat TE

“Amy addibonal diel inforrnaiion car b isted on the back of this sheet

Do you give sy dlstary supplements fo your pet {{Q:fﬁexampie: viamins, ghmosaming, fatly acids, or any other

sipplements)? IYes ONo  Hyes, pleaselist which ones and-give brands and amounty’

Brand/Conceniration Fnount perdey
Taurine E{Y&s £iNg 2 vwitte e fag
Carnitine BYes CiNe
Artioxdidants EfYes LNo
MAultivit O¥es Do
Fish ol EYes o

Coenzyme (110 LiYes DiNo
Cther {please sty
Exarnple: Wamin C Natum's Bows 800 g fablets — 1 perday

How do vou sdminister pif
£} do not give any mg
Bt put them directly it rmy pet's mouth without fooc

O Uput them In my pat's doglzat food
L3 putthes ina Pl Pocket ar similar produst

£ tputthem in foods (list fodsy
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UCDavis Taurine Panel

(o,

i) >
7155 W& (D
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 i

Clinic/Company Name: :

Address: 200 Westharo Road, North Grafton MA 015369

Email: _ Clinpath@tufts.edy ¢ 2fdiovet@tufts.edu

Telephone: _sna.837-4689 Fax: __ 508 R30-7038

Billing Contact: { __ B6 | Email:] B6 L
Billing Contact Phone? | B6 i Tax ID:

PatientName:| ___B6 | Species: CAv VS

Breed: 15 Bc2mAL) Owner’s Name:g ............. B6 ‘E

Current Diet : & AN DA S
el

sample type: < Plasma Whole Blo Urine Food Other

Tes@ Complete Amino Acids  Other:

Taurine Results (lab use only)

Plasma: | B6 | Whole Blood: | B6 | Urine: Food:
Plasma (nMol/ml) Whole Blood (nMol/ml)
Normal Range | No known risk | Normal Range | No known risk
for deficiency for deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 J‘ 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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Texas A and M Troponin

NN N, Gastrointestinal Laboratory
% Dr. J.M. Steiner

P — & Department of Small Animal Clinical Sciences
?‘.;\. W-) 5 Texas A&MUniversity
%, N, & 4474 TAMU
Verppma® College Station, TX 77843-4474

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

i B6 : Phone:
Tufts University-Clinical Pathology Lab Fax:
Atinl B8 T i .
200 Westboro Road SIS A
North Grafton, MA 01536 Owner Name:
1S, Species:

Date Received

508 587 4669
9508 839 7936

B6

Canine
Mar 06, 2019

Tufts University-Clinical Pathology Lab
Tracking Number:

Test Result Reference Intemval ASSE! Date
Ultra-Sensitive Troponin I Fasting P Be___ | <0.06 03/06/19
Comments:

Gl Lab Contact Information
Phone: (879) 862-2861 Emai
Fax: (979) 662-26864

I: gilab@cvm tamu.edu
vetmed tamu.edwgilab
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From: PFR Event <pfreventcreation@fda.hhs.gov>

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 3/19/2019 8:56:56 PM
Subject: Natural Balance LID High Protein Grain-free Lamb or Beef flavors: Lisa

Freeman - EON-382772

Attachments: 2064292-report.pdf; 2064292-attachments.zip

A PFR Report has been received and PFR Event [EON-382772] has been created in the EON System.

A "PDF" report by name "2064292-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 "2064292-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-382772

ICSR #: 2064292
EON Title: PFR Event created for Natural Balance LID High Protein Grain-free Lamb or Beef flavors; 2064292

AE Date 03/17/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Mixed (Dog)

Age 9 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2064292

Product Group: Pet Food

Product Name: Natural Balance LID High Protein Grain-free Lamb or Beef flavors

Description: DCM and CHF diagnosed 3/17/19 Eating BEG diet Owners have given permission to report and
are willing to answer questions Changing to new diet and will recheck in 3 months Taurine and troponin pending
Submission Type: Initial

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

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

Product Name Lot Number or ID | Best By Date

Natural Balance LID High Protein Grain-free Lamb or Beef flavors

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.cov/eon//browse/EON-382772

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=399870

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; usha.gulati@doveltech.com

3/25/2019 7:57:07 PM

lams Proactive Health - Chicken Senior Plus Dry Dog Foodé B6

EON-383307

2064533-report.pdf; 206453 3-attachments.zip

A PFR Report has been received and PFR Event [EON-383307] has been created in the EON System.

A "PDF" report by name "2064533-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 "2064533-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-383307

ICSR #: 2064533

EON Title: PFR Event created for lams Proactive Health - Chicken Senior Plus Dry Dog Food; 2064533

AE Date 03/04/2019 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable

Breed

Retriever - Labrador

Age

B6 ivears

District Involved

PFR-New England DO

Product information

Individual Case Safety Report Number: 2064533
Product Group: Pet Food
Product Name: lams Proactive Health - Chicken Senior Plus Dry Dog Food
Description: Presented to Tufts for further evaluation of her increased respiration rate and worsening cough.

Patient was diagnosed with pulmonary edema secondary to DCM and DMVD. Patient's diet consisted of lams
senior (most recent x 1 year) and previously alternated between lams chunks and mature adult large breed, 5+

years

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

lams Proactive Health - Chicken Senior Plus Dry Dog Food

Sender information

B6

USA

Owner information

B6 ..

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-383307

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=400405

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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CARDIOLOGY DIET HISTORY FORM

Please answer the following_ cuestions about your pet
Pet's name: BG Owner's name : B6 Today's date: > [22»“‘?
1. How would you assess your pet's appetite? (mark the point on the line below that best represents your pet's appetite)
Example: Poor { Excellent Weis - WM
Poor lExcellent She wies 5o 570 K,
; AL
(sed te bo o Tows Jvr &03 *?oeJ ,
2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply) = req [Fo /w: //a{
&ats about the same amount as usual FlEats less than usual CIEats more than usual e D

LISeems to prefer different foods than usual [Other

3. Oper the last few weeks, has your pet (check one) T Hd jfw Jost 7[/,,1{ (Cﬁgj
TR Elost weight [Gained weight  [IStayed about the same weight CIDon't know

4. Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet
currently eats. Please include the brand, specific product, and flavor so we know exactly what you pet is eating.

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

Food (include specific product and flavor) Form Amount How often? Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult dry 1 %oup 2x/day Jan 2018
85% lean hamburger microwaved 3oz 1x/week Jan 2015
Pupperoni original beef flavor treat »% 1x/day Aug 2015
Rawhide freat 6 inch twist Ix/week Dec 2015 iy
STadl
ROYJ Fcumn}\ Eorde  Conding DU\ QO olvlr R I WY ERPN Hrawsitipd 1o { %\
! Sinde ot 5o 7{‘:/3‘ / é}a?’\gx( . R (‘aanh&%f‘hé ?»VQA/\,{{QJJQL{(\ ?/)(ij{t /
Sowdpnss ia Vsl lia Self c,,éf{/ Couppad ~ 3 condrins | oA x K peeed ,’e{
Preese ded Vuer Q i/, Vool \}VM\ Brregr ~died eicen |24 A/»[n»\ Unovg regdea i‘nw}
LUK b 7 } "'5/14/ sy b o
Blly stieks (feef) . Lstel oo polweld 1 g o o]
é‘*‘—' //T‘ﬁu,\ H (‘}CC/&SEQMJ« [ ) ;C)g/\&%)// ¥ }\K‘?«'S 7“5 WML\ Quv {”T”Sg ’ 4 !

o & *Any additional diet information can be listed on the back of this sheet
u-‘/

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

supplements)? Eers [INo  If yes, please list- which ones.and give brands and amounts:

Brand/Concentration Amount per da
Taurine E/Yes EiNo “y\mﬂ v Ben ‘ S00 N\"\ ~mhswzu }wm 3// 2 4 1>< (,6\,\[ y
Carnitine [iYes [INo
Antioxidants HYes CNo
Multivitamin LiYes [INo
Fish oil fiYes [iNo

Coenzyme Q10 [IYes [INo
Other (please list):

Example: Vitamin C Nature's Bounty 500 mg tablets — 1 per day
8. How do you administer pills to your pet? /4{‘\/1 % 5’(@"@/{ UMNTT %mﬁ&\)
O | do not give any medications . } UoYeat, hLrel Q v
01| put them directly in my pet's mouth without food ] YL A—@ <> /\\A/\ NG VISE

\EJI put them in my pet's dog/cat food i S
11 put them in a Pill Pocket or similar product ¢ AAEZW;’«%M \If*“

T | put them in foods (list foods).
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Client:
Patient: B 6

Doctor: B

Student:

Presenting complaint: coughing
Referral visit? Yes — _________ B6 |

Diagnostics completed prior to visit - Chest X-rays
HISTORY:

Signalment: 13 YO FS Lab

Current history: Diagnosed with lar par a couple of years ago. Was normal and active a couple of days ago. Started with
a cough/gasp/hacking a couple of weeks ago and spitting up a clear liquid. Owners went away for a week and came
home and it had gotten much worse. Coughing up white fluid and thinks it's coming from her lungs. Not eating well
today but normally wants to eat everything. Wouldn't eat chicken today. Owner thinks she is suffering and want to

know if we think there is anything else that can be done.

Prior medical history: B6

B6

i B6 i
Diet: lams dry + other things {eggs, peanut butter)
Vaccination status/flea & tick preventative use: UTD, F/t/HW

Travel history: Not recently

EXAM:

B6
B6

Hydration:

B6

C/V: Grade I-1l/VI murmur (squeak) heard on both sides, FPSS, NSR

RESP: Increased bronchovesicular sounds bilaterally, mildy increased respiratory effort, honking cough during exam

B6

ASSESSMENT:

Al: Coughing r/o laryngeal paralysis vs. CHF vs. pneumonia vs. kennel cough vs. metastatic neoplasia

Page 3/198
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Client:
Patient: B 6

Diagnostics completed:
Chest X-rays | B6 ;

TFAST
NOVA B 6
PCV/T
4DX | B6

Diagnostics pending:
CBC/Chem

Client communication:

would I|ke us to do everything we can to help her. Would like to talk to the new doctor before a CT scan is considered.
Asked if it is safe to do anesthesia in her and mentioned that we have wonderful anesthesiologist who do difficult
procedures every day.

Deposit & estimate status B6

Resuscitation code (if admitting to ICU)} B6 !

SOAP approved (DVM to sign): ! B6
SOAPText {""Bg " Ti8:124M-i____ B6_ i
INPATIENT VISIT SUMMARY:

Day 1 hospitalization for chronic productive coughi __B6___s an approximatelyi B6 S Labrador who has had signs of

coughing starting a few weeks ago and has progressively worsened. For the few days prior to presentation, owners
noted significant increase in severity and producing fluid/sputum frequently.

B6

Was seen at rDVM on 3/4/19 for her progressive productive cough and on exam had significant stridor. CXR were taken
and reportedly showed a diffuse interstitial pattern thought to potentially be due to pneumonia or non-cardiogenic
pulmonary edema from upper airway obstruction. Was treated with: B6 i

B6 ! Started B6 i Given her progression since then, she

was presented to the ER. Owners also report lack of appetite on day of presentation but no other systemic signs of
|IIness Eats lams dry food (non-grain free) with occasional eggs, pumpkin, or peanut butter.; | B6 ;

B6 5

Page 4/198
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Client: B 6

Patient:

On presentation to ER was QAR with stable vitals. A heart murmur was appreciated with increased BV sounds and a
honking cough. Point of care labwork was unremarkable. Chest x-rays show cardiomegaly with mildly increased

with considerations including aspiration pneumonia, congestive heart failure, or primary pulmonary disease. Managed
with IVF and Unasyn overnight and has been reportedly eupneic but is frequently panting.

EXAM:

Hydration:: B6 i

B6

C/V: tachycardic with normal rhythm, Grade 11I/VI HM with PMI left apex, hyperdynamic pulse quality
RESP: tachypneic, increased effort; bilateral soft inspiratory crackles, occasional productive cough with suspect
pulmonary edema in run; upon exertion occasionally has loud stridor noted that self-resolves

B6

DIAGNOSTIC TESTING:

B6

B6

Page 5/198
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B6

- Cardiology consult: Markedly dilated hypocontractile LV. Respiratory artifact present. LA is moderate to markedly
dilated. MV is thickened. RH is mildly dilated. PA is the same size as the aorta. No masses or dirofilaria visible. No
pleural or pericardial effusion. Moderate MR and trace TR. Interpretation of findings is consistent with either DCM or
mitral valve degeneration with secondary LV dilation.

PROBLEM LIST:

- Cardiomegaly, suspect pulmonary edema, hypoxemia
- Productive cough

- Suspect laryngeal paresis/paralysis

- Inappetance

ASSESSMENT:
After reviewing initial and subsequent CXR, suspect clinical signs due to CHF, potentially DCM. Plan for echocardiogram
today and if consistent, continue management of pulmonary edema under care of cardiology service.

PLAN:

Diagnostics: echocardiogram
Pending: NT-proBNP
Treatments:

| B6 |

ADDENDUM:
SWO ~10am and explained top considerations given CXR are for CHF vs. less likely pneumonia or other etiology. Given
this will go forward with cardiology consult/echo.

artifacts consistent with severe pulmonary edema. Explained DCM top consideration but need to give time to stabilize
to get full echo images. Briefly discussed heart disease/CHF in general in dogs, treatments and what they address
(diuretics, pimobendan), and short-term goal of improving pulmonary edema to the point of resolution of respiratory
distress, long-term management with medications under care of cardiologist. explained that all we can do is mitigate
clinical signs, rather than cure the underlying condition. Owner on board with all of this, called again ~330pm to
confirm findings on repeat echo. Cardio to resume case management tomorrow morning and will call with update mid-
morning (10a-12p).

i B6 i
ID

SOAPText | B6 _ !7:25AM- Clinician, Unassigned FHSA
History:

Page 6/198
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Client: B 6

Patient:

She has previously been on B6 i

Subjective:

B6

Objective:

B6

Heart: Grade 11/VI left sided systolic murmur, normal sinus rhythm, femoral pulses fair and synchronized with heart
beats.

Lungs: Increased BV sounds bilaterally, mildly increased effort, no crackles or wheeze appreciated. Stridor, referred
upper airway noise. Dry, non-productive cough elicted when excited.

B6

Diagnostics:

B6

- CXR: 1. Caudodorsal patchy interstitial pattern may reflect noncardiogenic pulmonary edema, in light of
history of laryngeal paralysis; however given concurrent cardiomegaly and possible scant pleural effusion, the
possibility of cardiogenic edema from decompensated heart failure is also considered. Echocardiography should
be considered. Follow-up radiographs are recommended. 2. Tracheal narrowing at thoracic inlet may be
consistent with dynamic airway disease. Fluoroscopy or tracheoscopy could be considered for further
evaluation. 3. Moderate bilateral elbow, and mild bilateral shoulder, degenerative joint disease.

B6

B6

Page 7/198
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Client:

Patient: BG
Bé
- CXR: 1. Progressive pulmonary infiltrates and unchanged cardiomegaly may again be compatible with
decompensated congestive heart failure. Progressive noncardiogenic edema cannot be ruled out if the patient
is experiencing ongoing upper airway obstruction, however echocardiography is strongly recommended prior
to continuing IV fIU|d therapy and prednlsone Follow- up radlographs are recommended 3. PerS|stent dynamlc

B6 i
- NT-proBNP: Pending
- Cardiology consult: Markedly dilated hypocontractile LV. Respiratory artifact present. LA is moderate to
markedly dilated. MV is thickened. RH is mildly dilated. PA is the same size as the aorta. No masses or dirofilaria
visible. No pleural or pericardial effusion. Moderate MR and trace TR. Interpretation of findings is consistent
with either DCM or mitral valve degeneration with secondary LV dilation.

Assessments

Al: Eccentric cardiomyopathy with left sided CHF - r/o DCM vs DVMD
A2: Chronic progressive cough - r/o chronic bronchitis vs CHF vs non-cardiogenic edema secondary to upper airway
obstruction

Plan

SOAP completed by:i B6 :

SOAP reviewed by:i B6

SOAPTexti  B6  i8:09AM- Clinician, Unassigned FHSA
H|stog

i _B6 '|s al3 v/o SF Labrador on day 3 of hospitilization for management of congestive heart failure. She presented
tothe ER¢___B6__iinthe early morning for increased respiratory rate and effort, worsening of a chronic productive

cough, and 1 day history inappetance.

She has a history of: B6 ‘currently being treated W|th B6 ht home.
She has previously been onE B6

Subjective:

Page /198
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Clifznt: | B 6

Patient:

Objective:

B6

Heart: Grade [I/VIlett sided systolic murmur, nhormal sinus rhythm, femoral pulses tair and synchronized with heart
beats.

Lungs: Increased BV sounds bilaterally, mildly increased effort, no crackles or wheeze appreciated. Stridor, referred
upper airway noise. Dry, non-productive cough elicted when excited.

B6
B6

- CXR: 1. Caudodorsal patchy interstitial pattern may reflect noncardiogenic pulmonary edema, in light of
history of laryngeal paralysis; however given concurrent cardiomegaly and possible scant pleural effusion, the
possibility of cardiogenic edema from decompensated heart failure is also considered. Echocardiography should
be considered. Follow-up radiographs are recommended. 2. Tracheal narrowing at thoracic inlet may be
consistent with dynamic airway disease. Fluoroscopy or tracheoscopy could be considered for further
evaluation. 3. Moderate bilateral elbow, and mild bilateral shoulder, degenerative joint disease.

B6

Diagnostics:

B6

- Sp0O2 - 88-89% on room air

- CXR: 1. Progressive pulmonary infiltrates and unchanged cardiomegaly may again be compatible with

decompensated congestive heart failure. Progressive noncardiogenic edema cannot be ruled out if the patient

is experiencing ongoing upper airway obstruction, however echocardiography is strongly recommended prior

to continuing IV fluid therapy and prednisone. Follow-up radiographs are recommended. 3. Persistent dynamlc

tracheal narrowing at thoracic inlet may again be consisted with dynamic airway dlseases B6 ;
B6

B6

- Cardiology consult: Markedly dilated hypocontractile LV. Respiratory artifact present. LA is moderate to

markedly dilated. MV is thickened. RH is mildly dilated. PA is the same size as the aorta. No masses or dirofilaria

visible. No pleural or pericardial effusion. Moderate MR and trace TR. Interpretation of findings is consistent

with either DCM or mitral valve degeneration with secondary LV dilation.

B6

Page 9/198
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Client:
Patient: B 6
Assessments

Al: Eccentric cardiomyopathy with left sided CHF - r/o DCM vs DVMD

A2: Chronic progressive cough - r/o chronic bronchitis vs CHF vs non-cardiogenic edema secondary to upper airway
obstruction

Plan
SOAP completed by:i B6
SOAP reviewed by:i B6 E

Initial Complaint:
Recheck < "B6 !

SOAP Text Mar 22 2019 12:13PM -i B6 i

Disposition/Recommendations

Page 10/198
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Client: i B 6

Patient: l

Page 11/198
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Client:
Patient:

B6

Cummina

Veterinary Medical Center

AT TUFTS UNIVERSITY

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

Client: {....B6 . Patient: | _B6_i
Veterinarian: Species:  [Canine
PatientID: | B6 ! Breed: Labrador Retriever
Visit ID: Sex: Female (Spayed)
. v,

Lab Results Report L 2 fonw DY
CBC, Comprehensive, Sm Animal ,_36351 16 AM Accession ID: IBG
|'1'est IResults IReference Range IUnits
WBC (ADVIA) 44-15.1 KAl
RBC(ADVIA) 58-85 ML
HGB(ADVIA) 13.3-205 g/dL.
HCT(ADVIA) 39-55 %
MCV(ADVIA) 64.5-77.5 fL
MCH(ADVIA) 21.3-259 pg
MCHC(ADVIA) 31.9-343 g/dL
CHCM 0-0 g/dl
RDW (ADVIA) 11.9-15.2
PLT(ADVIA) B 6 173 - 486 Kl
MPV (ADVIA) 829-13.2 fl
PLTCRT 0.129 - 0.403 %
PDW 0-0 %
RETIC(ADVIA) 02-16 %
RETICS (ABS) ADVIA 14.7-113.7 K/l
CHR 0-0 pg
MCVR 0-0 fl
CBC, Comprehensive, Sm Animal 9 3:51:25 AM Accession ID: _____ B 6
Test |Results IReference Range IUnits
GLUCOSE BG 67 - 135 mg/dL
UREA 8- 30 meg/dL,

- 12/198 B6

stringsoft Printed Monday, March 25, 2019
Page 12/198
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Client;
Patient: BG
CREATININE 06-2 mg/dL
PHOSPHORUS 26-72 mg/dL
CALCIUM2 94-113 mg/dL
MAGNESIUM 2+ 18-3 mEq/L
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL
GLOBULINS 23-42 g/dL
A/GRATIO 07-106
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEqg/L
POTASSIUM 37-54 mEq/L
tCO2 (BICARB) B 6 14 - 28 mEq/L
AGAP 8-19
NA/K 29 -40
T BILIRUBIN 0.1-03 mg/dL
ALK PHOS 12 - 127 U/L
GGT 0-10 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CK 22 -422 U/L
CHOLESTEROL 82 -355 mg/dL
TRIGLYCERIDES 30 -338 mg/dl
AMYLASE 409 - 1250 U/L
OSMOLALITY (CALCULATED) 291 -315 mmol/L
CBC, Comprehensive, Sm Animal 36351 10 AM Accession IDLBG
Test IResults IReference Range IUnits
SEGS% 43 - 86 %
LYMPHS% 7-47 %
MONOS% 1-15 %
EOS% 0-16 %
NRBC 0-1 /100 WBC
SEGS (AB)ADVIA 28-11.5 Kl
LYMPHS (ABS)ADVIA 1-438 KAl
MONOS (ABS)ADVIA 0.1-15 KAl
EOS (ABS)ADVIA 0-14 KAl
WBC MORPHOLOGY 0-0
Occasional reactive lymphocytes
CRENATION 0-0
CBC, Comprehensive, Sm Animal : B6 ‘53:51:25 AM Accession ID:L-_-_-_-B_-(_S_-_-_-
Test Iiié-ts-l,{l-t;" IReference Range IUnits
- 13/198 B6
stringso Printed Monday, March 25, 2019
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Client: B 6

Patient:

S02% 94 - 100 %
HCT (POC) 38 -48 %
HB (POC) 12.6-16 g/dL
NA (POC) 140 - 154 mmol/L
K (POC) 36-48 mmol/L,
CL(POC) 109 - 120 mmol/L,
CA (10onized) 1.17-1.38 mmol/L
MG (POC) 01-04 mmol/L
GLUCOSE (POC) 80 - 120 mg/dL
LACTATE 0-2 mmol/L
BUN (POC) 12 - 28 mg/dL
CREAT (POC) 02-21 mg/dL
TCO2 (POC) 0-0 mmol/L,
nCA 0-0 mmol/L
nMG 0-0 mmol/L
GAP 0-0 mmol/L
CA/MG 0-0 mol/mol
BEecf 0-0 mmol/L
BEDb 0-0 mmol/L
A 0-0 mmHg
NOVA SAMPLE 0-0
Fi02 0-0 %
PCO2 36 - 44 mmHg
PO2 80 - 100 mmHg
PH 7.337 -7.467
PCO2 36 - 44 mmlg
PO2 80 - 100 mmHg
HCO3 18 - 24 mmol/L
CBC, Comprehensive, Sm Animal B6 4:04:59 AM
|Test [Results IReference Range IUnits |
4DX (omnicell)- FHSA i B6 i 0-0
CBC, Comprehensive, Sm Animal L361120 19 AM Accession ID: lB6
|Test IResults IReference Range IUnits |
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS B 6 26-12 mg/dL
CALCIUM2 94-11.3 mg/dL
T. PROTEIN 55-78 g/dL
ALBUMIN 28-4 g/dL

- 14/198 B6

stringsof
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Client:

B6

Patient:
GLOBULINS i 1 23-42 g/dL
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/L
NA/K 29 -40
T BILIRUBIN B 6 0.1-03 mg/dL
ALK PHOS 12 -127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82-355 mg/dL
OSMOLALITY (CALCULATED) 291 -315 mmol/L,
COMMENTS (CHEMISTRY) 0-0
Slight hemolysis Moderate lipemia
CBC, Comprehensive, Sm Animal BG _______ 510:06:19 AM Accession ID: ,_BG
Test IResults IReference Range IUnits
GLUCOSE 67 - 135 mg/dL
UREA 8-30 mg/dL
CREATININE 06-2 mg/dL
PHOSPHORUS 26-172 mg/dL
CALCIUM2 94-113 mg/dL
T. PROTEIN 55-78 g/dL.
ALBUMIN 28-4 g/dL.
GLOBULINS 23-42 g/dL.
A/GRATIO 07-16
SODIUM 140 - 150 mEq/L
CHLORIDE 106 - 116 mEq/L
POTASSIUM 37-54 mEq/l
NA/K 29-40
T BILIRUBIN 0.1-03 mg/dL
ALK PHOS 12 - 127 U/L
ALT 14 - 86 U/L
AST 9-54 U/L
CHOLESTEROL 82 -355 mg/dL
OSMOLALITY (CALCULATED) 291 - 315 mmol/L
COMMENTS (CIITEMISTRY) 0-0
, 15/198 B6
Strgser Printed Monday, March 25, 2019
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Clhi
Paltei::rtlt:i B6

B6 :

Medical Exam - Monday; B6
History (Subjective): _

Reason for Visit: CANINE: FELINE:
Meds/Supplements: B6
Additional Information: | __B6__ipresented today for continued excessive coughing. Her cough is

worse at night and has an extra sound at the end. Despite this, she is still very active, likes going for

hikes, and seems to breathe better when outside.
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Respiratory:[_|Normal []Did Not Examine [v]Abnormal

Additional lnformation

excitement. Some deep coughmg noted after positioning for radlographs Radiographs today show a

significant interstitial pattern to the lung fields. Some cranial scalloping is noted. Thickening of the

epiglottis is also noted.

As we discussed today, the interstitial pattern noted on the radiographs may be secondary to her LarPar.

The coughing and heavy breathing lead to increased negative pressure within the thorax, which causes more

fluid to be pulled from the blood vessels and into the pleural space. This exacerbates her coughing. The
chssive coughing also places a lot of pressure on the epiglottis, and causes this to be very thickened and

set. Unfortunately, the other strong possibility with this disease is that it may be cancer that is spread
throughout the lung fields.
For today, we will treat this with a broad spectrum : B6
i B6 i Do expect an increase in

5 B6 is agreat dog and we hope she feels better soon.

R e H

é:---B--G--:E DO C (iNWTﬂ’\V‘ M B6
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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
Tel: (530)752-5058, Fax: (530)752-4698
http://www.vetmed.ucdavis.edu/vmb/aal/aal.html
Vet/Tech Contacti........ B6 . {VMD
Company Name: B6
Address:! Bé
B6 i
Email; B6
Tel:.....B6 Fax: Bé
BiIIing_._c._.o_.l_'.‘_t_.a_E.!.:_%:Z:Z:Z:Z:Z:Z:I::B::g::::::::i::"j ____-I:_A_X__I_D_E ........
Email: B6 ! Tel:! B6

Patient Name; B6
Species: dog

Owner’s Name:: B6

B6| 'B6!
Sample Type: MPIasma [y_/JWhoIe Blood |:|Urine EI Food |:|Other:
Test Items: Taurine D Complete Amino Acid DOther:

Taurine Results (nmol/ml)

Plasma: BG Whole Blood:_é B6 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

FDA-CVM-FOIA-2019-1704-011506



2018/08/22 11:35:53 T /29

Fax Cover Page

Fax Number: E B6 i No. of pages: 29 (including cover page)
Date: 8/22/18

Subject: i B6 Healthcare information from B6 tHospital
Message:

B6

ATTENTION: DR JENNIFER JONES

Atfached you'l find & copy of the heslincare information for B6 J
emimimimim it ——— -

Thank you for rusting us with BE._ healthcarg. § you have any questions,

please dor't hesitate to caltus &t B6 :

Slrceraly,

The healthcare team ati B6 Hospital

FDA-CVM-FOIA-2019-1704-011511



2018/08/22 11:35:53 2 /29

: B6 ,Ho;psltal ]: BG
MEDICAL HISTORY
27-Mar-2014 to 22-Aug-2018
Client Patient
B6 i i B6 i
Home:i_ B6

_________________________ Canine Golden

Retriever, Golden Male / Neutered - 65 Ib (10-May-2018)
Most recent visit date: 10-May-2018
Microchip Nou n/a
Rabies tagID / date : n/a

Patient Alerts: n/a

Current medical overview: as of 22-Aug-2018

lof 13
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2018/08/22 11:35:53 3 /29

Clienti B6 : Patient:é_ B6 i BG
MEDICAL HISTORY: 27-Mar-2014 1o 22-Aug-2018

*Documents are available as separate attachments or files.
: :

i B6 EHospitai 2of 13
B6

FDA-CVM-FOIA-2019-1704-011513



2018/08/22 11:35:53 4 /29

Client] B6 Patient:i B6 i
' B6

MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018

*Documents are available as separate attachments or files,
B6 Hospital Jof 13
B6 i
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2018/08/22 11:35:53 5 /29
Clent B6 | Patent!  B6 |
MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018 B6

Cemniunieation logs

28-Apr-2016
19:09

19-May-2016

1712

23-May-2016
10:50

16:34

26-May-2016
17:03

16-Jun-2016
10:30

20-Jun-2016
16:20

1631

22-Jun-2016
1714

23-Jun-2016
08:43

05-Jul-2016
16:27

17-Aug-2016
17:.46

Source From To Created by/date
Phone B6 28-Apr-2016
swo will check\é B6 Ereports she droped off
Phone } B6 1/19-May- 2016
spoke to owner had questions yes OK to start heartworm preventative, ask [l .........
supplementing with Taurine if any benefit and will have Jen order 2 bottles of
also suggested applied kinesiology appeintment to test all meds and supplements
Phone Bé 5/237May~2016
regquest for med
ownerreqi  B6 i saidswM lastweek was going to have Jen order- no documientation -please
advise
Phone - ~ B6 1/23-May-2016
LM that Jenordered thel " "B6 _ }and thatit was a computer glitch that delaved the order
Phone E B6 1/26-May-2016
meds ready
lrom meds ready
Phone i B6 16-Jun-2016
owner called needs M to call standard process to find out how much | keratine is in K9 Cardiac support and
ke B6 LAs peri B6 iis to have 1000 mg of L Keratine per day
Phone B6 Y20-Jun-2016
caHedBGto check if any way to know:how much L-Carmnitine is in the Cardiac Support and
Cardictrophin
Phone B6 20-Jun-2016
spoke to owner will asi_ Be_ito_order 4 bottles of 755 ihreace dose to 3 tablets BID
awaiting call back fromi ___________ B6 jabout L-Carnitine-amount in their products
Phone B6 ¥22-Jun-2016
o raq refill on canine cardiac support 100 gms BG ------------
Phone ! B6 i3-Jun-2016
“AiEds Featy '
swo, meds ready for pickup
Phone i B6 Y05-Jul-2016
spoke to owner --explained that "B """ Tidid check to sse the armount of L-Carnifine in SP Cardiac
Supportand with his dosage of 3/4 tsp BID that he Is getting 600 mg there for needs to supplement another
400 mg to get to 1,00.00 mg total recommended by, B6 |
with our-conversation: -it turns-out that owner thought the scoop in the bottle was 1.0, tsp but I'explained
that it actually 1/2 tsp therefore needs to give 1 1/2'scoops to get to 3/4 tspl!
Phone i B6 y17-Aug-2016

sp req will pickup

*Documents are available as separate attachments or files.
| .
i B6 iHospital 40f13

B6
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Clienti

B6

3 Patient:{_

2018/08/22 11:35:53 6 /29

MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018

24-Aug-2016
08:42

03-0ct-2016
1817

05-0¢t-2016
16:37

08-Nov-2016
17:25

11-Now-2016
16:24

22-Nov-2016

C17:12

31-Dec-2016

10:54

05-Jan-2017
13:18

23-Feb-2017
11:00

10-Mar-2017
14:39

13-Mar-2017
19:59

28-Mar-2017
13:39

05-Apr-2017

Source From _ To _ Created by/date
ownerreqrefilsofi B6 {2 boxes) and K9 cardiac support will pickup does notwant drop ship
Phone B6 V24-Aug-2016
meds ready
called owner Im on am meds ready
Phone B6 D3-Oct-2016
o req refill orLBGi9O count-2 bottles please
Phone B6 05-0ct-2016
meds ready-Imom
Phone B6 108-Nov-2016
e el e et T i
o called in and requested a refill of K9 cardiac supp. and 2 bottlesofi BB ! cali ] B6  iwhen
ready. o Is aware it may need to be ordered.
Phone B6 11-Nov-2016
Imom meds ready
Phone B6 722-Nov-2016
checking tosee if script was
approved
o called to see if her online pharmacy script came over. I'let o know it just came over but Mwon't be in until
Monday. script in M's box to be signed, o says she wants a 12 pk for each instead of the 6pk she put in for.
Phone : B6 $1-Dec-2016
““imed refill
o wants fo order 2 bottles each of | B6  and cardio support
Phone B6 I05-Jan-2017
meds ready
called owner and Im on am meds are ready
Phone B6 ¥23-Feb-2017
“Fering R
Owner would fike refill on k-9 cardiac support (1), an-LBG ________ e
Phone B6 ¥10-Mar-2017
ownerwould ltke consolidate as many test as possible between us and vL _____________ B6 %req to speak to
Mo e e B e
Phone B6 113-Mar-2017
spoke to Mrs--recommended doing the Best Care here and allow B0 :» repeat X-Rays since they charge
them for interpretation R
Phone B6 28-Mar-2017
owner reg| 2:: ........ é _6 ________ :: and 1 cardiac support
Phone B6 05-Apr-2017

*Documerits are available as separate attachments or files.
i B6

{Hospital

B6

i

50f13
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2018/08/22 11:35:53 7 /29

Client B6 i patient B6 B6
MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018

*Documents are avallable as separate altachments or files.
|

. i B6 : Hawiial s 6of13
B6 ;
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2018/08/22 11:35:53 8 /29
Client:| B6 i Patientd B6 i T é 'é """"
MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018 e
13-Apr-2017 Exam B6 E
1106 sssesSMENTS
Wellness
No dlinical signs from his Cardiomyopathy
Extremely active --always
PLANS
Wellness
Best Care with Accuplex
*Documents. are available as separate attachments or files.
i B6 EHmsp?taE 7of13
i B6
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2018/08/22 11:35:53 9 /29

Client B6 | Patient: B6 i BG
MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018

*Documents are available as separate dttachments or files.
i B6 i Hospital 8of 13
B6 i

=,
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2018/08/22 11:35:53 10 /29

Client] B6 | Patenci  B6_ |
MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018 B6
05-Apr-2018  Phone BS . Be L__B6___/05-Apr-2018
14:52 Taurine testing $16755
requirements

Requirements Taurine Testing
-whole blood in green-top
-1/2 ml keptceld

-10-14 day trnaround

- cost of test for client $273

16-Apr-2018  Phone o B6 i | B6 | | B6_ /16-Apr-2018
14:53

owner called said she has info that you will wantto hear- please call - offered open appt declined

*Documents are available as separate attachments or files,
: B6 iHospital 90f13
B6 5
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2018/08/22 11:35:53 11 /29

Client! B6 i Pat'xeht:i B6 i BG
MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018
source From To Created by/date
2040 Phone i B6 b B6 5 {_..B6____i16-Apr2018

spoke to Cardiologist at U of Davisin CA (Joshua Stern § --wants to have blood sent to him to check Tautine
level since the 20 cases he is wotking with Dilated Cardiomyopathy are on the same diet { Acana --pork and
squash ) which have been found to be deficient in taurine and predisposing dogs to developing DCM Uil
awner will give me the instructions as to what blood she needs ---- thinks whole blood and plasma-- told
owner she will need to ship herself

 Ourpatient visit (18 Apr 2018 6 18 Apr 2018

/65 Ib (10-May-2018)

Appointment Type: Tech Provider:| B6 i Hospitl Sex/ age / weight: Male - Neutered

Concerns (Problem List)

Active
«Wellness {13-Apr-2017)

18-Apr-2018 Order items

Appointment Type: Tech Provideri B6 iHospitl Sex/ age / weight: Male - Neutered ,. B6 E"GS Ib (10-May-2018)

Concerns (Problem List)

Active
» Wellness {13-Apr-2017}

18-Apr-2018 Order items

« Miscellaneous Professional Service [39.187]; 100 proc

Communication feds
Source From To Created by/date
21-Apr-2018  Phone : B6 P B6 i i B6_ y21-Apr2018
20:57

Appointment Type: Wellness Providerd B6 i Sex /age / wsight: Male - Neutered /E_ B6 5/65 1b (10-May-2018)

Concerns (Problem List)

Active
» Wellness (10-May-2018)
» Wellness (13-Apr-2017)

10-May-2018 Exam i B6 :
11:44 Assisted by: BB |

1144

*Do?uments are available as separate attachments or files.
_ i B6 Hospital 10 of 13
3 B6 i
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2018/08/22 11:35:53 12 /29

Client B6 | Patient:f____ B6 o
MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018 : 86

10-May-2018 Exam B6 i
11:44 Assisted by | B6

General findings Client comment - No C/S/V/D --owner can never obtain urine sample Fommmmnn -

No issues-- changed food recently and has lost 3 bs, but has increased amount

EXAM FINDINGS

Cardiovascular General findings WNL

ASSESSMENTS

Wellness
PE --WNL

PLANS
Wellness

B6

10-May-2018 Order items

Lab results .

*Doguments are available as separate aftachiments or files,

i B6 EHospita] 1loefi3

B6 i
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Client; B6 i Patient!

MEDICAL HISTORY: 27-Mar-2014 to 22-Aug-2018

B6

11-May-2018!
10:571 B6

Communieation logs

Source From To Created by/date
12-May-2018  Phone B6 B6 i __B6___Y12-May-2018
15:43
Blood work WNL, U/A 2 +bilirubin, butall else normal --sighificance ?2-urine was collected off PP pad in
office drop. by drop --would recommend repeating
Titers both good for Distemper/Parvo
13-May-2018  Phone B6 P B6 | B6 Y13 May-2018
2051
14-May-2018  Phone B8 P B6 i __B6___i/14-May-2018
14:22
i B6 i
1634 Phone E B6 L i B6  14-May-2018
‘ ! B6
1907  Phone B6 g B6 g { BB H4-May-2018
i B6
p8-Aug-2018  Phone B6 i i Be} PB6  b/08-Aug-2018
15:28
owner req to speak toin_e_s_}in regards tourine fevels and fda will be contacting us Jennifer jones
09-Aug-2018  Phone Bé P B6 | ___B6 ___}/09-Aug-2018
09:47
Joshua Stern, DVYM-- U € Davis doing research
FDA Jennifer Jones will be requesting records since many dogs have DCM secondary to grain free diets esp
with peas and potatoes
16-Aug-2018  Phone | Bé - [..B6__ 16:Aug-2018
10:59
: B6
1322 Phone | B | [ Be_ ] L..B6__ y16-Aug-2018
Note regarding above
photo __
Hi{_B6_

B6

*Doguments greavailable as separafe attachments or-files.
i i

! B6 iHospital

B6

120f 13
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Clien, B6 | Patienty___B6 i
MEDICAL HISTORY: 27 Mar 2014 to 22-Aug-2018 B6
Source _From To Created by/date
1455  Phone B6 L B6 | B6_ Y16-Aug-2018
B6
1515 Phone B6 f i B6 [ _B& T h/16-Aug-2018
O phoned, Returning your call. please caHTg_________E_G __________
18-Aug-2018  Phone B6 B6 | B6 _ 118-Aug-2018
13.00
: B6
22-Aug-2018  Phone TR h 1 BB | i ""Be_ 1/22-Aug-2018
14:24
ok to send records for B6 i to the FDA DrJennifer Jones 301-210-4685

*Documents are available as separale attachments or files.

i B6 i Hospital 130f13
B6
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Clienti B6 ) patienti B6 ! Y
MEDICAL MISTORY: 27-Mar-2014 to 22-Aug-2018 i

B6 iHospital
B6

FDA-CVM-FOIA-2019-1704-011525



Patient Demographics

B6 Study Date: 08/22/2018
PatientID; B6
DOB:. B6 Gender; M Wt: 29kg
Comments:{ B6 |
Adult Echo: Measurements and Calculations
2D
LA Dimen (2D LA/Ao (2D) AoR Diam (2D;
MMode
IVSd (MM) EDV (MM- LA Dimen
Teich) (MM)
LVIDd (MM) ESV (MM- B 6 AoR Diam
Teich) (MM)
LVPWd (MM) SV (MM- LA/Ao (MM)
Teich)
IVSs (MM) FS (MM-Teich MV EPSS
LVIDs (MM) EF (MM-Teich
LVPWs (MM) IVS % (MM)
Doppler
LVOT Vmax MVA (Pt ) MV E/A
Max PG B 6
Vmax
MV PYat MV Peak E Ve
PY,t B 6 Vel B 6
PG
MV Dec Slope MV Peak A Ve
Slope Vel
PG
B6 08/22/2018 Created: 11:41AM 08/22/2018 1/2
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Comments

Dilated Cardiomyopathy--improvement Technically challenging study as pet s frantically panting which
confounds accurate assessment of heart function

- Marked improvement in the left ventricular chamber dimensions
- Improved LVIDS as well as an increased ESV

- Improved EPSS

- Left atrial enlargement

This document has been electronically signed by B6 EVMD, DACVIM (Cardiology)

B6 08/22/2018 Created: 11:41AM 08/22/2018 212
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B6

**REVISED VERSION**
Patient Client
B6
Vralg; Canine B 6
Breed: Retriaver. Golden (Gold)
Agei . B6 _ }
VSEC Doctor:i B6 i VMD, DACVIM (Cardiology), |pDVM: B6
Chief of Cardiology Hospital:
Location: i B6 E
Diagnosis:
i B6 i Dilated Cardiomyopathy ----improvement on the current therapy
Weight:
g B6 i
12:26 PM 12:47.PM 11.16.AM

Vital Sign
Weight B 6

Presen

ting Concern:

is here today for radiographs and an echocardiogram. His owner reports that he is doing well at home. He is not

showing any cardiac symptoms. He is having a Taurine level checked through her pDVM and sent to Dr. Stern (UC Davis)

History:

Past pertinent history - B6 , Dilated Cardiomyopathy
Recent history —

Coughing/gagging/wheezing: no
Breathing changes: none

Sleeping RR: 12-28

Sleep quality: normal

Exercise intolerance: none
Appetite: good

V/D/U/BM: none

Fainting/Episodes: none

Diet: The Real Meat Company ,90% beef, "air dried” No legumes, Grain free, No potatoes
Grain Free: YES

Heartworm test: May 2018
Heartworm preventative: Interceptor

Medications Upon Presentation:

B6

B6
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Previous Diagnostics: @ ___
e 4/19/18 pDVM Taurine IeveI 86! (prior to_Taurine supplementatron)
e 5[11/18. nDVM bloodworki B6

. E B6 : B6 'radrographs 1 Static mild generalrzed cardromegaly with evidence of right- srded hypertrophy

. BG -echocardrogram dilated cardiomyopathy—fairly stable ventricular septal defect

Cardiovascular Examination:

Auscultation: Grade 4/6 coarse ejection quality murmur at the left heart base with a grade 5/6 holosystolic murmur more
blowing quality at the right and coarser . Heart rate 150bpm with a normal rhythm. Lungs clear.

Thrill: faint right

PMI: right

Femoral Artery: good bilaterally, symmetrical synchronous

Other Physical Exam Findings: BAR, panting frantically, very anxious

Radiographic Internretation:
Cardiomegalyi  B6 iwith left atrial enlargement, evidence of right-sided enlargement and a prominent main

pulmonary artery on the DV. There is no radiographic evidence of left-sided cardiac decompensation.

Release Notes:
1. The echo parameters are improved and the radiographs, although they show heart enlargement reveal no

2. Dr. Stem is handlrng __________________ iTaurine levels. Please discuss the mega dosed supplementation with him so

there are no conflicting opinions and recommendations. Please make certain he has approved the current diet if he
has any diet recommendations.

3. There have been some nutritionists that do not recommend mega dosing Taurine (I do not usually recommend
doses this high) as this may have other consequences. Pease discuss all of this with Dr. Stern as he is the leading
researcher in the investigation into diet related DCM in Golden Retrievers and the potential for Taurine responsive
disease.

B6 plasma Taurine are normal (if that occurs) I am not inclined to take him off hrs current cardiac current

medrcatrons

5. Dr. Stern is welcome to contact me any time at the contact information above. | have forwarded today's
information to Dr. Stern for his review.

Medications upon Discharge:
Please continue the following medications (please note any changes):

B6

Cirem‘ B6 -Pat‘reﬂf B6 'Page 2

B6
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Supplements

hours notice to allow the Cardiology Department tlme to review your records. We are in the offlce Monday through

Thursday 8am — 5pm to receive refill requests however, medications are not filled during appointment hours while
we are caring for our patients. Please keep in mind we are not a dispensing pharmacy and have no pharmacist on

staff. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work- obtain a Taurine level sent to UC Davis (whole blood and plasma asi _____ B6 : thas been diagnosed
with DCM) and it has been 4 months since the baseline

Recheck radiographs in 4 months

Recheck echocardiogram in 4 months, sooner if Dr. Stern would want to begin to wean the medical therapy implemented
for the DCM (pimobendan and enalapril)

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Attending Veterinarian:

B6

B6 i VMD, DACVIM (Cardiology), Chief of Cardiology

Thank you for allowing the: B6 -to participate in the car_g__qf_-_____jB__@ _LIf vou have. any
quesﬂons or_concerns.regarding.the Areatments or recom meéndations for} i B6 |pleasecall B6 iat: B6
Thei B6  is open 24 hours each day Tor the care and tréatment of Vour pet.

B6
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Patient

Client

B6

Male Canine

B6

pDVM:
Hospital:

B6

Vital Sign | B6 !

Weight

Temp
HR
RE

CRT
MM
Pulse

Presenting Concern:

is here today for recheck bloodwork and radiographs. His owners report that he is doing well at home and

‘continues to show no clinical signs of heart disease. Sleeping respiratory rates are in the 20s.

History:

Past pertinent history -

B6

Recent history —

Coughing/gagging/wheezing: No coughing/gagging/wheezing
Breathing changes: No noted changes to breathing

Sleeping RR: 20s

Sleep quality: Sleeps well

Exercise intolerance: No intolerance noted; is very active
Appetite: Eating well

V/D/U/BM: Normal eliminations

Fainting/Episodes: No episodes reported

Diet: Acana and Orejin; freeze dried sweet potato treats
Heartworm test: Tested negative April 2017

Heartworm preventative: Interceptor every 45 days from May to November
Vaccine status: Titers tracked

Medications Upon Presentation:

i Dilated Cardiomyopathy

B6
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Previous Diagnostics:

. 36 echocardiogram: dilated cardiomyopathy—fairly stable, ventricular septal defect

. radiographs: The cardiac silhouette is persistently enlarged, similar to previously. The vasculature
structures are normal. The lungs are normal for a patient of this age without evidence of nodules or masses. The
pleural and mediastinal spaces are normal. The serosal detail is adequate within the visible abdomen. Conclusions:
Static cardiomegaly consistent with the known cardiac disease. No evidence of congestive heart failure. Otherwise
normal thorax. e T e — -

e 4/13/2017 pDVM Bloodwork: BUN;B6 Creatining B6

[ I

Radiographic Interpretation:
Official interpretation pending

VSEC Diagnostics:

Date/Time Test Result Reference Range

ALB 25 -40
ALKP 0 - 140
ALT 0 - 120
Ca 9.0 - 12.2
Chloride 102 - 120
CHOL 120 - 310
CREA 04 -14
GGT 0- 14
GLU 75 - 125

B6 ros B6 19 - 50
Potassium 38 - 53
TBIL 0.0 - 05
TP 55 -76
Sodium 141 - 152
GLOB 20 - 3.6
ALB/GLOB
BUN 9.0 - 29.0
Na/K
BUN/Creat

Lab Comments: Species: Dog AnalyzerType: DriChem AnalyzerName: DRI-CHEM_1

1. B6 ibloodwork today was normal.

2. His chest radiographs will be reviewed by B6 Eas well as one of our radiologists, and we will contact you

with any abnormalities or concerns. A formal report will be forwarded to your primary veterinarian once available.

warrant medication adjustments.

Medications upon Discharge:

Please continue the following medications:

B6

B6
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_rDVM prescribed medications:

When calling for medication refills, please provide 48 hours notice to allow the Cardiology Department time
to review your records. We are in the office Monday through Friday 8am — 6pm. Your refills can be called in

to the pharmacy of your choice or filled at B6 | Medications are not filled during appointment hours while

we are caring for our patients. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work every 4 months
Recheck radiographs every 4 months
Recheck echocardiogram in May 2018

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

| BE care was provided by B6 ion behalfofi B6

Attending Veterinarian:

B6 | VMD, DACVIM (Cardiology), Chief of Cardiology

Thank you for allowing the! B6  to participate in the care off__B6__!1f vou have any
questions or concerns regarding the treatments or recommendations for, _ B6__!please call | B6 ;
The B6 i is open 24 hours each day for the care and treatment of your pet.

B6
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Patient Client

B6
Male, Canine B
(Gold)

i B6 iDoctor: ! "I VMD, DACVIM (Cardiology), |pDVM:
"CRgFof Cardiofsgi === - Hospital: B6
Location: | B6 ]
Diagnosis: _
Dilated Cardiomyopathy---stable, B6 i
Weight:
E B8 ]
1AM 1206 P
Vital Sign | B6 | i B6 !
Weight 31.3 kilograms 32.8 kilograms

Presenting Concern:

History: . ,
Past pertinent history + B6 ! Dilated
Cardiomyopathy

Recent history —

Coughing/gagging/wheezing: No coughing/gagging/wheezing

Breathing changes: No changes

Sleeping RR: 16-28bpm (varies)

Sleep quality:Normal

Exercise intolerance: No intolerance noted

Appetite: Normal

V/D/U/BM: Normal eliminations

Fainting/Episodes: No fainting or collapse episodes

Diet: Acana kibble

Heartworm test: Current

Heartworm preventative: Interceptor every 45 days

Vaccine status: Titers are current

Medications Upon Presentation:

Client:i

| |

B6
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o B6 ! B6 'rad/ographs The cardiac silhouette is persistently enlarged, similar to previously. The
vasculature structures are normal. The lungs are normal for a patient of this age without evidence of nodules or
masses. The pleural and mediastinal spaces are normal. The serosal detail is adequate within the visible
abdomen. Conclusions: Static cardiomegaly consistent with the known cardiac disease. No evidence of congestive
heart failure. Otherwise normal thorax.
4/13/2017 pDVM Bloodwork: BUN B6 Creatining BG
4/13/2017 pDVM Bloodwork: BUN Creatining_ ™ X__. i
4/13/2017 pDVM Urinalysis: specific_aravity, _ B8 _ipH {B6!Protein BGE

B6 iB6 Bloodwork: BUN| B6 Creat; B6 Potassiuri B6 |

Radiographs: progresswe enlargement of ther ngm heart is suspected, which could be secondary

to the congenital cardlac defect. There is no evidence of congestlve heart failure at this time.

i B6 1 B6 Echocard/ogram dilated cardiomyopathy,; B6 rand does not

Cardiovascular Examination:

Release Notes:

.+ B®6 imurmur is the same in intensity and quality on today's physical examination as previously noted.

2.The echocardlogram reveals fairly stable left ventricular and left atrial sizes with decreased myocardial function as
previously mentioned. There is no improvement in any indice.

5. Please continue to track the sleeping respiratory rates and call with any questions or concerns.

Medications upon Discharge:
Please continue the following medications (please note any changes):

rDVM prescribed medications:

B6

provide 48 hours notice to allow the Cardlology Department time to review your records. We are in the
office Monday through Friday 8am — 6pm. Medications are not filled during appointment hours while we are
caring for our patients. Thank you for your consideration.

C!!em‘- B6 .Pat‘senf B6 b Page: 2

B6
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Recheck Recommendations:

Recheck blood work every 4 months

Recheck radiographs every 4 months

Recheck echocardiogram in 8 months

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment

recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Attending Veterinarian:

B6

B6 i VMD, DACVIM (Cardiology), Chief of Cardiology

Thank you for allowing thé B6 'to participate in the care of. B6 _!If you have any
questions or_concerns regarding the treatments or recommendations fori.  B6 iplease call: _B6 _at B6
Thei B6 iis open 24 hours each day for the care and treatment of your pet.

B6

FDA-CVM-FOIA-2019-1704-011555



Patient

Client

Breed: Retriever, Golden (Gold)

B6

Age:l .| B6 ..
:_B6_iDoctor: B6 IVMD, DACVIM (Cardiology), | pDVM:
Chief of Cardiology , Hospital: BG
Location: B6
. Diagnosis: :
i B6 , Dilated Cardiomyopathy

Weight

.Presenting Concern:

i DVM, Diplomate ACVIM (Cardigloay).o

i B6__iis here for a Cardiology Consultation for a 2nd opinion. He has history of a heart murmur since 8 weeks old and
was diagnosed with ai B6 i by B6
i..B6 __ii B6 !was re-echoedat 1 year of age by B6 i M\.S.,VMDoni__B6 |

B6

History:

wice a day and client would like a 2nd opinion.

B6 __!and again at 2 years of age on!

'B6_! is asymptomatic at home.

| O

Past pertinent history - | B6

Recent history —
Coughing/gagging/wheezing: no

Breathing changes: no effort is noted at home

Sleeping RR: NOT tracking

Sleep quality: normal

Exercise intolerance: maintains normal activity
Appetite: normal

V/D/U/BM: normal

Fainting/Episodes: no

Owner's concerns: when to start Pimobendan

Diet: Acana kibble

Heartworm test: negative

Heartworm preventative: Interceptor

Vaccine status: Rabies - current

Medications Upon Presentation:

B6

Clienti B6 i

Page: 1
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Cosequin once a day

Previous Diagnostics: .

Echocardiogram B6 LLLC - B6 iDVM, Diplomate AGVIM (Cardiology)
: B6 | Echocardiogram B il B6_ | MS,VMD

o Echocardiogram! B6 i-i___.B6__IMS,VMD

4/8/16 rDVM BW: CBC - WNL, UA- WNL, Heartworm- neg, CHEM - BUN:ge! CreatB6; k B6

ey dns

Cardiovascular Examination:

Auscultation: Grade 4/6 coarse holosystolic murmur at the left heart base with a grade 4-5/6 holosystolic murmur at the
right . Heart rate 140bpm with a normal rhythm. Lungs clear.

Thrill: faint right

PMI: left and right

Femoral Artery: good bilaterally, symmetrical synchronous

Other Physical Exam Findings: BAR

Release Notes:

Dilated cardiomyopathy (DCM) is a disease where the heart muscle becomes weak and has difficulty contracting to pump
blood out of the heart throughout the body. Because of this weakening, the heart chambers become enlarged, one or more
heart valves may leak, and signs of congestive heart failure (fluid in the lungs) may develop. This disease most commonly
affects large breed dogs; however, it has been documented in smaller breed dogs such as Cocker Spaniels. The cause of
dilated cardiomyopathy is unknown; however, given the prevalence in of this disease in certain breeds we suspect a
genetic basis for this disease. Occasionally, DCM-like heart muscle dysfunction develops secondary to identifiable causes
such as toxins or an infection.

Early in the disease process there may be no clinical signs detectable. In some cases, a soft heart murmur, other
abnormal heart sounds, and/or an irregular heart rhythm may be detected by your veterinarian on physical examination.
Such findings are more likely as the disease progresses. The presence of heart muscle weakness and ventricular
arrhythmias may result in weakness or lethargy, exercise intolerance, or fainting episodes (syncope). Unfortunately, these
dogs are at risk of sudden death. As the heart’s pumping ability worsens, the heart enlarges and pressure builds up within
the heart. When the heart is unable to compensate for the disease further, fluid may accumulate in the lungs (pulmonary
edema), in the chest cavity (pleural effusion), or in the abdomen (ascites). These are signs of congestive heart failure. The
presence of fluid in these areas can cause difficulty breathing or coughing.

Monitoring your pet’s sleeping respiratory rate is recommended. The sleeping respiratory rate (SRR) is a subtle and
sensitive indicator of changes in your pet’s condition. Monitoring of the sleeping respiratory is recommended as increasing
trends may suggest the development of congestive heart failure. Normal sleeping respiratory rates are less than 30
breaths per minute. When your pet is sleeping soundly, they may take as few as 18 or 20 breaths per minute which is
completely normal. Increases in respiratory rate and effort while sleeping should be reported immediately.

How to count the respiratory rate: Count the respiratory rate by watching your pet’s chest go up and down (each up and
down is one breath cycle). Using a clock or a watch with a second hand, count the number of breaths over 15 seconds and
multiply by 4 to get the respirator rate for one minute. Counting the sleeping respiratory rate means you simply count the
respiratory rate when your pet is sound asleep. We recommend that you track these rates for your pet’s entire life as they
may help identify early concerns.

If your pet has an elevated sleeping respiratory rate, please count sleeping respiratory rates multiple times throughout the
day and call us with an update.

Please report back to me in 3-5 days with your pet’s initial sleeping respiratory rates so that we can obtain a baseline.
Record each day’s sleeping respiratory rate in a log so we can track any changes.

To download an application for tracking sleeping respiratory rates, please visit www.yourdogsheart.com and follow the
link at the bottom of the page for the “Resting Respiratory Rate”.

. ] B 6

Client:__B6 Patient:i B6 Page: 2
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Medications upon Discharge:

Please note the addition of the following new medications:

_rDVM.nroscrihed. modicatione:. ..oy

BG

provide 48 hours notice to allow the Cardlology Department time to review your records. We are in the
office Monday through Friday 8am — 6pm. Medications are not filled during appointment hours while we are
caring for our patients. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work in 7 to 10 days after starting medication, and then again in 4 months
Baseline chest radiographs should be done with the recheck bloodwork
Recheck echocardiogram in 4 months

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Atiending Veterinarian:

B6

B6 VMD, DACVIM (Cardiology), Chief of Cardiology

Thank you for allowing the! B6 ”lo participate in the care of' B6 : If you have any

questions or concerns regarding thé treatments or recommendations for- B6 iplease call! B6 ;

The! B6 s open 24 hours each day Tor the care and treatment of your pet.

Clienti B6 | Patient; B6 Page: 3
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L2225

W2 5” Amino Acid Laboratory Sample Submission Form 9-10-18
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 VMD
Clinic/Company Name: Bé
Address: _| B6
Email: ___ Bé :
relophone: B e (B | & PP JESOLS
Billing Contact: B6 Email: | B6 £ &
Billing Contact Phone: |.....BS_____] Tax ID:
PLEASE BILL OWNER:
Patient Name: B6 Species: Dog

= B0

Golden Retreiver

Breed: Owner’s Name: |

Current Diet: The Real Meat Company- Beef

Sample type: Plasma Whole Blood [] urine [ Food [ other

Test: (Xl Taurine O Complete Amino Acids [ other:

Taurine Results (lab use only)

Plasma: ; B6 Whole Blood: _i B6 Urine: Food:
Plasrﬁa (nMol/ml) Whole Blood (nMol/ml)
Normal Range | No known risk | Normal Range | No known risk
; for deficiency for deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

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

are seeing dogs with values within the reference ranges (or above the “no known risk for
deficiency range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to
contact our laboratory for assistance in evaluating your patient’s results.
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; Bé ‘M.S., V.M.D.
Cardiology, B6
Consultations -- Education

ECG: HR 130/minute, sinus rhythm

Doppler: Trace (very miId)E B6 ( age related )

Echocardiogram:

Contarctility ( Fractional Shortening) - 45% Good
LVIDs - 18mm ( Apical Area)
LVIDd - 33mm
LVFW thickness s - 15mm
LVFW thickness d - 12mm
Interventricular septal thickness s- 15mm
Interventricular septal thicknes d -12mm
Left Atrium - 28mm
Aortic: Left atrial ratio - 1:1
Mitral valve - mild thickening
Right Ventricle - NR

Therapeutic guidelines: No cardiac drug therapy required at this time
Recommendations:

Assessment :
No evidence of Dilated Cardiomyopathy or other clinically significant valvular disease at this time

Cardiology Recheck : 1 Year - To asses for B6
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Patient

Client

i B6 i

WiEs Ganne
Breed: Retriever, Golden (Gold)

B6

Age B6
i __B6__iDoctor: i B6 EVMD, DACVIM (Cardiology), |pDVM:
Ghief of Cardiolsay~=-~--=="~ Hospital: B6
Location: i B6 i
Vital Signs: .
i B6 i
1225 P 1247 PN
Vital Sign i B6 i ' B6 |
Weight 32.8 kilograms BUTYKIGYrams
67.98 pounds
Temp 101
HR 120
RE Normal
panting
CRT <2 sec
MM Pink and Moist
Pulse s/s

i B6 is here today for recheck bloodwork and radiographs. His owners report that he is doing well at home and

continues to show no clinical signs of heart disease. Sleeping respiratory rates are in the 20s.

History:

Past pertinent history - B6

Recent history —
Coughing/gagging/wheezing: No coughing/gagging/wheezing

iDilated Cardiomyopathy

Breathing changes: No noted changes to breathing
Sleeping RR: 20s

Sleep quality: Sleeps well

Exercise intolerance: No intolerance noted; is very active
Appetite: Eating well

V/D/U/BM: Normal eliminations

Fainting/Episodes: No episodes reported

Diet: Acana and Orejin; freeze dried sweet potato treats
Heartworm test: Tested negative April 2017

Heartworm preventative: Interceptor every 45 days from May to November

Vaccine status: Titers tracked

Medications Upon Presentation:

B6
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Previous Diagnostics:
. BG 36 ;echocardiogram: dilated cardiomyopathy—fairly stable, ventricular septal defect

_____________ iradiographs: The cardiac silhouette is persistently enlarged, similar to previously. The vasculature
structures are normal. The lungs are normal for a patient of this age without evidence of nodules or masses. The
pleural and mediastinal spaces are normal. The serosal detail is adequate within the visible abdomen. Conclusions:
Static cardiomegaly consistent with the known cardiac disease. No evidence of congestive heart failure. Otherwise
normal thorax. .

*  4/13/2017 pDVM Bloodwork B6

Radiographic Interpretation:
Official interpretation pending

| _B6_:Diagnostics:

Date/Time Test Result Reference Range
12/27/2017 ALB 25 -4.0
12/27/2017 ALKP 0 - 140
12/27/2017 ALT 0 - 120
12/27/2017 Ca 9.0 - 122
12/27/2017 Chloride 102 - 120
12/27/2017 CHOL 120 - 310
12/27/2017 CREA 04 - 14
12/27/2017 GGT 0-14
12/27/2017 GLU 75 - 125
12/27/2017 PHOS BG 19 - 5.0
12/27/2017 Potassium 38 - 53
12/27/2017 TBIL 0.0 - 05
12/27/2017 TP 55 -76
12/27/2017 Sodium 141 - 152
12/27/2017 GLOB 20 - 3.6
12/27/2017 ALB/GLOB
12/27/2017 BUN 9.0 - 29.0
12/27/2017 Na/K
12/27/2017 BUN/Creat

Lab Comments: Species: Dog AnalyzerType: DriChem AnalyzerName: DRI-CHEM_1

Release Notes:

warrant medication adjustments.

Medications upon Discharge:

Please continue the following medications:

B6

B6
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rDVM prescribed medications:

B6

When calling for medication refills, please provide 48 hours notice to allow the Cardiology Department time

we are caring for our patients. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work every 4 months
Recheck radiographs every 4 months
Recheck echocardiogram in May 2018

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Attending Veterinarian:

B6

B6 : VMD, DACVIM (Cardiology), Chief of Cardiology

Thank you for allowing the i B6 ito parficipate in the care of. B6_ilf you have any

ol S SIS LR & =0 SR A S A

questions or_concerns reqarding the freatmenis or recommendations for B6 i please call. B6 at: B6
Thei B6 is open 24 hours each day for the care and treatment of your pet.

B6
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Patient Client
-
Male, Canine
Breed: Retriever. Golden.(Gold) B 6
Age: ___B6___ |
...Bs__i Doctor: B6 iVMD, DACVIM (Cardiology), |pDVM: BG
Chief of Cardioiogy Hospital:
T oo 3
Diagnosis:
Dilated Cardiomyopathy---stable, Ventricular Septal Defect
Weight:
E B6 ;
AATATAM -12.26 PM
Vital Sign | B6 | L.B6
Weight 31.3 kilograms 32.8 kilograms

-Presenting Concern:
i BB iis heretoday for an echocardiogram. He has been doing well at home with no concerns.

History: .
Past pertinent history - B6 . Dilated
Cardiomyopathy '
Recent history —
Coughing/gagging/wheezing: No coughing/gagging/wheezing
Breathing changes: No changes

Sleeping RR: 16-28bpm (varies)

Sleep quality:Normal

Exercise intolerance: No intolerance noted

Appetite: Normal

V/D/U/BM: Normal eliminations

Fainting/Episodes: No fainting or collapse episodes

Diet: Acana kibble

Heartworm test: Current

Heartworm preventative: Interceptor every 45 days

Vaccine status: Titers are current

Medications Upon Presentation:

B6
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Previous Diaanostics:

. B6 .: B6 iradiographs: The cardiac silhouette is persistently enlarged, similar to previously. The
vasculature structures are normal. The lungs are normal for a patient of this age without evidence of nodules or
masses. The pleural and mediastinal spaces are normal. The serosal detail is adequate within the visible
abdomen. Conclusions: Static cardiomegaly consistent with the known cardiac disease. No evidence of congestive
heart failure. Otherwise normal thorax. )
4/13/2017 pDVM Bloodwork: BUN; _ i Creatinine K B6
4/13/2017 pDVM Bloodwork: BUN; B | Creatinine B8ii B°1

4/13/2017 pDVM Urinalysis: specﬁlc grawty B6 "pr—i B6 Proteln' B6 |

BG BG Sloodwork: BUN: B6 ,reat le Potassmm B6

Radiographs: progresswe enlargement of the right heart is suspected, which could be secondary
to the congenital cardiac defect. There is no evidence of congestive heart failure at this time.

i B6 | B6 Echocardiogram: dilated cardlomyopathy,. B6 iand does not
impact any volume load on the left heart

Cardiovascular Examination:

Auscultation: Grade 4-5/6 coarse ejection quality murmur at the left heart base with a grade 4-5/6 holosystolic murmur
more blowing quality at the right and coarser . Heart rate 1280bpm with a normal rhythm. Lungs clear.

Thrill: faint right

PMI: right

Femoral Artery: good bilaterally, symmetrical synchronous

Other Physical Exam Findings: BAR

Release Notes:

1.5L B6  imurmur is the same in intensity and quality on today's physical examination as previously noted.

2. The echocardiogram reveals fairly stable left ventricular and left atrial sizes with decreased myocardial function as
previously mentioned. There is no improvement in any indice.

5. Please continue to track the sleeping respiratory rates and call with any questions or concerns.

Medications upon Discharge:
Please continue the following medications (please note any changes):

B6

rDVM prescribed medications:

B6

provide 48 hours notice to allow the Cardlology Department time to review your records. We are in the
office Monday through Friday 8am — 6pm. Medications are not filled during appointment hours while we are
caring for our patients. Thank you for your consideration.

C/lent B6 'Pahent B6 'Page 2

B6
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Recheck Recommendations:

Recheck blood work every 4 months

Recheck radiographs every 4 months

Recheck echocardiogram in 8 months

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment

recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Attending Veterinarian:

B6

B6 | VMD, DACVIM (Cardiology), Chief of Cardiology

Thank you for allowing the B6 ‘o padicipate in the care ofi_ ''''' B6 |If you have any
questions or concerns regarding the ireatments or recommendations for: _B6 i please call ; B6 ;
The B6 'is open 24 hours each day for the care and treatment of your pet.

Client:}  B6

i
| SR, o S|

B6
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Patient

Client

B6 ;
Male, Canine
Breed: Retriever, Golden (Gold)

B6

Agei ~ B6 i
! B6 iDoctor: B6 \WMD, DACVIM (Cardiology), |pDVM: BG
“[Grierof CardioloqV....c.eecocococoeie, Hospital:
Location: i B6 i
_Diagnosis: .
i B6 iDilated Cardiomyopathy
Weight: _
B6 5
4:07 PM .11.00 AM
Vital Sign { B6 i i B6 i
Weight 29.5 kilograms 30 kilograms
64.9 pounds 66 pounds

Pres.en ing Concern:

i B6 lis here for a Cardlology Consultation for a 2nd opinion. He has_history of a heart murmur since 8 weeks old and

was diagnosed with a B6 byl_._.B6._____iDVM, Diplomate AGVIM (Gardiology) on
g_____l§_§_____i. i B6 iwas re- “achoed at Lvear.of ageby.  B6 i MS,VMDon: B6 .and agaln at 2 vears of age on- B6 (Dr.
| B6 |has sliggésted the use of B6  B.25mgiice 3 day and client wolldiké'a 2nd opinion. | B6 _iis asymptomatic at home.
History:
Past pertinent history - heart murmur,§ B6
Recent history —

e Coughing/gagging/wheezing: no

¢ Breathing changes: no effort is noted at home

¢ Sleeping RR: NOT tracking

¢  Sleep quality: normal

¢ Exercise intolerance: maintains normal activity

¢ Appetite: normal

¢ V/D/U/BM: normal

¢ Fainting/Episodes: no

* Owner's concerns: when to start Pimobendan

¢ Diet: Acana kibble

e Heartworm test: negative

¢ Heartworm preventative: Interceptor

e Vaccine status: Rabies - current

Medications Upon Presentation:

B6

Client:; B6 | Patient: [ "gg

Page: 1
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B6

Previous Diagnostics:

B6 7, LLC B6 'DVM, Diplomate ACVIM (Cardiology)
MS, VMD
B6 : BG MS, VMD

Cardiovascular Examination:

Auscultation: Grade 4/6 coarse holosystolic murmur at the left heart base with a grade 4-5/6 holosystolic murmur at the
right . Heart rate 140bpm with a normal rhythm. Lungs clear.

Thrill: faint right

PMI: left and right

Femoral Artery: good bilaterally, symmetrical synchronous

Other Physical Exam Findings: BAR

Release Notes:

Dilated cardiomyopathy (DCM) is a disease where the heart muscle becomes weak and has difficulty contracting to pump
blood out of the heart throughout the body. Because of this weakening, the heart chambers become enlarged, one or more
heart valves may leak, and signs of congestive heart failure (fluid in the lungs) may develop. This disease most commonly
affects large breed dogs; however, it has been documented in smaller breed dogs such as Cocker Spaniels. The cause of
dilated cardiomyopathy is unknown; however, given the prevalence in of this disease in certain breeds we suspect a
genetic basis for this disease. Occasionally, DCM-like heart muscle dysfunction develops secondary to identifiable causes
such as toxins or an infection.

Early in the disease process there may be no clinical signs detectable. In some cases, a soft heart murmur, other
abnormal heart sounds, and/or an irregular heart rhythm may be detected by your veterinarian on physical examination.
Such findings are more likely as the disease progresses. The presence of heart muscle weakness and ventricular
arrhythmias may result in weakness or lethargy, exercise intolerance, or fainting episodes (syncope). Unfortunately, these
dogs are at risk of sudden death. As the heart’s pumping ability worsens, the heart enlarges and pressure builds up within
the heart. When the heart is unable to compensate for the disease further, fluid may accumulate in the lungs (pulmonary
edema), in the chest cavity (pleural effusion), or in the abdomen (ascites). These are signs of congestive heart failure. The
presence of fluid in these areas can cause difficulty breathing or coughing.

Monitoring your pet’s sleeping respiratory rate is recommended. The sleeping respiratory rate (SRR) is a subtle and
sensitive indicator of changes in your pet’s condition. Monitoring of the sleeping respiratory is recommended as increasing
trends may suggest the development of congestive heart failure. Normal sleeping respiratory rates are less than 30
breaths per minute. When your pet is sleeping soundly, they may take as few as 18 or 20 breaths per minute which is
completely normal. Increases in respiratory rate and effort while sleeping should be reported immediately.

How to count the respiratory rate: Count the respiratory rate by watching your pet’s chest go up and down (each up and
down is one breath cycle). Using a clock or a watch with a second hand, count the number of breaths over 15 seconds and
multiply by 4 to get the respirator rate for one minute. Counting the sleeping respiratory rate means you simply count the
respiratory rate when your pet is sound asleep. We recommend that you track these rates for your pet’s entire life as they
may help identify early concerns.

If your pet has an elevated sleeping respiratory rate, please count sleeping respiratory rates multiple times throughout the
day and call us with an update.

Please report back to me in 3-5 days with your pet’s initial sleeping respiratory rates so that we can obtain a baseline.
Record each day’s sleeping respiratory rate in a log so we can track any changes.

To download an application for tracking sleeping respiratory rates, please visit www.yourdogsheart.com and follow the
link at the bottom of the page for the “Resting Respiratory Rate”.

B6

Client; B6 | Patient: | B6 Page: 2
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Medications upon Discharge:

Please note the addition of the following new medications:

rDVM prescribed medications:

B6

provide 48 hours notice to allow the Cardiology Department time to review your records. We are in the
office Monday through Friday 8am — 6pm. Medications are not filled during appointment hours while we are
caring for our patients. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work in 7 to 10 days after starting medication, and then again in 4 months
Baseline chest radiographs should be done with the recheck bloodwork
Recheck echocardiogram in 4 months

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Attending Veterinarian:

B6

B6 { VMD, DACVIM (Cardiology), Chief of Cardiology
Thank you for allowing the! B6 o paticinate in the care oft__B6__!If you have any
questions.ar.concerns.reaardina the trealments or recommendations forr B6 iplease call! B6 :
The! B6 iis open 24 hours each day 167 € care and treatment of your pet.
Clienti B6 | Patient: i B6 ! Page: 3
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Patient

Client

i B6 E
Male, CGanine

B6

Breed: Retrigver..Gelden, (Gold)
Age:i | B6 .

i B6 »doctor: B6 i, VMD, DACVIM (Cardiology), |pDVM: B
crrerst Cardiology Hospital: 6
Location: i B6 E
Vital Signs: .

; B6 i
.11.00 AM 2:04 PM
Vital Sign | B6 i i B6 !
Weight 30 kilograms 30 kilograms
66 pounds 66 pounds
Temp 101.2
HR 138
RE Normal
panting
CRT <2 sec
MM Pink and Moist
Pulse strong

Presenting Concern:

i B6 _iis here today for recheck bloodwork and baseline chest radiographs one week after starting cardiac medication for

Dilated Cardiomyopathy (DCM). He is doing well at home and still shows no glinical signs of heart disease. He may be

panting and drinking more, however the weather has also gotten warmer and

History:

Past pertinent history +

B6 Eand Dilated Cardiomyopathy

Recent history —

¢ Coughing/gagging/wheezing: No coughing/gagging/wheezing

Diet: Acana (dry)

Breathing changes: Maybe more panting
Sleeping RR: 16 - 20bpm; difficult to obtain true sleeping rates, and at rest the numbers vary
Sleep quality: Sleeps well, typically only sleeps at night
Exercise intolerance: No intolerance noted - is very active and energetic
Appetite: Eating well
V/D/U/BM: Stool is soft, otherwise normal eliminations
Fainting/Episodes: No episodes reported
Owner's concerns: Supplements and cardiac function (numerical values on echocardiogram) - see owner's notes

Heartworm test: Tested negative with pDVM
Heartworm preventative: Interceptor
Vaccine status: Current with vaccinations

Medications Upon Presentation:

B6

B6__ia very active dog.

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

Page: 1
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Previous Diagnostics: _
o B6 Echocardiogrami___B6 ’Dllated cardiomyopathy;: B6 i

_________________

 pDVM Bloodwork (4/8/16): BUN!B6} Creatinine; B Potassiuim| :B6

. B6 iDiagnostics:

Test Result Reference Range
ALB 25 - 4.0
ALB/GLOB

ALKP 0 - 140
ALT 0 - 120
BUN 9.0 - 29.0
BUN/Creat

Ca 9.0 - 122
CHOL ) 120 - 310
CORR Ca 9.0 - 122
CREA B6 04 - 14
GGT 0- 14
GLOB 2.0 - 3.6
GLU 75 - 125
PHOS 1.9 - 5.0
TBIL 0.0 - 05
TP 55 - 76
Chloride 102 - 120
Na/K

Potassium 3.8 - 53
Sodium 141 - 152

Lab Comments: Species: Dog AnalyzerType: DriChem AnalyzerName: DRI-CHEM_1
*Corrected Calcium is only valid for dogs which are greater than 6 months old

Release Notes

1'L B6 blood work today showed normal renal values, liver values, and electrolytes.

In regards to the Nordic Naturals Omega 3, in order to get the appropriate total dose of EPA and DHA,i B6 iwould

need 8 soft gels daily. If you feel this is too much to administer, you may want to consider purchasing the liquid pump,
which.is_applied to food. We have also given you a hand out on fish oil to help you calculate the proper dose for

. _B6 iweight (40mg/kg of EPA and 25mg/kg of DHA withk B6 _weighing 30kg).

3

4- There is not much literature on the use of Standard Process Cardiac Support nor Cardio-Plus. After reading a review
from a veterinary nutritionist, there is concern about allergies, especially with Golden Retrievers. These supplements
do have a lot of wheat products in them, which many Goldens cannot tolerate; additionally, there have been no studies
done on the use of these supplements and the onset of congestive heart failure.

5

Please continue to monitor the sleeping respiratory rates on a daily basis and call us with any upward trend or rates
over 30 breaths per minute.

6- Please monitor for the development of coughing/gagging, exercise intolerance, inappetance, etc.

.................. BG

Client:; B6 | PATISH T Be ] Page: 2
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7- We will continue medications as prescribed below. We will follow up with you if BG has any changes or
recommendations for the treatment plan.

Q & A fromi B6

B6

Client:: B6 Patient:{ B6 Page: 3
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B6

Medications upon Discharge:

Please continue the following medications:

B6

rDVM prescribed medications:

B6

When calling for medication refills, please provide 48 hours notice to allow the Cardiology Department time

we are caring for our patients. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work in 4 months
Recheck radiographs in 4 months
Recheck echocardiogram in 4 months

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Attending Veterinarian:

B6

B6

Clienti B6 ! Patient:i B6 ! Page: 4
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B6 EVMD, DACVIM (Cardiology), Chief of Cardiology

Thank you for allowing the | B6 o participate in the care of _B6 _!If you have any
questions_or concerns regarding the treatments or recommendations for: B6 i please call; B6
The B6 is open 24 hours each day for the care and treatment of your pet.

B6

Client:; B6 ! Patient:i B6 ! Page: 5
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Patient Client
i B6 E — e
Male, Canine B b
Breed: Retriever, Golden (Gold)
Age{ _B6 |
i B6__Doctor: | B6 i VMD, DACVIM (Cardiology), |pDVM: [ Y ad
Chief of Cardiolggy =~~~ o Hospital: (=
Location: i B6 i
Diagnosis: _
B6 i Dilated Cardiomyopathy (secondary to volume overload) ---Stable on the current medications
Weight:
! 86 5
2.04 PM 12:15,PM
Vital Sign | B6 | i B6 i
Weight 30 kilograms 30.4 kilograms
66 pounds 67 pounds

Presenting Concern:

B6

History:
Past pertinent history - B6
Recent history —

¢ Coughing/gagging/wheezing: no
Breathing changes: no

Sleep quality: normal

Exercise intolerance: no

Appetite: normal

V/D/U/BM: no

Fainting/Episodes: no

Diet: Orijen - freeze dried, Acana - dry

Heartworm test: yes

Heartworm preventative: Interceptor every 45 days
Vaccine status: current

Medications Upon Presentation:

i Dilated Cardiomyopathy

Client:i: B6

1is here for a recheck Echocardiogram, radiographs and blood work. He is doing well at home with no clinical signs.
He does pant frequently as he is very active. HIs respiratory rates are normal at rest.

Sleeping RR: 16, 24, 28 breaths per minute (some sleeping / some at rest), pants frequently - very active

B6

Page: 1
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Previous Diagnostics:
o B6 i B6 F?ad/ographs 1. There is generallzed cardlomegaly a large proportlon of WhICh is likely nght sided,

| o A

[ e 3

this time. This report was created using dictation software and, as a result, minor typographical and grammatical
errors can occur and may be confusing or misleading. Please do not hesitate to contact me about any such errors that

B6 BG Echocard/ogram Dlléted cardlomyopathy, B6

i and does not impact

Cardiovascular Examination:

Auscultation: Grade 4-5/6 coarse ejection quality murmur at the left heart base with a grade 4-5/6 holosystolic murmur
more blowing quality at the right . Heart rate 140bpm with a normal rhythm. Lungs clear.

Thrill: faint right

PMI: left and right

Femoral Artery: good bilaterally, symmetrical synchronous

Other Physical Exam Findings: BAR

Radiographic Interpretation:
Cardiomegaly (VHS 12.0), globoid and primarily right sided. Normal vessels cranially and caudally. Exhalation films
confound the parenchymal changes.

B6 Dlagnostlc

Date/Time Test Result ... Reference Range
9/19/2016 ALB 25 - 4.0
9/19/2016 ALB/GLOB

9/19/2016 ALKP 0 - 140
9/19/2016 ALT 0 - 120
9/19/2016 BUN 9.0 - 29.0
9/19/2016 BUN/Creat

9/19/2016 Ca 9.0 - 122
9/19/2016 Chloride 102 - 120
9/19/2016 CHOL 120 - 310
9/19/2016 CREA BG 04 -14
9/19/2016 GGT 0- 14
9/19/2016 GLOB 2.0 - 3.6
9/19/2016 GLU 75 - 125
9/19/2016 Na/K

9/19/2016 PHOS 19 - 50
9/19/2016 Potassium 38 - 53
9/19/2016 Sodium 141 - 152
9/19/2016 TBIL 0.0 - 05
9/19/2016 TP 55 - 786

Lab Comments:

Species: Dog AnalyzerType: DriChem AnalyzerName: DRI-CHEM_1

B6

CIientE B6 Patient: B6 |

Page: 2
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Release Notes:

3.1 B6 |bloodwork is normalin terms of kidney function and electrolytes.

4. The echocardiogram reveals a stable left ventricular and left atrial size no change in the B6 :

4. Please continue to track the sleeping respiratory rates and call with any questions or concerns

Medications upon Discharge:
Please continue the following medications (please note any changes):

B6

rDVM prescribed medications:

B6

provide 48 hours notice to allow the Cardiology Department time to review your records. We are in the
office Monday through Friday 8am — 6pm. Medications are not filled during appointment hours while we are
caring for our patients. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work in 6 months
Recheck radiographs in 6 months
Recheck echocardiogram in 10 months, sooner if any problems

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Client! _B6 ! Patient:{ B6 | Page: 3
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Attending Veterinarian:

B6

B6 EVMD, DACVIM (Cardiology), Chief of Cardiology
Thank you for allowing thei B6 o particinate in the care ofi _B6__} If vou have any
questions_or concerns reqarding the treatments or recommendations for, _ B6 _:please call ;
The B6 is open 24 hours each day for the care and treatment of your pet.

B6

Clienti B6 ! Patient:! B6 Page: 4
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Patient Demographics

B6 Study Date: 08/22/2018
Patient D] B6 |
DOB:{ B6 Gender: M Wt 29kg
Comments: GLDR
Adult Echo: Measurements and Calculations
2D
LA Dimen (2D: LA/Ao (2D) AoR Diam (2D)
MMode
IVSd (MM) EDV (MM- LA Dimen
Teich) (MM)
LVIDd (MM) ESV (MM- B 6 AoR Diam
B 6 Teich) (MM) B 6
LVPWd (MM) SV (MM- LA/Ao (MM)
Teich)
IVSs (MM) FS (MM-Teic MV EPSS
LVIDs (MM) EF (MM-Teic
LVPWs (MM) IVS % (MM)
Doppler
LVOT Vmax MVA (P¥2t) MV E/A B6
Max PG
Vmax
MV PVt MV Peak E Ve
Pyt Vel B 6
PG
MV Dec Slope MV Peak A Ve
Slope Vel
PG
B6 08/22/2018 Created: 11:41AM 08/22/2018 1/2
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Comments

Dilated Cardiomyopathy--improvement Technically challenging study as pet s frantically panting which
confounds accurate assessment of heart function

- Marked improvement in the left ventricular chamber dimensions
- Improved LVIDS as well as an increased ESV

- Improved EPSS

- Left atrial enlargement

- Cannot assess the B6 ias patient is panting, anxious and uncooperative

This document has been electronically signed by:§ B6 : VMD, DACVIM (Cardiology)

B6 08/22/2018 Created: 11:41AM 08/22/2018 2/2
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L2225

W2 5” Amino Acid Laboratory Sample Submission Form 9-10-18
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  {VMD
Clinic/Company Name: Bé
Address: _| B6
Email: Bé
Telephone: 4 ............ B6 Fax: Bé < 552')\} DDY{fBS:Jg%—-
Billing Contact: | B6 Email: B6 &
Billing Contact Phone:____B6 | Tax ID:
PLEASE BILL OWNER:
Patient Name: BG ..... 1 Species: Dog

Golden Retreiver Owner’s Name: | B6 B 6

Current Diet: The Real Meat Company- Beef

Breed:

Sample type: Plasma Whole Blood [] urine [ Food [ other

Test: (Xl Taurine O Complete Amino Acids [ other:

Plasma: A B6 Whole Blood: | B6 Urine: Food:
Plasrﬁa (nMol/ml) Whole Blood (nMol/ml)
Normal Range | No known risk | Normal Range | No known risk
_ for deficiency for deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150

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

are seeing dogs with values within the reference ranges (or above the “no known risk for
deficiency range”) yet are still exhibiting signs of cardiac disease. Veterinarians are welcome to
contact our laboratory for assistance in evaluating your patient’s results.
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B6

**REVISED VERSION**
Patient Client
B6 !
Male, Canine B 6
Breed: Retriever, Golden (Gold)
_____________ Age: B6 i
l B6 iDoctor:i B6 i VMD, DACVIM (Cardiology), |pDVM: BG
Chietof Cardiology” ™~~~ . Hospital:
Location: i B6 i
Diagnosis:
! B6 t, Dilated Cardiomyopathy ----improvement on the current therapy
Weight:
i B6 i
12:26 PM 12:47 PM 11:16 AM
Vital Sign 1. B6 | i B6 | i_B6_i
Weight 32.8 kilograms 30.9 kilograms 29 kilograms

67.98 pounds

Presenting Concern:

showing any cardiac symptoms. He is having a Taurine level checked through her pDVM and sent to Dr. Stern (UC Davis)

History:

Past pertinent history -i B6 ! Dilated Cardiomyopathy

Recent history —

Coughing/gagging/wheezing: no
Breathing changes: none

Sleeping RR: 12-28

Sleep quality: normal

Exercise intolerance: none
Appetite: good

V/D/U/BM: none

Fainting/Episodes: none

Diet: The Real Meat Company ,90% beef, "air dried” No legumes, Grain free, No potatoes
Grain Free: YES

Heartworm test: May 2018
Heartworm preventative: Interceptor

Medications Upon Presentation:

e

B6

B6
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Previous Diagnostics:
e 4/19/18 pDVM Taurine level iBs (prior to Taurine supplementation)

e 5/11/18 pDVM bloodwork: Crea___|§§_ KBG BUN: B6

o [ B ___ii B6 i radrographs 1. Static mild genéralized cardiomegaly with evidence of right-sided hypertrophy
secondary to the reported: B6 iand dilated cardiomyopathy. There is no radiographic evidence of
left-sided ce_l_r_d_r__e_l_c_decompensatron 2. Otherwise radiographically normal and unchanged thorax.

o i B6 i BG nchocardrogram dllated cardromyopathy—farrly stable ventricular septal defect

[ B6 i

Cardiovascular Examination:

Auscultation: Grade 4/6 coarse ejection quality murmur at the left heart base with a grade 5/6 holosystolic murmur more
blowing quality at the right and coarser . Heart rate 150bpm with a normal rhythm. Lungs clear.

Thrill: faint right

PMI: right

Femoral Artery: good bilaterally, symmetrical synchronous

Other Physical Exam Findings: BAR, panting frantically, very anxious

Radiographic Interpretation:
Cardiomegaly (VHS 11.6) with left atrial enlargement, evidence of right-sided enlargement and a prominent main
pulmonary artery on the DV. There is no radiographic evidence of left-sided cardiac decompensation.

Release Notes:

2. Dr. Stemn is handlrng __________________ iTaurine levels. Please discuss the mega dosed supplementation with him so
there are no conflicting opinions and recommendations. Please make certain he has approved the current diet if he
has any diet recommendations.

3. There have been some nutritionists that do not recommend mega dosing Taurine (I do not usually recommend
doses this high) as this may have other consequences. Pease discuss all of this with Dr. Stern as he is the leading
researcher in the investigation into diet related DCM in Golden Retrievers and the potential for Taurine responsive
disease.

BG plasma Taurine are normal (if that occurs), | am not inclined to take him off hrs current cardiac current

medrcatrons

5. Dr. Stern is welcome to contact me any time at the contact information above. | have forwarded today's
information to Dr. Stern for his review.

Medications upon Discharge:
-Please continue the followina medications. (please note any changes):

B6

Ciiem‘ B6 bPat‘rertf B6 a Page: 2
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Supplements

rDVM prescribed medications:

B6_

hours notice to allow the Cardiology Department tlme to review your records. We are in the offlce Monday through

Thursday 8am — 5pm to receive refill requests however, medications are not filled during appointment hours while
we are caring for our patients. Please keep in mind we are not a dispensing pharmacy and have no pharmacist on

staff. Thank you for your consideration.

Recheck Recommendations:

Recheck blood work- obtain a Taurine level sent to UC Davis (whole blood and plasma ast i B6 _has been diagnosed
with DCM) and it has been 4 months since the baseline

Recheck radiographs in 4 months

Recheck echocardiogram in 4 months, sooner if Dr. Stern would want to begin to wean the medical therapy implemented
for the DCM | B6 ]

For your convenience, you may schedule any follow-up tests (other than an echocardiogram) either here as a cardiology
nurse appointment or with your regular veterinarian. If you choose to have your radiographs taken by your regular
veterinarian, there will be a small consultation fee for the cardiologist to evaluate those radiographs and make treatment
recommendations. The consultation will be shared with both you and your regular veterinarian to assure the best care
possible for your pet.

Attending Veterinarian:

B6

Bé i, VMD, DACVIM (Cardiology), Chief of Cardiology
Thank you for allowing the ! Bé ‘to participate in the care of i B6 ! If you have any
questians_or.concerns reqarding the. Ireatmenis or recommendations for.__B6 | please call B6 i
Thei B6 i is open 24 hours each day for the care and treatment of your pet.

C/lent B6 EPah’enti_ B6 -Page 3

B6
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PATIENT INFORMATION

Patient: B6 Exam Date: 08/29/2017 Previous Study: 04/19/2016
Species: Canine Breed: Golden Retriever Weight. 32.8 kg DOB:E B6 i Sexx: M
Reason for Study:Re check evaluation. Referring Veterinarian: | B6 _

2D Measurements Doppler Measurements:
LA SAX Mitral Valve
Ao DIA SAX MR V Max
LA SAX: Ao DIA SAX MR Max PG
IVSd Tricuspid Valve
LVIDd TR V Max
LVPWd TR Max PG
RA Press

M-Mode Measurements Aortic Valve
VSd Peak Velocity
LVIDd Max PG
LVPWd Al End Dias Vel
IVSs LVOT Velocity
LVIDs LVOT PG
LVPWs B 6 Pulmonic Valve
% FS Peak Velocity
EPSS Max PG
EDV
ESV Doppler Qualitative:
% EF Mitral Regurgitation: Mild

Tricuspid Regurgitation: Trace
Aortic Rewitation: Mild

B6

B6
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BG v Patient:i __B6___ 5’
Y  PatientID #:___B6 |

Exam Date: 08/29/2017

ECHOCARDIOGRAPHIC FINDINGS
Thin walled, dilated left ventricular chamber with poor wall motion.

Increased LVIDs BG as well as an increased ESV GLBG’II) %FS (
Increased EPSS (
Left atrial enlargement.

Annular dilation with secondary mitral and tricuspid regurgitation.

Trivial tricuspid regurgitation with PFV revealing normal pulmonary pressures

There is flow across the septum beneath the aortic valve and into the RV with some prolapose of the aortic cusp with secondary aortic
insufficiency. —

The VSD flow is B8 h/s L>R { B6mmHg).

DIAGNOSIS
Dilated Cardiomyopathy--fairly stable
B6
Electronically Signedi B6 i VMD, DACVIM 8/29/2017 1:10 PM

B6 B6
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B6

B6

Date : 9/11/2018

_____________

ECG: HR 130/minute, sinus rhythm

Doppler: Trace (very mild), B6  (age related )

Echocardiogram:
Contarctility ( Fractional Shortening) - 45% Good
LVIDs - 18mm ( Apical Area)
LVIDd - 33mm
LVFW thickness s - 15mm
LVFW thickness d - 12mm
Interventricular septal thickness s- 15mm

Aortic: Left atrial ratio - 1:1
Mitral valve - mild thickening
Right Ventricle - NR

Therapeutic guidelines: No cardiac drug therapy required at this time
Recommendations:

Assessment :

No evidence of Dilated Cardiomyopathy or other clinically significant valvular disease at this time

Cardiology Recheck : 1 Year - To asses for: B6
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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
Tel: (530)752-5058, Fax: (530)752-4698
http://www.vetmed.ucdavis.edu/vmb/aal/aal.html
Vet/Tech Contact: _VMD
Company Name: B6 5
Address: B6
B6 :
e N I
Tel: B6 FaXshmns B6 ..
Billing Contact:! B6 s TAXID:
Email B6 | Teli  B6

Patient Nameii_._a_‘i._i
Species: dog

B6 |

B6,
Sample Type: MPIasma |_y_/_| Whole Blood |:|Urine EI Food |:|Other:
Test Items: Taurine D Complete Amino Acid DOther:

Taurine Results (nmol/ml)

Plasma: BG Whole Blood:_ BG Urine: Food:

Reference Ranges (nmol/ml)

Plasma Whole Blood
Normal Range No Known Risk for Normal Range No Known Risk for
Taurine Deficiency Taurine Deficiency
Cat 80-120 >40 300-600 >200
Dog 60-120 >40 200-350 >150
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI>

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

Sent: 4/23/2018 2:00:54 PM

Subject: RE: should be a PFR--DCM case-FW. EON-351747 RFR Event: Unclear if this is info on Blue

Buffalo or something else

Thank you!

From: Carey, Lauren <Lauren.Carey(@ftda.hhs.gov>

Date: April 23, 2018 at 9:59:54 AM EDT

To: Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Glover,
Mark <Mark.Glover@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah
<Sarah . Nemser(@fda.hhs.gov>, Queen, Jackie L <Jackie Queen(@fda.hhs.gov>, Palmer, Lee Anne
<LeeAnne.Palmer(@fda hhs.gov>

Subject: RE: should be a PFR--DCM case-FW: EON-351747 RFR Event: Unclear if this is info on Blue Buffalo
or something else

I’ll create a PFR for our tracking.

From: Jones, Jennifer L

Sent: Monday, April 23, 2018 8:54 AM

To: Rotstein, David <David Rotstein‘@fda.hhs.gov>; Carey, Lauren <Lauren Careyiafda.hhs.gov>; Glover, Mark
<Mark.Glover@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric/@ifda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;
Queen, Jackie L <Jackie.Queen/@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer/ fda.hhs.gov>

Subject: RE: should be a PFR--DCM case-FW: EON-351747 RFR Event: Unclear if this is info on Blue Buffalo or
something else

I was not expecting this report.

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

- 4;@;;/

U.S. FOOD & DRUG . wim . _

AT A Y ARTAE )

From: Rotstein, David

Sent: Monday, April 23, 2018 7:05 AM

To: Carey, Lauren <Lauren.Careyv/a'fda.hhs.gov>: Glover, Mark <Mark.Glover@fda.hhs.gov>: Jones, Jennifer L
<Jennifer.Jonesia fda.hhs.gov>: Ceric, Olgica <Olgica.Cericiaifda.hhs.gov>; Nemser, Sarah <Sarah.Nemser/@'fda.hhs.gov>:
Queen, Jackie L <Jackie.Queeniiifda.hhs.gov>; Palmer, Lee Anne <LecAnne.Palmeri@ifda.hhs.gov>

Subject: RE: should be a PFR--DCM case-FW: EON-351747 RFR Event: Unclear if this is info on Blue Buffalo or
something else

Lauren,

I am not aware of any follow-up. Jen-were vou expecting this one? If not, creating PFR would be great.
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dave

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

i

L I
ffv]olE
il I Il

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 vou think vou received this e-mail message in error, please e-mail the sender immediately at
david.rotstein’«fda.hhs.gov.

From: Carey, Lauren

Sent: Monday, April 23, 2018 6:02 AM

To: Rotstein, David <David Rotstein‘a@ifda.hhs.gov>: Glover, Mark <Mark.Glover«ifda.hhs.gov>: Jones, Jennifer L
<Jennifer Jonesiafda hhs.gov>; Ceric, Olgica <Olgica.Cericiaifda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/a:fda.hhs.gov>:
Queen, Jackie L <Jackie.Queen fda.hhs.gov>: Palmer, Lee Anne <LeeAnne.Palmer/ fda.hhs.gov>

Subject: RE: should be a PFR--DCM case-FW: EON-351747 RFR Event: Unclear if this is info on Blue Buffalo or
something else

Do I need to transition this into a PFR or are we expecting a follow-up PFR report for it?

From: Rotstein, David

Sent: Friday, April 20, 2018 3:55 PM

To: Glover, Mark <Mark.Glover@fda hhs.gov>: Jones, Jennifer L <Jennifer.Jones'@fda.hhs.gov>: Ceric, Olgica
<Olgica.Cericiaifda.hhs.gov>: Nemser, Sarah <Sarah.Nemseri fda.hhs.gov>: Queen, Jackie L
<Jackie.Queen‘wfda.hhs.gov>: Palmer, Lee Anne <LeeAnne.Palmer/«/fda.hhs.gov>: Carey, Lauren
<Lauren.Careviaifda.hhs.gov>

Cc: Rotstein, David <David.Rotstein‘« fda.hhs.gov>

Subject: should be a PFR--DCM case-FW: EON-351747 RFR Event: Unclear if this is info on Blue Buffalo or something
else

DCM case. This should be a PFR.

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

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
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receive such information. If you are not the intended recipient, any dissemination, distribution, or copying is strictly
prohibited. If you think vou received this e-mail message in error, please e-mail the sender immediately at
david.rotsteinwfda.hhs.gov.

From: RFR Event [mailto:rfreventcreation‘w'fda.hhs.gov]

Sent: Friday, April 20, 2018 3:53 PM

To: Lambkin, Sonya <Sonva.Lambkin‘afda.hhs.gov>; orahqreportablefoodnotificationtriagegroup/«:fda.hhs.gov: Bataller,
Neal <Neal.Bataller@ fda.hhs.gov>; Johnston, Ying F <Ying.Johnston«'fda.hhs.gov>; Edwards. Elizabeth
<Elizabeth . Edwardsiaifda.hhs.gov>; Rotstein, David <David.Rotstein’@'fda.hhs.gov>: Yowell, Ruth
<Ruth.Yowell‘w:fda.hhs.gov>; ORA HAF EASTI Reportable Food Notification
<orahafeastlreportablefoodnotification’«/fda hhs.gov>: Krieger, Darlene <Darlene Krieger«@/fda.hhs.gov>: CFSAN
Reportable Food Registry <CFSANReportableFoodRegistrviaifda.hhs.gov>; FDA Emergency Operations
<emergency.operationsiaifda.hhs.gov>; Cleary, Michael * <Michael.Clearviaifda.hhs.gov>; Weems, Shellie *
<Shellie. Weemsiw'fda hhs.gov>; Hodges, April <April. Hodges/@'fda.hhs.gov>; ORA OEIO RECALLS Branch
<oraoelorecallsbranch/« fda.hhs.gov>: Nelson, Eric <Eric.Nelson‘«w/fda.hhs.gov>; McCoig, Amber
<Amber.McCoigiafda.hhs.gov>; Glover, Mark <Mark.Gloverwfda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmera fda.hhs. gov > Carey, Lauren <Lauren. C areviaifda.hhs.gov>; Queen, Jackie L

<Jackie.Queen‘a fda hhs. gov>:i B6

Subject: EON-351747 RFR Event: Unclear if this is info on Blue Buffalo or something else

A RFR Report has been received and RFR Event [EON-351747] has been created in the EON System under
ICSR #2046176.

Reason this food is reportable: Other
Please describe Other: Taurine deficiency or other diet-related DCM
Product Name: Blue Buffalo Basics salmon and potato dry food - regular and grain-fr...

Type of Site: Sender Food Facility Site
FDA Districts NWE NWE
Impacted:
. Tufts Cummings School of Unclear if this is info on Blue Buffalo or
Organization Name: . .. .
Veterinary Medicine something else
200 Westboro Rd ?
North Grafton, MA 7, MA
Address: 01536 9
United States United States

Discovery Date: 2018-04-19

Product Group: Pet Food

Description: 7 year old castrated male Doberman pinscher with DCM. Has been eating Blue Buffalo Basics
salmon and potato dry food since 2012 (rotates bet\_yg_en regular and grain free version of this diet). Recently,
diagnosed with DCM and whole blood taurine wasl B6: nmol/ml. Started on cardiac medications by RDVM and
just started taurine and fish oil (may also start; B6 i. Unclear if taurine deficiency-
related DCM or related to current concerns with "grain free" diets.

Product Recall: No

Human Symptoms Present: No

Animal Symptoms Present: Yes

Animal Symptoms Description: DCM and taurine deficiency Owner has bag of food that she's keeping until we
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hear from you. RDVM is' B6
Product Distribution Type: Retail
Root Cause: Unknown

Discovery Code: Other

Submission Type: Initial
Reporting Type: Voluntary

IDCM 4-19-18.pdf

EON Key: EON-351747
EON Title: RFR Event created for Blue Buffalo Basics salmon and potato dry food - regular and grain-free;
2046176

To view this RFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-351747

To view the RFR Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&issue Type=9&
1ssueld=368135

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:

To:

Sent:
Subject:

Attachments:

Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE>

Jones, Jennifer L; Glover, Mark; Ceric, Olgica; Nemser, Sarah; Queen, Jackie L; Palmer, Lee

Anne; Rotstein, David
4/23/2018 4:11:05 PM

FW: Blue Buffalo Basics salmon and potato dry food - regular and grain-free:: Lisa Freeman -

EON-351879

204627 7-report.pdf; 2046277-attachments.zip

PFR created for the DCM RFR.

From: PFR Event [mailto:pfreventcreation@fda.hhs.gov]
Sent: Monday, April 23, 2018 10:45 AM
To: Cleary, Michael * <Michael.Cleary@fda. hhs gov>; HQ Pet Food Report Notlflcatlon

<HQPetFoodReportNotification@fda.hhs.gov>;;

B6

Subject: Blue Buffalo Basics salmon and potato dry food - regular and graln -free:: Lisa Freeman - EON-351879

A PFR Report has been received and PFR Event [EON-351879] has been created in the EON System.

A "PDF" report by name "2046277-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 "2046277-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-351879

ICSR #: 2046277

EON Title: PFR Event created for Blue Buffalo Basics salmon and potato dry food - regular and grain-free:;

2046277
AE Date 04/03/2018 Number Fed/Exposed | 1
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Unknown

Breed Doberman Pinscher
Age 7 Years
District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2046277
Product Group: Pet Food
Product Name: Blue Buffalo Basics salmon and potato dry food - regular and grain-free:
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Description: Reported as RFR (EON-351747). FDA CVM resubmitting as PFR. 7 year old castrated male
Doberman pinscher with DCM. Has been eating Blue Buffalo Basics salmon and potato dry food since 2012

start B6 ). Unclear if taurine deficiency-related DCM or related to current concerns
with "grain free" diets. DCM and taurine deficiency Owner has bag of food that she's keeping until we hear from
you. RDVM isi B6

Submission Type: Initial

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number or Best By

Product Name D Date

Blue Buffalo Basics salmon and potato dry food - regular and
grain-free:

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-351879

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=368267

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
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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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Clinical Nutrition Service

Foster Hospital for Small Animals

200 Westboro Road U ln m I n g S
North Grafton, MA 01536

Phone: (508) 887-4696 Attn: Nutrition Liaison

e Veterinary Medical Center

www.petfoodology.org AT TUFTS UNIVERSITY
vetnutrition@tufts.edu

Nutrition Consultation
Date: 4/1 9/18
Pet Name: ! B6 ]
SlgnaIment"'7"§ee"'r"c'>'l'a"heutered male Doberman Pinscher
Weight: 74.4 pounds (33.8 kg)

Body condition score: 5.5/9, Muscle condition score: mild muscle Ioss

Relevant health conditions: Dilated cardiomyopathy,i B6 i taurine deficiency (whole blood _._'§_§_
nmol/ml), chronic history of: B6 i

Referring veterinarian: B6

Diet History:

e Current diet: Blue Buffalo Basics (rotates between regular and grain free) salmon and potato dry food (3
cups daily), also adds Merrick dry food (half cup daily during winter when he tends to lose weight), boiled
meat and rice during bouts of diarrhea

e Treats: Stewarts freeze dried beef liver treats (approxmately 10/day)

¢ Medications: : B6

o Supplements Omega 3 fish oil (Best Vite brand, 160 mg EPA, 100 mg DHA/capsule), just started NOW
taurine 1000 mg caps (1 cap/day)

¢ Medication administration: Natural Balance or Merrick’s canned food (varied flavors), occasional Pill
Pockets capsule-size grain free

Nutritional Goals
Complete and balanced diet
Adequate calorie intake to maintain body weight between 73-77 pounds
Change to good quality diet with standard protein/grains and made by a well-known reputable company
Mildly reduced sodium
Moderate protein
Consistent diet to reduce risk for bouts of diarrhea (he seems to be sensitive to dietary changes)
Supplements
o Taurine - critical
o Omega-3 fatty acids — likely beneficial
o L-carnitine — possibly beneficial
o Coenzyme Q10 — possibly beneficial

Recommendations: .
e I'm happy that we were able to talk about BG d|et to ensure hes gettlng optlmal nutr|t|on Nutrition is

because there is some chance of taurine deficiency (or other dietary factors) playing a role in h|s disease.
Either way, the combination of medications, diet, and dietary supplements is important for managing his
heart disease.

o As we discussed, there’s a lot of misinformation about pet foods so I'll only be recommending diets that
meet all the criteria for being of the highest quality and | feel 100% confident about the nutritional levels
and quality: hitp://vetnutrition.tufts.edu/2016/12/questions-you-should-be-asking-about-your-pets-food/

e My estimate off B6__idaily calorie needs is approximately 1100 calories per day. This is an initial
estimate to keep his ideal weight between 73-77 pounds. However, since every dog is an individual, I'd like
you to weigh him in 2 weeks to be sure he's maintaining his weight. If he's losing weight, you should
increase the amount of food and continue to weigh him, and if he’s gaining weight, you should reduce the
amount of food and continue to weigh him. Let me know if you need help adjusting amounts.
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e The 4 dry diets ’'m recommending are listed below. The starting point for cups/day to feed initially is below
but please note that this may need to be adjusted to maintain his ideal weight. The total daily amount
should be divided into 2 meals, as you’ve been doing:

Calories/cup Cups/day
Royal Canin Early Cardiac (dry)* 309 3%
Royal Canin Mobility Support JS (dry)* 324 3%
Royal Canin Boxer (dry) 335 3
Hill’'s Science Diet Adult Sensitive Stomach & Skin (dry) 366 3

*Diets with an asterisk are ones that must be purchased fromi B6 ior, if not available, from an online pet food

store (eg, Chewy.com) with a prescription or approval. The Boxer and the Science Sensitive Stomach and Skin diets
are available over-the-counter.

e | would make the diet change first before adding any additional supplements so that we’re only making 1

gastrointestinal tract. As we discussed, you'll need to buy a small bag of the Blue Buffalo for the transition.
Start by mixing 25% of the new food with 75% of the Blue Buffalo for 3-4 days. Then mix 50% of the new
food and 50% of the Blue Buffalo and feed that until you run out of the Blue Buffalo when you can switch
over to the new food completely.

Supplements:

o Unfortunately, there is little regulation of supplements for people or animals (safety, effectiveness, and
quality control do not have to be proven for them to be sold), and some of these products may be harmful
rather than helpful. Therefore, | am very selective when it comes to recommending specific supplements
that have undergone independent quality control testing.

taurine and fish oil below when you're out of the current bottles you have). Once; B6 itransitioned over

to the new diet, you can start introducing the other supplements if you decide to do'so —but only 1 at a
time. Allow about 1 week between each new supplement to be sure he’s tolerating it.

e Taurine and fish oil: Because of our concern for taurine deficiency and the potential for some benefit from
fish oil supplementation in addition to taurine, | think it makes sense to give him both taurine and fish oil.
Brands with good quality control are below.

o Taurine: Go ahead and use up the bottle of NOW brand you have. However, for future purchases,
| recommend Solgar, Twinlab, Swanson, and GNC brands. You should continue to give him 1000
mg per day.

o Omega-3 fatty acids: Fish oil, which is high in the omega-3 fatty acids, EPA and DHA, can have
modest benefits in reducing inflammation, maintaining muscle mass, reducing abnormal heart
rhythms, and improving appetite. His dose will depend on the diet you select since the Royal Canin
diets already contain quite a bit of fish oil:

Fish oil brand If you select any of If you select the

the Royal Canin diets | Science Sensitive

Stomach diet

CVS Fish Qil Capsules (1000 mg, with 180 mg EPA | 4 capsules/day 7 capsules/day
and 120 mg DHA per capsule)
Solgar Triple Strength Omega-3 950 (504 mg EPA 1 capsule/day 2 capsules/day
and 378 mg DHA per capsule)
Welactin Canine Liquid Y2 scoop/day 1 Y2 scoop/day

e L-carnitine: L-carnitine can have benefits by providing energy to the heart: Solgar, Country Life, or Jarrow
are all good brands. His dose would be 2000 mg twice daily.

e Co-enzyme Q10. This is the lowest priority of the supplements but has been shown in people with DCM
(not dogs) to have some benefits. His dose would be 100 mg twice daily. Options for brands with
independent testing of quality are: Spring Valley (Walmart) CoQ10 100 mg, GNC CoQ-10 100 mg, or CVS
Health CoQ-10 100 mg.
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e Giving this many supplement pills can be a lot in addition to his medications! The heart medications and
taurine are the most important for him. The fish oil is next in priority, with the L-carnitine and coenzyme
Q10 being lower priority.

Treats:
o | recommend discontinuing the freeze dried treats since those are raw and carry rlsk of bacterlal

contamination). Some good treat optlons are I|sted below. Just be sure to av0|d giving him more than 50
calories per day from treats. Please wait to introduce the treats until he’s transitioned to the new diet and
try to keep the treats as consistent as possible, given his sensitive stomach.

Hill's Science Diet Soft Savories Beef & Cheddar or Chicken & Yogurt treat 25 calories
Hill's Ideal Balance Oven-Baked Naturals with Chicken & Apples treat 24 calories
Hill's Ideal Balance Soft-Baked Naturals with Chicken & Carrots, Duck & Pumpkin, or

Beef & Sweet Potato treat 12 calories
Hill's Science Diet Grain Free treat with Chicken & Apples Treat 9 calories
Royal Canin Veterinary Diets Original Dog Treats (can be ordered on Amazon) 5 calories

e You can use vegetables or fruits as treats (e.g., carrots, green beans, cucumbers, apples, bananas,
oranges). Avoid macadamia nuts, avocado, garlic, onions, grapes, raisins, and other foods known to be
toxic to dogs. But, as with the dog treats, be sure to introduce only 1 at a time and try to keep them as
consistent as possible.

Medication Administration
e Dog tablet sized Greenies Pill Pockets are relatively low in sodium (avoid Duck and Pea flavor which is
high in sodium) but try to limit the total number to 3/day. If you're only using them once in awhile, this could
contribute to diarrhea though, so try to keep the pill administration as consistent as possible.
e Other methods of giving pills are below:
o Low-sodium canned pet food
* Royal Canin Mature 8+ canned dog food (5.8 oz cans)
»= Hill’'s Science Diet Adult Chicken and Barley Entrée (13 oz cans)
= Hill’'s Science Diet Adult Small & Toy Chicken and Barley Entrée (5.8 oz cans)
o Mini marshmallows
o Fruit such as melon or berries (avoid grapes)

Follow Up:

e Please weigh: B6 :in 2 weeks to be sure he’s maintaining his weight within our goal range of 73-77
pounds. This will help us determine if we need to adjust his food at all.

e Monitor his stool. Keep a diary of when he develops diarrhea or soft stools to see if it coincides with any

changes in his diet or with any stressful situations. I'm hoping that a more consistent and easily digestible

diet, as well as discontinuing the liver treats will help with his: B6 1.
¢ |f he vomits or has reduced appetite, he should be evaluated byi B6 | i(he may need a digoxin level)
» Continue to monitor for signs of reduced appetite, faster breathing, coughing, or lethargy as these could be
signs of congestive heart failure and me_@_n__t_r_t__at he needs to be evaluated by: B6

e Please let me know how things go at: B6 i2-month cardiology recheck. Given his Iow taurine level, |
hope there might be some |mprovement in hIS heart function but since he’s a Doberman, we don’t know if
he will improve. However, these dietary changes in combination with the medications he’s on give us the
best chances.

In the meantime, please contact me if you have any questions about' ______ B6 | ! nutritional plan.
Sincerely,

Lisa M. Freeman, DVM, PhD, DACVN

Professor, Clinical Nutrition

508-887-4696 (telephone)

vetnutrition@tufts.edu (email)

www. petfoodology.org

FDA-CVM-FOIA-2019-1704-011629



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

To: Jones, Jennifer L
Sent: _8/24/2018 7:59:07 PM
Subject: i

Hi Jen

We're going to check him again in 3-4 months to see if there's continued improvement but this is definitely not
the normal course of Dobie DCM.

The original diet was Blue Buffalo and the owner is still saving the bag if you would like her to submit it. | think
she just has the empty bag without food but I'm hoping that would still be useful.

Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

www.petfoodology.org
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 9/3/2018 3:06:44 PM e .
Subject: FW: Taurine result for patient: | B6 |
Attachments: T_20735.pdf

FYT for™ BG

Ligg e

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

wivwpetfoodology.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 e BAE Race
L._.B ot 2733 PH
. “SHIP W TCE PACKS,TAURINE
http://www.vetmed.ucdavis.edu/vmb/aal/aal.htmi (WHOLE BLOOD)

Lithium Heparin

Vet/Tech Contact: Bé | - _ ' N
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
Blll|ng c_?nt_a_g?:__:____:::__:__B:_s_:__::::__:i ___-I:_A_X__|_D_ _____________
Email: B6 Tel: : B6
Patient Name: | B6

Species: canine
Owner’s Name:___B6

Sample Type: DPIasma Whole Blood DUrine DFood 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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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 9/10/2018 11:58:34 AM
Subject: RE: Taurine result for patient B6
Hi Jen

night so you may want to wait a couple days.
Best,
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

wivw petfoodology.org

From: Jones, Jennifer L <JenniferJones/@ fda.hhs.gov>
Sent: Monday., September 10, 2018 7:43 AM

Thanks, Lisa. Is it ok to contact his owner for an interview?

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

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

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

www.petfoodology.org
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From: Peloquin, Sarah </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=8607f880df2b494aa639e6d9a3874132-Sarah.Pelog>

To: Jones, Jennifer L; Carey, Lauren; Queen, Jackie L; Palmer, Lee Anne; Rotstein, David

CcC: Ceric, Olgica

Sent: 2/11/2019 4:23:18 PM I

Subject: RE: 800.267-DCM Cluster-EON-351879: B6 Freeman-vet-Blue Buffalo Basics salmon and
potato dry food - regular and grain-free

Attachments: EON-351879 owner interview 1.30.2019.pdf

Sorry this is delayed, but owner interview is attached.

Sarah Peloquin, DVM
Veterinary Medical Officer
tel: 240-402-1218

From: Jones, Jennifer L

Sent: Monday, September 10, 2018 7:45 AM

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

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;

Subject: RE: 800.267-DCM Cluster-EON-351879+ B6 iFreeman-vet-Blue Buffalo Basics salmon and potato
dry food - regular and grain-free

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

.S, FOOD & DRUG

HU DN LI

From: Jones, Jennifer L

Sent: Wednesday, May 09, 2018 8:37 AM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>;
'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov) <Renate.Reimschuessel@fda.hhs.gov>
Subject: RE: 800.267-DCM Cluster-EON-351879{ B6 Freeman-vet-Blue Buffalo Basics salmon and potato
dry food - regular and grain-free

MRx summary-part of DCM cluster;

Presenting complaint! B6 vaccines, no concerns a star B6 i a recheck 4/4: B6
5x today, B6 i

PE 4/3: crt 2 sec, arrhythmia-irregularly irregular, short stretches of tachycardia, Gr 1l/VI murmur, clear lungs &
eupneic, mild flank alopecia

-4/4: HR 170, irregularly irregular rhythm, Gr lI/VI left apical pansystolic murmur, moderate synchronous
pulses
Labs: 4/4 Echo: moderate DCM (LV > RV), mod LA dilation, Afib
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4/4 ECG: Afib .

Whole blood Tau:i B6: (at some point done)-unclear when
4/19 Nutrition Consult: mild muscle loss, BCS 5.5/9; Current diet-Blue Buffalo Basics-rotate between regular &
grain free Salmon & SP dry kibble, adds Merrick dry food (during winter when weight loss), feeds boiled meat

.and.rice durina bouts of diarrhea. Stewards freeze dried beef liver treats; takes Omega 3 fish oil, just began
5 B6 i takes Rx with Natural balance or Merricks canned food (varied

flavors), occ Pill Pockets-grain free;
Prior Mhx:! B6

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

|

From: Carey, Lauren

Sent: Monday, April 23, 2018 12:11 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Ceric, Olgica
<QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David
<David.Rotstein@fda.hhs.gov>

Subject: FW.: Blue Buffalo Basics salmon and potato dry food - regular and grain-free:: Lisa Freeman -
EON-351879

m U.S. FOOD & DRUG i

LR Ay A

PFR created for the DCM RFR.

From: PFR Event [mailto:pfreventcreation@fda.hhs.gov]

Sent: Monday, April 23, 2018 10:45 AM

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

Subject: Blue Buffalo Basics salmon and potato dry food - regular and graln -free:: Lisa Freeman - EON-351879

A PFR Report has been received and PFR Event [EON-351879] has been created in the EON System.

A "PDF" report by name "2046277-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 "2046277-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-351879
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ICSR #: 2046277
EON Title: PFR Event created for Blue Buffalo Basics salmon and potato dry food - regular and grain-free:;
2046277

AE Date 04/03/2018 Number Fed/Exposed | 1

Best By Date Number Reacted |

Animal Species Dog Outcome to Date Unknown
Breed Doberman Pinscher

Age 7 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2046277

Product Group: Pet Food

Product Name: Blue Buffalo Basics salmon and potato dry food - regular and grain-free:

Description: Reported as RFR (EON-351747). FDA CVM resubmitting as PFR. 7 year old castrated male
Doberman pinscher with DCM. Has been eating Blue Buffalo Basics salmon and potato dry food since 2012

starti B6 ). Unclear if taurine deficiency-related DCM or related to current concerns
with "grain free" diets. DCM and taurine deficiency Owner has bag of food that she's keeping until we hear from
you. RDVM isi B6

Submission Type: Initial

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: 1

Lot Number or Best By

P
roduct Name D Date

Blue Buffalo Basics salmon and potato dry food - regular and
grain-free:

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA
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To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-351879

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=368267

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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1/30/2019
Follow-up Case Information Uniform Data Entry Form Date (mm/dd/yy)

Vet-LIRN

EON/CC Number:

PATIENT INFORMATION

Pet Name B6 : ‘

@Dog (" Cat This form serves as a Uniform Data Entry Form to capture additional case

‘ specific information not clear from the Consumer Complaint or Medical

Records in a standardized manner. Because each follow-up interview
made with owners features questions tailored specifically to the case, each
box of information contained in this Uniform Data Entry Form may not be
completed.

Breed |Doberman

~

Age in years (if < 6 months, put 0.5)

Gender:
M (& MN OF CFS
HISTORY-Additional Comments from Owner

Owner's Description of ~ j--=-- = . ' .
What Happened: physical, heard a murmur and referring doctor started heart meds. Murmur has gotten better since. Didn't

act anv diffarentlyv <till ran aroiind a lot aeatina and drinkina wall Ha dnacn't ceaam to know ha hac

Any Health Problems ; = | i = : .
Prior to the Event This pastfall__B6__ thad emergency surgery for; B6 OCD behavior/anxiety

(e.g. allergies, surgeries) :

issues; elevated liver enzymes that resolved

Sensitive Gl tract (e.g. stomach Changes to the pet's diet prior to illness  [_] Yes
upset when switching foods, Yes
eats a lot of grass) Date Diet Change:

CLINICAL INFORMATION--Additional Comments from Owner on What Happened

Appetite [] Increased [ | Decreased Water Consumption [] Increased [ ] Decreased
Vomiting [] Yes Urination [ ] Increased [ ] Decreased

Y
Diarrhea [] Yes Lethargy [ | Yes

Duration of Diarrhea (days)m Ok
Blood in Feces [ ] Fresh,Red

[] Coffee Ground
[] Black,Tarry

MEDICATIONS-Taken Prior to the Event and Mentioned by Owner

List medications mentioned by
owner (e.g. NSAIDs, steroids, i B6 i
heartworm/flea prevention,
antibiotics, etc.)

List probiotics, vitamins, or
supplements mentioned by owner:

B6

10f3 Continued other side
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Follow-up Case Information Uniform Data Entry Form CoRet Nuber: [Bsare
Vet-LIRN

owner:; | B 6 Pet's Name: BG

e e pissiissaid

DIET-Any other foods the owner mentions were given to the animal during this period. (check all that apply)

Commercial Dry

Product Use as Part of Diet: Primary [ ] Secondary [ ] Occasional
List Product Label Name Purina nop-GF as a puppy; Blue Buffalo Salmon and Potato Basics GF and non-GF; added Merrick duck
GF sometimes (1.5 cup BID per label)
[] Commercial Wet-Canned Product Use as Part of Diet: [ | Primary [] Secondary [] Occasional
List Product Label Name
[[] Commercial Wet-Pouch Product Use as Part of Diet: [ ] Primary [] Secondary [] Occasional
List Product Label Name:
[] Commercial-Raw Product Use as Part of Diet: [ ] Primary [] Secondary  [] Occasional
List Product Label Name:
[ ] Homemade-Raw o : :
Product Use as Partof Diet: [ ] Primary [] Secondary [] Occasional
Describe Product Type:
[[] Homemade-Cooked Product Use as Partof Diet: [ ] Primary [] Secondary Occasional
Describe Product Type: |occasionally boiled meat and rice

Table Scraps/Human Food (as an
occasional contribution to diet)

Pet Treat Products

Describe Product Type(s): Inone ‘

Product Use as Partof Diet: [ ] Primary [] Secondary Occasional
Commercial Product Label Name/Lot: ISteward's freeze-dried beef liver treats; Zuke's ‘ Date first fed E
How Product Administered:|used for training (not as much recently) Date last fed
Rawhides or ’ ;
Pig Ears Product Label Name/Lot: Imaybe once or twice ‘ Batetirst fod
How Product Administered:|not in last few years Date last fed
Marrow .
Bones Product Label Name/Lot:Ismoked bones from pet store ‘ Date first fed
How Product Administered:{occasionally--cause diarrhea Date last fed
roduct Label Name/Lot: ate first fe
Cj(‘e'fk'ifn Product Label Name/L Date first fed
How Product Administered: Date last fed

[] Duck Jerky  Product Label Name/Lot:I

How Product Administered: Date last fed

[ ]
]
atetistred| |
]
]

Sweet Product Label Name/Lot: | ‘ Date first fed
[] Potato Jerky
or Treats  How Product Administered: Date last fed

20f3 Continued other side
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Follow-up Case Information Uniform Data Entry Form

Vet-LIRN

EON/CC Number: 351,879

Owner: [ BG

Pet's Name: | B6

DIET-continued-Any other foods the owner mentions were given to the animal during this period. (check all that apply)

[] Other Treats

Product Label Name/Lot: Date first fed i
How Product Administered: Date last fed i

ENVIRONMENTAL EXPOSURES-Environmental Exposures Mentioned by the Owner Potentially Affecting the Animal's Overall State of

Health Prior to the

Event . (check all that apply)

Indoor &

Indoor [[] Outdoor ] Outdoor Carrion [] Rodents [] Grapes or Raisins [_| Nuts

[] Plants [] Trash [] Hunt ] e ] sporting Pet Recreation Facilities
Shows Events

[] Livestock [] Poultry [] Reptiles [ ] PetBirds ] !?Arzfrilmals [] Untreated Surface Water

[] Anti-freeze  [] Mushrooms  [7] Heavy Metals [ ] Ticks [] Urban Suburban [[] Rural

Comments:

Indoor, outside for walks in a leash, used to go running on a leash. Got into a dead animal over 4 years ago and
vomited after. Goes to dog parks. Likes to eat grass.

Had a cat 3 years ago, ran away. Has eaten rabbit and deer poop.

No recent trauma, neoplasia, hyperthermia, irradiation, electric shock. No access to human drugs/chemo agents/
alcohol. No foxglove, black locust, buttercup, lily-of-the-valley, japanese yew, gossypol.

HOUSEHOLD-Signalment of Additional Animals Given the Product mentioned by the owner.

Animal 1 [] Reacted
Animal 2 [] Reacted
Animal 3 [] Reacted
Comments

Submit

30f3
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE
GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS
/CN=0A3B17EBFCF14A6CB8E94F322906BADD-DROTSTEI>

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

Sent: 5/21/2018 12:02:08 AM

Subject: Fwd: EON-354199 DCM case from Tufts Event: Dog owner

From: RFR Event <rfreventcreation(@fda.hhs.gov>

Date: May 19, 2018 at 5:48:40 PM EDT

To: Lambkin, Sonya <Sonya.Lambkin(@@ftda.hhs.gov>, orahqreportablefoodnotificationtriagegroup(@fda hhs.gov
<orahqreportablefoodnotificationtriagegroup@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 <orahafeastlreportablefoodnotification@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. gov> Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, Queen, J ackle L
<Jackie.Queen(@fda.hhs.gov>} 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

North Grafton, MA unknown,i BGE
Address: 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&issue 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 is intended for the exclusive use of the recipient(s) named above. It may contain information
that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited.

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

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

Sent: 5/21/2018 11:43:10 AM

Subject: RE: EON-354199 RFR Event: Dog owner

Will do.

From: Rotstein, David

Sent: Monday, May 21, 2018 7:11 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Jones, Jennifer L
<Jennifer.Jones@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Nemser, Sarah
<8arah.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>

Subject: RE: EON-354199 RFR Event: Dog owner

Agreed
Lauren, sorry to trouble you with it, but yes, please enter it in.
dave

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

ATYRETINT S TR AT N

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: Carey, Lauren

Sent: Monday, May 21, 2018 6:46 AM

To: Ceric, Olgica <Qlgica.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?
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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
<grahafeast1reportablefoodnotification@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. Carey@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
200 Westboro Rd unknown
Address: North Grafton, MA unknowni_B6_
esst 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
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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&i1ssueType=9&
issueld=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 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: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

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

Sent: 5/21/2018 12:01:35 PM

Subject: FW: 4Health large breed dry food: Lisa Freeman - EON-354251

Attachments: 2048125-report.pdf

PFR for the RFR.

From: PFR Event [mailto:pfreventcreation@fda.hhs.gov]

Sent: Monday, May 21, 2018 8:00 AM

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

Subject: 4Health large breed dry food: Lisa Freeman - EON-354251

A PFR Report has been received and PFR Event [EON-354251] has been created in the EON System.
A "PDF" report by name "2048125-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-354251

ICSR #: 2048125
EON Title: PFR Event created for 4Health large breed dry food; 2048125

AE Date 05/18/2018 Number Fed/Exposed | 1

Best By Date Number Reacted |

Animal Species Dog Outcome to Date Unknown
Breed Great Dane

Age 2 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2048125

Product Group: Pet Food

Product Name: 4Health large breed dry food

Description: Reported as RFR EON-354199. 2 year old Great Dane with DCM and CHF. Has eaten 4Health dog
food (large breed dry) since 6/2016. Taurine levels pending. Owner has switched to another food and has saved
the 4Health 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

Product Name Lot Number or ID | Best By Date

4Health large breed dry food

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

Unknown

Unknown, | B6  {USA

[ P |

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-354251

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=370733

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

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

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

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

LMOM. Said I was sorry abouti B6 | and hope she's doing
ok. Explained that i m a nutritionist at Tufts and working on

7/26/2018 6:19 PM Ifreem01 talk to her first to see if she's W|Iling_t_6_'|et me share U
medical records and for FDA to contact owner. Please call
back and I will answer any questions she might have.

_________________ LMOM, wantto.know what happened, we are very sorry to
' B6 .3 51 PM " 'B6 | hear that____________. passed away. Please give us a call if you D

e emmemmimed want to talk.

Email from Switchboard Operator to MedRec:

B Ti8:31 AM iTBe B6 fowner called in to let us know that ]

I deimimimimimimemm e, -

e = ' B6 'unfortunately passed today.

owner called, spoke with both the operator and myself re:
message left by student earlier today. The operator tried to

----------------- - She had questions re: counting Resp Rates prior to giving
i B6 5:36PM i B6 ! the medication since that is what she has done in the past. | B6 ! ]
There were no notes re: the Resp rates, so I could not help i~~~
with confidence as to what the owner should do. I

LMOM: Told O that the thyroid level was within the normal
range. And his kidney values are normal_r_anqe..as well, so
we would like to increase the dose ofi B6 ias he had

one episode of increased respiratory rate.and_ef_fqrt. The
_____________________ new regimen we recommend_is_IOOmg B6 iBID the

B6 |5 R2PM L Be . firstday, then 100mgi B6 iin theiidriifig, 150mg 'B6 | ]

------------------ i during the day, and thén 100mg in the evening (total TID) b
regime. Also told O that if this doesn't work out with her
iBID first day, and
ating pattern.
V19

5/22/2018 4:46 PM Be
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Cllent Notes

SWO O wondering if we drew blood for his thyroid level
while he was here. Told O that we did not check thryoid
level. O wondering because she read in the web that
hypothyr0|d|<m (AN, cause DCM in some dogs and was

5/22/2018 4:39 PM i B6_ 3 week or so. By then we might get his taurine level backto | Bg | M
and investigate multiple potential causes for DCM at once. ===~
Also recommended making an appointment with InternaI

SWO told O that the instruction on the discharge is

incorrect and the instruction on the bottIe is correct;; B6 ' JE— .

should be receiving 1 tablet oﬁ B rW|ce aday. L B6 | D

Apologized to O, O understands] V19

5/21/2018 4:39 PM

we're good to start it today. O was wonderlng potential
causes of DCM on dogs from the information she got on the
internet. Told O that current evidence suggest genetic
------------------------ predisposition and taurine deficiency are the big two
5/21/2018 3:47PM BB ____i factors, and not probably quills entering her arteries. O Bé | L]
wishes to see the chest radiograph when she comes back

i B6 !

5/19/2018 5:45 PM Ifreem01 Reported case to FDA as potential diet-related DCM B6 i ]
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Amino Acid Labs Taurine panel 5/18/18

18% 1 pL
1 8902 WB

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
Tel: (530)752-5058, Fax: (530)752-4698

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html

Vet/Tech Contact:i -
Company Name: Tufts Cummings School of Veterinary Medicine
Address: 200 Westboro Road

North Grafton, MA 01536

Email:_clinpath@tufts.edu

Tel: 508-887-4669 Fax: 508-839-7936
S ey DI RN TaxD;_
Email: | B6 i Tel B6 :
: Patient Name B6
species:__ (AN} I\.le__
Owner’s Name B6 5

Sample Type: @lasma @ Whole Blood DUrine . L—_] Food D Other:

Test Items: E‘: aurine I:I Complete Amino Acid DOther:

Taurine Results ln.mgllml)

B6 EWhoIe Blood: BG . Urine: Food:

Plasma:_

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

B6 _ 110:00 nﬁam Cal
YHURTNE “PANEL
Lithium Heparin
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Soap Text Created By - Veterinarian: Clinician, Unassigned FHSA - Updated on:: B6 5:08:38 PM By:

PRESENTING COMPLAINT: ref: possible CHF

HISTORY:

2 weeks ago, P was quilled by a porcupine and had to be sedated for removal. After that time, he developed
a hacking cough and panting. It got progressively worse over the past week. O has also noted that he has
been lethargic with worse coughing and panting at night, as well as a decreased appetite. When this all
occurred, P was switched from a low-protein For Health diet to Purine One with a high-calorie supplement

cause of his cough. He was placed under GA for endoscopy which did not yield any results. The coughing
continued, so rDVM took CXR which showed an enlarged heart and pulmonary edema. P was then referred

SUBJECTIVE:

to Tufts.

CV: tachycardic with grade 11/VI Left-sided herat murmur. pulses good quality and synchronous. pink mm

with CRT=2sec

ASSESSMENT:
Al: Advanced DCM
A2: CHF

PLAN:

Diagnostics Completed:
rDVM CXR: DCM, CHF with LAE (in ER email)
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Tufts:
AFAST/TFAST: B-lines in most fields, LV dilation with limited contractility, negative for fluid

NOVA: Lactate B6! (0-2), BUN= B ireat BB

il H Limume -

Estimate BG

Client Comm:

Discussed with O that based on initial assessment and rDVM rads, concern for DCM and CHF. P has already
been given Lasix |V to treat his failure and started on supplemental O2. Discussed diet with O - unlikely, but
possibly nutritional in origin - now on appropriate diet. Most likely degenerative disease. General prognosis
is 6-12mo, P needs to stay in-hospital overnight to help get him out of failure, then would go home on meds
for the remainder of his life. Recommended starting with a cardiology consultation with echocardiogram,

booking in for at Ieas’.; B6 O agreed and wanted to wait for the consult before leaving.
Based on Cardiology evaluation, P's disease is very advanced, causing remodeling of a|l cardiac chambers
and making his prognosis more like 3-6mo. Medications for him likely to cosi B6 month and P will need
significant followup including bloodwork, CXR and echos. Repeated full conversation to both female O and
male O during visit. Both would like to take him home ASAP and male O will be the one picking him up as
female O is working.

B6 i DVM (ECC Resident)
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cough. At this visit, rDVM took CXR that revelaed enlarged heart and pulmonary edema.

Current medications:

B6

Overnight Update

appetlte has returned with normal urnination as well. Review of his ECG revealed that he had frequent VPC's
throughout the night with 2 episodes of VPC coupolets. BAR upon morning examination and had normal
breathing effort.

Subjective:
(S) T: NP due to patient compliance
HR: 100
RR: 24, normal effort
Weight: 46.1kg
Mentation: Normal
Hydration: overhydrated
Overall impression since arrival: stable
Appetite: excellent

Objective:
(0)

Diagnostics Completed:

Heart: grade I-11/VI left apical systolic murmur, femoral pulse good and synchronous, no gallop or arrythmia
ausculted
...B6
AFAST/TFAST: B-lines in most fields, LV dilation with limited contractility, negative for fluid

NOVA: Lactate B6{0-2), BUN-.BGCreat___B_@__}
pcv/Ts:iBGYTT T
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Cardiology Consultation: DCM with LAE and mild MR

Assessments:
Al: CHF secondary to DCM - improving
A2: Frequent VPC's with 2 episodes of couplets

Plan:
SOAP completed by: B6 V19
SOAP reviewed by:i B6 iDVM
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Jones, Jennifer L
Sent: 6/5/2018 3:18:06 PM
Subject: RE: DCM -should be a PFR-FW: EON-355590 RFR Event:g B6 :(owner)

Excellent! I'm glad to help.

From: Jones, Jennifer L

Sent: Tuesday, June 05, 2018 11:17 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov> _ _
Subject: RE: DCM -should be a PFR-FW: EON-355590 RFR Event:§ B6 {owner)

Thank you. Actually, yes! I'd appreciate your feedback after | combine the edits. | B5

B5

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

U.S. FOOD & DRUG . wis

[ (O B Y505

From: Carey, Lauren

Sent: Tuesday, June 05, 2018 11:06 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser,
Sarah <Sarah.Nemser@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov> _
Subject: RE: DCM -should be a PFR-FW: EON-355590 RFR Event:! B6 i(owner)

Thanks! Let me know if | can help in any way.

From: Jones, Jennifer L

Sent: Tuesday, June 05, 2018 10:53 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser,
Sarah <Sarah.Nemser@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>
Subject: RE: DCM -should be a PFR-FW: EON-355590 RFR Event: B6 E(owner)

B5

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

%, FOOD & DRUG »:?;m

S8 W L)

From: Carey, Lauren
Sent: Tuesday, June 05, 2018 9:46 AM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser,
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Sarah <Sarah.Nemser@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>

Subject: RE: DCM -should be a PFR-FW: EON-355590 RFR Event: B6 | (owner)
Thanks, Jen.: B5
i B5 '

From: Jones, Jennifer L

Sent: Tuesday, June 05, 2018 9:24 AM

To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser,
Sarah <Sarah.Nemser@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>
Subject: RE: DCM -should be a PFR-FW: EON-355590 RFR Event B6 owner)

Yes, | did instruct her to submit the case as a PFR, but because | was out on leave and it wasn'’t clear using the
website, it looks like she went ahead and submitted it as an RFR.

Jennifer Jones, DVM
Veterinary Medical Officer

S. FOOD & DRUG

ST RS ¥R

From: Carey, Lauren

Sent: Tuesday, June 05, 2018 8.07 AM

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser,
Sarah <Sarah.Nemser@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne
<LeeAnne.Palmer@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov> , _
Subject: RE: DCM -should be a PFR-FW: EON-355590 RFR Event: B6 i(owner)

I'll make a PFR. Is there any way to reach out to this group and help them understand they're vets, not industry?
These RFRs are so limited on what they can report. L

From: Rotstein, David

Sent: Monday, June 04, 2018 4:58 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Ceric,
Olgica <Qlgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Paimer@fda.hhs.gov>; Carey, Lauren
<Lauren.Carey@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov> .
Subject: DCM -should be a PFR-FW: EON-355590 RFR Event: B6 (owner)

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

CVM OSC/DC/CERT

7519 Standish Place

240-506-6763 (BB)

HHHHHHHHHH‘ HH HHH“ ADMINISTRATION
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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: RFR Event [mailto:rfreventcreation@fda.hhs.gov]

Sent: Monday, June 04, 2018 4:56 PM

To: Lambkin, Sonya <Seonya.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.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Queen, Jackie L
<Jackie.Queen@fda.hhs.gov>: B6 i

Subject: EON-355590 RFR Even B6 ;owner)

A RFR Report has been received and RFR Event [EON-355590] has been created in the EON System under
ICSR #2048966.

Reason this food is reportable: Other
Please describe Other: possible diet-associated DCM
Product Name: 4health Grain-Free Large Breed Formula Adult Dog Food

Type of Site: Sender Food Facility Site
FDA Districts Impacted: | NWE NWE
Organization Name: Tufts Cummings School of Veterinary Medicine B6 owner)
200 Westboro Rd B 6
Address: 151051’;116 Grafton, MA
United States United States

Discovery Date: 2018-05-29
Product Group Pet Food

taurlne B6 (ref range 60- 120) WB taunne BG ref range 200-350)
Produci Recal: No b
Human Symptoms Present: No
Animal Symptoms Present: Yes
Animal Symptoms Description: Dog has dilated cardiomyopathy and congestive heart failure. Can provide

additional details
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Product Distribution Type: Retail
Discovery Code: Other

Submission Type: Initial

Reporting Type: Voluntary

EON Key: EON-355590

EON Title: RFR Event created for 4health Grain-Free Large Breed Formula Adult Dog Food; 2048966

To view this RFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-355590

To view the RFR Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=9&
issueld=372111

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods(@@fda.hhs.gov immediately.
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

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

Sent: 6/6/2018 12:47:59 PM

Subject: FW: 4health Grain-Free Large Breed Formula Adult Dog Food: Lisa Freeman - EON-355703

Attachments: 2049063-report.pdf

FYI, this is the PFR created for the Tufts DCM RFR (EON-355590). Not a lot of info as far as dog, etc. If we
collect anything on this one | can update within our databases.

Thanks,
Lauren

From: PFR Event [mailto:pfreventcreation@fda.hhs.gov]

Sent: Wednesday, June 06, 2018 8:00 AM

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

Subject: 4health Grain-Free Large Breed Formula Adult Dog Food: Lisa Freeman EON-355703

A PFR Report has been received and PFR Event [EON-355703] has been created in the EON System.
A "PDF" report by name "20490063-report.pdf” is attached to this email notification for your reference.
Below is the summary of the report:

EON Key: EON-355703

ICSR #: 2049063
EON Title: PFR Event created for 4health Grain-Free Large Breed Formula Adult Dog Food; 2049063

AE Date 05/29/2018 Number Fed/Exposed | 1

Best By Date Number Reacted 1

Animal Species Dog Outcome to Date Unknown
Breed Unknown

Age

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2049063

Product Group: Pet Food

Product Name: 4health Grain-Free Large Breed Formula Adult Dog Food
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diagnosed by echocardiography

Submission Type: Initial

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

Number of Animals Treated With Product: 1

Number of Animals Reacted With Product: |

Product Name Lot Number or ID | Best By Date

4health Grain-Free Large Breed Formula Adult Dog Food

Sender information
Lisa Freeman

200 Westboro Road
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-355703

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=372224

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

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

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

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

To: Jones, Jennifer L

Sent: 9/3/2018 2:48:16 PM

Subject: RE B6

Attachments: I Be___cardio appt 6-12 18. pdf,L

5-30-18.pdf; i
5-29-18.pdf; BG profile 6-12- 18 pdf i B6__
soaps.pd: taurine.pdf

Hi Jen
Please see attached
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, August 31, 2018 9:05 AM

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

Subject: RE: ! B6

Looking at his case, do you have any medical records you can share?

Jennifer Jones, DVM
Veterinary Medical Officer
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