
Vet-LIRN Case Summary Document 


Vet-LIRN Case Number: 800.218 

EON/CC #: EON-323515-323519 

Vet-LIRN Initiation Date: 7/13/2017 

MedRec: Requested: 7/12/2017 

MedRec: Received: 7/13/2017 

MedRec: Significant finding: 
Cardiogenic heart failure clinically but
[esssupported istalogically 

Vet-LIRN Tests (planned): 


Covance: 

e Taurine, Carnitine 


Vet-LIRN Test Results: 

Idaho: 


NCSU: total iron panel 


NCSU: iron wnl, Ferritin elevated 3x

URL 
Result Interpretation: 

IF NFA, justification: 


parate report submitted) was di sed with DCM and CHF 2/17 and was 


euthanized after aggressive treatment of CHF. At that tim ad 2 syncopal events closely related to 


each other. His appetite for dog food declined but he wou if tempted with treats mixed in. He 


was presented 6/22/17 for more syncopal events and was similarly diagnosed with severe DCM and 


CHF. He was able to be successfully treated however and is clinically doing well.on CHF medications as of 


7/10/17. A re-review of the myocardial histopathology fo housemate BG iwas requested at 


this time because of the unusual diagnosis of DCM in a small breed dog living i tié Same house as 

another dog similarly diagnosed a few months ago. . BS 


B6 related, younger 


miniature schnauzer‘;_, _}1ad been fed Caifornia Naturals Adult - both kangaroo with lentils and 


venison with lentils along with Milo's kitchen treats. We have samples of these foods from 6/17 but not 
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B6

the original bags from when he was presented 2/17. These samples were provided at the tim : Bs::ialso 


presented with severe DCM and CHF. Li ad extensive infectious disease testing which 


was negative and nutritional amino acid deficiencies were ruled out. Because of this, their unrelated 


lineages (although the same breed, they were from different lines), different ages but similar time of 


presentation, we are considering common environmental factors which could precipitate DCM, 


including food contami[) ion or toxin exposure. We have plasma, serum, urine and myocardial tissue 


samples (latter only foé Bsm stored at -80 Celsius in addition to food and treat samples. 


3 week history of cough treated unsuccessfully witl day history of 


inappetence and vomiting prior to presentation to emergency service for dyspnea. Radiographs 


showed severe pulmonary edema and echocardiogram showed severe Dilated Cardiomyopathy. There 


was an initial response to diuretic therapy however, he declined and was placed on the ventilator for 


respiratory support and continued CHF treatment. Attempts to wean off the ventilator were 


unsuccessful and aquaphoresis was performed. He continued to decline despite aggressive therapy and 


was euthanized. Infectious disease testing was negative and taurine and carnitine analysis showed 


adequate levels. Necropsy initially did not reveal a cause for DCM and supported alveolar injury. 


(possibly ventilator related). B6 


B6 

B6 H thad been fed Caifornia 


Naturals Adult - both kangaroo with lentils and venison with lentils along Milo's kitchen treats. We 


have samples of these foods from 6/17 but not the origi rom when he was presented 2/17. 


These samples were provided at the time his housemat nrelated, older miniature schnauzer) 


also presented with severe DCM and CHF. | will enter this dog as a separate affected patient. Both dogs 


had extensive infectious disease testing which was negative and nutritional amino acid deficiencies were 


ruled out. Because of this, their unrelated lineages (although the same breed, they were f different 


lines), different ages but similar time of presentatio ad clinical signs at the tim¢B6 


treated, but didn't present with CHF for several months), we are considering common environmental 


factors which could precipitate DCM, including food contamination or toxin exposure. 


Signalment: 


7 yr MC Miniature Schnauzer 


B6 b yr MC Miniature Schnauzer-deceased 


Signs: syncopal episodes, dyspnea, cough, heart failure 


Food: Alternated feedings between: 


e California Natural Adult Limited Ingredient Grain Free Venison & Green Lentils Recipe Dog Food 


e ““Kangaroo and Lentils 


¢ MRxreview 

B5 


Medical Record Review: 


B6 
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Presenting compla| B6 (4dyspnea cough of 3 week duration-wheezing type more frequent at 


as syring feeding,d 


put on mechanical ventilator 

P 160 bpm, R 64 rpm, pale pmk mm Gr I-1/VI left apical systolic murmur, femoral pulse 


hypokinetic but synchronous, jugular venous distention 


Labwork: 


Rads‘é B6 i 	 concern for aspiration pneumonia 


1 cardiomegaly, severe diffuse mixed interstitial to alveolar pattern most severe caudo-


dorsally, hepatomegaly, dec abdominal serosal contrast 


severe generalized cardiomegaly with biventricular heart failure, improved vs rDVM rads 


worsening cardiogenic pulmonary edema, cannot exclude lung induced injury 


neumonia 

post ultrafiltration, improved cardiogenic edema, hypovolemia, residual interstitial to 


y alveolar 
n

improved CHF with possible concern for bronchopneumonia, suspected hiatal hernia 


.. markedly progressive alveolar pattern with significantly worse cardiogenic edema 


tFAS B6 severe cardiomegaly with ventricular hypocontractility 


Echo! lcm vs. myocarditis vs pacing induce vs. other (severely dilated & hypocontractile left & right 


ventricles, severely dilated left and right atria) 


Necropsy: Lung-severe diffuse alveolar injury with marked fibrin deposition (hyaline) and marked 


alveolar histiocytosis and multifocal type 1l pneumocyte hyperplasia; mod to marked diffuse pulmonary 


edema; mild cardiomegaly with mild mitral valve endocardiosis and mild left ventricular hypertrophy 


and left atrial dilation; thorax with mild pleural effusion; Suspect primary non-cardiogenic etiology but if 


clinical cardiac dysfunction then functional cardiac abnormalities cannot be ruled out 


B6 
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Presented ] episodes of collapse, first occurred mid February, fall 6 seconds without losing 


consciousness = immediately return to normal =2 weeks later again collapse, then on = 6/3 post 2 


hour hike collapsed again; panting more than usual; good appetite for treats but reluctant to eat food 


since February; = recheck 7/10, doing better, no collapsing episodes except a stumbling moment when 


excited, resplratory rate normal, diet changed to Hill’s 


bpm, R pant, mild increased breath sounds in all lung fields 


99.7F, P 136 bpm, R 36 rpm, equivocal mild dehydration<5%, Gr I1/VI left apical systolic 


murmur 

Labs: 


eft sided congestive heart failure 


oderate left sided cardiomegaly without heart failure, moderate hepatomegaly 


Echo: mitral valve endocardiosis with left atrial enlargement and heart failure, decreased left 


entricular systolic function, suspected DCM 
V

BS 


7/18/2017 


7/19/2017 

JJI-TAMU can do the testing at TVMDL. Vet sent product weight and dimensionsA_ 


7/22/2017 

JJ-Vet did not receive a return shipping label. Will make PO for shipping to Vet-LIRN. 


7/26/17 


JG — AT received dog food in a container on 7/26/17. 1) received it. 
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Note: JG took pictures on 1/17/18 


7/28/2017 


J)-Vet sent info-she’s had 2 other cases of DCM with dogs eating the California Naturals diet. Info below: 


I don't know if there is anything to this but | have treated 2 other dogs in the last 2 weeks with 


DCM and CHF that are being fed California natural food (one kangaroo and lentil, and we are 


trying to find out about the other one which is in our ER now). One is mixed breed and we'll 


recommend testing for taurine deficiency. The other was a golden and taurine was a bit low but 


not super low so although we supplemented, | wasn't totally convinced it was the cause. 


Unfortunately she died a week later. 


I don't have a sense for how widely fed this diet is but | don't see it on the top selling lists | can 


find by google, so seeing 4 DCM dogs recently eating this particular food is interesting to say the 


least. | thought this might be of interest to you as you start to look at the California natural food 


Vet also sent journal article about; B5 


Found Eurofins can test n pet food. 


Sent info to group, and DR thinks testing for taurine, camitine‘i B5 Eworth 


it. I can send an email to Eurofins to request testing cost/method info/shipping info/amount needed for 


testing. 


8/3/2017 


JJ-Prepared pet food on 8/2 and lab submission forms. Make boxes today and send for testing. 


JG - Shipped samples to Covance and TAMU 


8/4/2017 


J)-Eurofins responded B5 iesting would require method development and be quite costly. Will not 


pursue at this time. 


8/7/2017 


JJ-TAMU sent final result: Will send all product test results to vet when received. 


8/9/2017 


1J-DR suggested-n 


8/22/2017 


JJ-Received Covance results for Taurine 

results and taurine/carnitine in progress until we interpret. Plan to send those after interpretation 


finalized. Asked vet which dry food we were sent. 
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Vet responded-flavor is Kangaroo. Let her know t available as a test unless she wants to 

pursue method development with Eurofins. 


DR agrees-sent final interpretation to vet. NFA. 


10/16/2017 


1/3/2018 


JJ-Received an email from Dr. Aden-

I'm hoping that you recall our communications over the summer regarding food testing for unrelated housemate dogs 

that developed DCM. These dogs were eating California Naturals Kangaroo and Lentil diet and we were not able to 

identify a cause of the DCM, dietary or infectious or toxic. (**800.218**) 


| wanted to reach out again because we 
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B4

1 3ls0 searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best) and 


We will continue to record the cases we see but 


Discussed during the weekly PFO meeting-DR suggested we test for Selenium since it has been 


associated with White Muscle Disease. We have leftover food and can send for testing. Based on my 


search-Lentils can have varying Se content based on soil concentrations (Thavarajah et al 2008). DR 


requested an article “Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: 


diagnostic and therapeutic implications” by Marinescu et al. 


Will ask vet if any of them had selenium testing done, and mention we will test the leftover food from 


this case for Selenium. Also ask if any histopath on the other dogs. 


Did not find any references that list the selenium content of kangaroo. 


1/9/2018 


JJ-DR sent an article-V. Marinescu & P. McCullough- Nutritional and micronutrient determinants of 


idiopathic dilated cardiomyopathy: diagnostic and therapeutic implications: Expert Rev. Cardiovasc. 


Ther. 9(9), 1161-1170 (2011) 


Table 1 ly reversible dilated

cardiomyopathiss. 


Toxc Acohol

Cobalt 


Metsbolic Hypocalcemia

Hipophosphtemia

Hapormagesemis 


Nuttians! Camitne 


Hagnesim

Selenum

Thiamine

Vitamin B12 

znc 


Plan to test for Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn 


Vet replied: “We have not tested for selenium in any of the dogs. We have stored blood samples from 


several dogs and have an inpatient right now that we can submit blood from 


We will probably start with looking at blood samples from 2 dogs as a screening. We also have frozen 


myocardium from one dog - do you think this should also be evaluated?” 


| clarified-the frozen myocardium is from 800.218 case-Yes “The myocardium is froi 


Maybe we will wait to see what the blood levels show.” 


B5 
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BS 

Vet also has food from the current case. We discussed the case this morning-plan to test 


archived/current case from vet/1 lot (several bags) storebought. 


Will 	 email vet to collect food. Make PO for new bags of food (same lot). 


1/10/2018 


1)-Vet sent the weight and picture of the subsample of food. Asked JG to send a box for collection. 


JG -	 Shipped the food collection kit to NCSU 


1/11/2018 


JJ-Vet emailed-“ As additional information, one of our cardiologist colleagues i B6 hosteda question 


about this association today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and 


lentil (I assume CN but not sure) in the last year - 2 were housemates but related.” 


1/12/2018 


JJ-DR mentioned Kogia whales get DCM of unknown origin: “I didn’t get the articles for you, but there is 


an issue in Kogia (pygmy sperm whales) involving a cardiomyopathy of unknown etiology. There was 


some work up done on some muscle markers. Not sure if NCSU would be interested in that info or not.” 


DR provided the articles-will share this information with NCSU. 


1/16/18 


JG —Received treat sub 2 and 3 

Store purchased samples. Both are California Natural, Grain free ingredient diet, Kangaroo and Red 


lentils recipe 


1/17/2018 


JJ-Vet cannot find package. Will resend. 


JG- reshipped the food sample collection kit and provided shipping tracking information 


1/23/2018 


14 


B5 

| cannot give advice one way or the other. 


The 	food she is sending us shipped today-


e Fromm Grain Free 


* 	 Ca Naturals Chicken and Lentil 
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i i 
replied the testing for the case samples is pending. 

We received an additional set of reports with DCM and California Naturals food. This case we’ll start 


with MRx. | made a separate case folder within this folder. 


JJ-Adding testing o to the plan based on the B6 tase cluster we received. 


1/25/18 


JG - Received a treat sample from Dr. Adin (NC state univ). Logged it in as Sub-4 


JG — Received a treat sample from Dr. Adin (NC state univ). Vet wrote down “California Naturaksm 


Kangaroo +Lentil”. 1) informed this is not Kangaroo but chicken flavor. Wrote down “Chicken + Lentil” 


and logged it in as Sub-5 


2/2/2018 


1J-Preparing the lab submission forms and emailing ID re: testing. For the Fromm-will email vet to ask 


what flavor. 


The veterinarian replied with the Fromm ingredient list. There are various proteins but also lentils and 


chickpeas. 
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2/6/18 

JG — Received a treat sample from ‘EON-Mult case’. Log in the treat as 800.218-Treat-sub-6 


2/5/2018 


J)-Prepared all samples for ID and Covance testing. Package for shipping. 


JG - Shipped the dry dog food to ID and provided shipping tracking information 


2/20/2018 


JJ-1 emailed Covance to request a testing update. 


2/22/2018 


JJ-We received the results from Idaho and Covance. The only significant finding was all products 


contained inadequate Fe content, below the AAFCO claim. Fe has been associated with idiopathic DCM 


(Marinescu and McCullough 2011) in people. According to the article, anemia was found in 12 to 55% of 


patients in heart failure, and the anemia’s severity correlated to the degree of heart failure. 


Looking at our cases, a CBC was done for 3 dogs according to their discharge summarie 


non/pre-regenerative anemia, and the other two had no mention of RBC abnormalities; 


BS 

Dr. Adin at NCSU emailed additional theories. She continues to see more cases. 
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B6

The Vet Cardiology Community is discussing this quite a bit. 


2/23/2018 


B5 

B5S 


Send feed test results to NCSU an | ask Dr. Adin if an iron panel has been done on any 


of the dogs. If not, we can request a full iron panel for one dog at NCSU and one from 


get estimates for the test from each lab. If the dogs are low Fe, we can test a myocardial sample from 


2/26/2018 


1J-Dr. Adin replied-


We have not looked at iron panels in any of the dogs. | just went through their CBCs (most but not all 


had them done). Only 2 of 23 were anemic and these were normocytic normochromic (although for one 


the MCH and MCHC were at the low end of the normal range). One anemia was mild (37) and the other 


was more severe and unexplained (5 yr Lab, 27%, this dog died after a week just recently). 


One issue is that we had a freezer failure about a month ago - devastating... . I refroze the samples but | 


am uncertain if these are still OK to test. She is calling the col the dog that ate the 


California natural chicken food you sampled was one of them The dog that ate Fromm is 


no longer with us and hi: not only thawed but older (company states they should be less 


than 28 days). An samples fall in that category as well. 


If the company tells us that testing serum that has been thawed will not give us accurate results. we 


have saved serum from a few recent cases that were eating: 


1. California Natural Salmon and peas (I also bought a bag of this off amazon when | heard they had 


discontinued the CN line) - this dog is clinically doing well but only 2 weeks 


2. Blue Buffalo grain free bison (this is the dog with the unexplained HCT o and died after a week) 


3. Zignature grain free lamb and peas (had been eating California natural kangaroo and lentil the year 


before) - this dog did not make it out of the hospital 


| know this latter scenario is less than ideal and not sure how long it would take to test a few more diets 


for just iron if we wanted to pair these with the serum samples. The other issue to consider is that if we 


tested the additional di m the bag the dog was eating (however, this was not 


necessarily the case fori _ithe owners brought in the food but from a different 


BS 

We will be proactive about getting the actual food and doing some iron testing on our end if new cases 


come it. 
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B6

She got an estimate for the Iron Testing: “I think it would be best to send off serum that was not 


inadvertently thawed. Since it is not tao_expensive l.was thinking I'd send off 2 sample: 


anemic dog that ate Blue buffalo and B6 a dog that ate CN salmon) - | can c 


the 2nd one.” 


We will cover the cost of 1 dog as initially planned. Will make a PO. 


Dr. Adin sent an article: Higgings etal 2017. This study involved children w/ DCM and Heart Failure: 


96.4% of patients had Fe deficiency, only 39.3% had anemia, and only 2/11 with anemia had a microcytic 


anemia. 


3/5/2018 


1J-Dr. Adin sent the invoice and requested a checl This dog was eating California Natural Salmon 


and peas. | will submit the invoice and am waiting o e Tax ID for the check. 


Dr. Adin asked how other cardiologists should submit the complaints. Last week, | responded, individual 


PFRs. 


not clinically significant and just a result of her slightly high iron) 


i B6 :lrof B6 {73-245), TIB¢ B6 i(270-530) 


They are going to run ferritin levels on the blood too as an indication of total body scores - may or may 


not be helpful. 


3/13/2018 


1J-The veterinarian emailed back, asking if the phosphorous we reported was the same a 


replied no. The ferritin results in these dogs was 3x the upper reference range. Ferritin is an acute phase 


protein. She’s meeting with a clinical pathologist to discuss the significance of these findings. | requested 


a copy of the blood work results. 


recommend NFA. 


3/14/2018 


JJ-DR agrees to NFA the case. He mentioned the elevated ferritin could be related to the cardiac disease 


as a consequence, not a cause. 


3/19/2018 


1)-The vet sent a copy of the Fe panel results, and | filed. 
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4/12/18 

3/28/2018 


JJ-Vet asked if the; B5 

species and not speciate. | emailed ID to confirm. 


3/29/2018 

1J-1D confirms-the panel measures total Fe and does not speciate. 


JG - Shipped samples to MSU (iodine) 


4/23/2018 

1J-MSU sent the iodine results. All subs tested were less than 10 ppm. NFA. 


4/27/2018 


1J-Sent copy of lodine results for sub 4 & 5 to vet. 
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Report Details - EON-323519 

ICSR: 2023230 


Type Of Submission: Initial 


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


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


Reporting Type: Voluntary 


Report Submission Date: 2017-07-11 17:32:14 EDT 


Reported Problem: Problem Description: Please note: Dr. Jennifer Jones was consulted priorto submission of this report. 

She would like to be involved in the case review 
(separate report submitted) was diagnosed with DCM an E 

euthanized after aggressive treatment of CHF. At that time. had 2 syncopal 

events closely related to each other. His appetite for dog food declined but he 


{ . 


would eat it if tempted with treats mixed in. He was presented 

syncopal events and was similarly diagnosed with severe DCM and CHF. He was 

able to be successfully treated however and is clinically doing well on CHF 

medications as of 7/10/17. A re-review of the myocardial histopathology for 

housemate as requested at this time because of the unusual diagnosis 


diagnosed a few months ago. i 
fDCM i iibreed dog livina in th h ther.dog similarh 


B6 : 


i B {unrelated, younger 

miniature schnauzer),: ad been fed Caifornia Naturals Adult - both kangaroo 

with lentils and venison with lentils along with Milo's kitchen treats. We have 


with severe DCM and CHF. Like 

testing which was negative and nutritional amino acid deficiencies were ruled out. 

Because of this, their unrelated lineages (although the same breed, they were 

from different lines), different ages but similar time of presentation, we are 

considering common environmental factors which could precipitate DCM, 

including food contamination or toxin exposure. We have plasma, serum, urine 

and myocardial tissue samples (latter only for j stored at -80 Celsius in 


i d and treat samples. 

Date Problem Started 


Date of Recovery: 07/10/2017 


Concurrent Medical 
Problem: 


No 


Outcome to Date: Stable 


Product Information: Product Name: 	 Alternated feedings between: California Natural Adult Limited Ingredient Grain 

Free Venison & Green Lentils Recipe Dog Food and Kangaroo and Lentils 


Product Type: Pet Food 


Lot Number: 


Package Type: BAG 

Package Size: 26 Pound 


Storage Conditions: In the bag in a cabinet 


Product Use 
Information: 

' pescription: the Venison and Kangaroo types were alternated depending 

on store availability and were fed twice daily along with 

Milo's kitchen treats 


Perceived 
Relatedness to 

Adverse Event: 


Possibly related 


Manufacturer 

[Distributor Information: 


Purchase Location 

Information: 


Animal Information: Name: 


FOUO- For Official Use Only 	 1 
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Type Of Species: 


Type Of Breed: 


Gender: 


Reproductive Status: 


Weight: 


Age: 


Assessment of Prior 

Health: 


Number of Animals 

Given the Product: 


Number of Animals 

Reacted: 


Owner Information: 


Healthcare Professional 

Information: 


Sender Information: 
 Name: 


Address: 


Contact: 


Permission To Contact 

Sender: 


Dog 

Schnauzer - Miniature 


Male 


Neutered 


9.6 Kilogram 


7 Years 


Excellent 


2 


2 


Owner 

Information 


provided: 


Contact: 


Address: 


Practice Name: 


Address: 


Practice Name: 


Contact: 


Practice Name: 


Contact: 


Darcy Adin 


Yes 


Name: 


Phone; 
 B6 

Email 


B6 

North Carolina State University, College of Veterinary 

Medicine 


Name: Darcy Adin 


Phon 


Other Phon 


Contact: 


Email: dbadin@ncsu.edu 


1060 William Moore Dr 

Raleigh 

New York 

27607 

United States 


North Carolina State University, 
 College of Veterinary Medic 


Name: 


Phone: 
 B6 

Other Phone: 


North Carolina State University, 
 College of Veterinary Medic 


919-513-6694 


1060 William Moore Dr 

Raleigh 

New York 

27607 

United States 


9195136694 


Yes 


FOUO- For Official Use Only 
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Preferred Method Of 
Contact: 

Email 

Reported to Other 
Parties: 

Manufacturer 

Additional Documents: 


FOUO- For Official Use Only 
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Print Date: 07/11/17 
 Page 1 


NC State University 

Veterinary Hospital 


Fax: Admin 1052 William Moore Drive Small Animal ~ (919) 513-6500 


Fax: Referral Raleigh, NC 27607 Large Animal (919) 513-6630 

Discharge Comments 

Client Patient Attending DVM ADIN, DARCY 

B 6 SCHNAUZER
MC 

Case# 

0.9kg 

Student‘ .
Dischérging DVI\{I 

GRAYSWHITE Referring DVM 
CANINE | 

Admission Date/Time:JUL 10, 2017 10:59 AM Discharge Date/Time:JUL 10, 2017 03:16 PM Discharge Status: 


CASE SUMMARY 


DIAGNOSIS: 

Dilated Cardiomyopathy (DCM) 

Mitral valve endocardiosis and regurgitation 


resented to our Small Animal Emergency or for episodes of collapse. 

had his first two collapse episodes in mid February; he was described to fall over for ~6 seconds with no loss of consclousness and 

he immediately returned to normal after. He later has several more collapsing episodes in June 2017, which pro; 

presentation to NCSU SAES. Collapse episodes were preceded by excitement or exertion. He was dlscharge(z 


B8, img PO BID B -7"7mg PO BID and {__"Bé__""img PO BID.{_BE€__ihouse mate, {_B6 }unfortunately passed away 

from DCM and CHF in Infectious disease testing and amino acid testing did not identify a cause for the DCM. 


is doing much better. He has not had any more collapsing episodes, excepting one 

e stumbled but did not fall when excited 7/4/17. He is tolerating the medications and eating well. No coughing, 


sneezing, vomiting or diarrhea. His RR has been very normal since starting medications. His diet has been changed to Science Diet 

adult small breed from California Naturals. 


The tests results from ivisit were normal, including vector borne testing (IFA, PCR) and taurine and carnitine analysis. A 

full amino acid profile did not reveal significant abnormaliites, however, consultation with UCD is pending for a full interpretation. 


PHYSICAL EYAMEINDING! 


B6 

CV/R: Grade 2/6 left apical systolic murmur, no arrhythmias auscultated, femoral pulses strong and synchronous, normal 

bronchovesicular lung sounds noted on bilateral auscultation- no crackles or wheezes, eupneic 


ASSESSMENT: 

was presented today for a recheck of his recently diagnosed dilated cardiomyopathy (DCM). DCM is a disease of unknown 


cause affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes, and 

Labrador Retrievers). Although the exact mechanism of DCM is currently unknown, dietary taurine/carnitine deficiencies, genetics and 

toxins have all been linked to DCM. Infectious and nutritional causes of DCM have been ruled out to the best of our ability to test for 


The overall effect of DCM is a decrease in the contractility (pumping ability) of the heart. Because the heart is unable to pump 
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Print Date: 07/11/17 
 Page 2 


with enough vigor to move blood adequately forward into circulation, a volume overload occurs and the heart dilates to accommodate 

it. As a result, the chambers of the heart become very large, and the walls of the heart become very thin. Ultimately, the heart is 

unable to accommodate and dilate further, the result is back-up of blood from the heart and into the lungs, known as congestive heart 

failure. It is important to know that this disease is progressive, and ultimately those patients affected with it will experience congestive 

heart failure. 


Given the unusual timing of oth developing dilated cardiomyopathy within the same time frame, their different ages, 

itedness, same envirofiifiént and fack of an identifiable cause, we are continuing to hunt for an environmental explanation for 


CM. We will keep you up to date as we pursue toxin testing in the food and treats you have brought us. However, negative 

toxin testing may not completely rule out a toxin since we do not have samples representative of the onset of cardiac signs in both 

dogs. We have changed food to address this possibility. 


We are glad to see that doing well clinically. His chest xrays showed resolution of congestive heart failure and his renal panel 

was normal indicating the s tolerating the medications well. We would like to ad 2 to his regime because his 


hile normal, is at the low end of the range, and because this may have some long ferm beneflt through anti-

i We have also listed doses for supplements, that while unproven in their benefit, are not harmful and may help his 


myocardial function. Taurine and carnitine supplementation are unlikely to be helpful since his plasma and whole blood 

concentrations are normal. 


MEDICATIONS: 


Plesae continue the following medications: 


ACTIVITY: 

Please avoid strenuous exercise or situations which place undue stress on your pet. In general, pets with congestive heart failure will 

self-regulate their exercise. Please monitor for any change in exercise capability. 


Please continue to monitor respiratory rate and call if this increases. Please also call if he begins coughing or collapse 

episodes recur. 


DIET: 

A diet that is moderately restricted in salt is ideal for cardiac patients, as excessive salt load can cause fluid accumulation. A 

commercial "Senior” diet is formulated with an appropriate amount of salt for your pet. Please also avoid salty treats, such as hot 

dogs or jerky treats. 


NEXT APPOINTMENT: 

should have a recheck appointment with NCSU Cardiology in 3-4 months to evaluate chest X-rays, blood pressure, kidney 


values, echocardiogram, and troponin. If he begins to show signs of heart failure prior to your next recheck, please call NCSU 

Cardiology so that we can recheck your pet sooner. 


(CLINICIANS: 


RESIDENTS: 

B6 i 
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CLINICAL TECHNICIANS:, 

B6 


SEARC TECHNICIAN: 

B 


In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills. 


NOTE: If your petis in need of emergency aid and you are not able to get to the NC State Veterinary Hospital quickly, please seek 

care at the nearest veterinary emergency facility. Take these discharge instructions and current medications with you so that the 

treating veterinarian will know as much as possible regarding your pet's medical condition. 


Owner - 1. Clinician - Darcy Adin, DVM 


Referring Veterinarians - please visit us online at www.ncstatevets.org/veterinarians and fill out our RDVM Feedback Survey! 
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Vi uuummmmuu

DIAGNOSTIC LABORATORY 


Texas A&M Veterinary Medical Diagnostic Laboratory 

483 Agronomy Road 

College Station TX 77840 

Phone: (979) 845-3414 Fax: (979) 845-1794


Report Date: 8/4/2017 

Final Report 


Date Received: 8/4/2017 Case Coordinator: Accession No: 


JENNIFER JONES, DVM Phone: (240) 402-5421 
8401 MUIRKIRK RD. Fax: (301) 210-4685 
LAUREL MD 20708 Email: jennifer jones@fda.hhs.gov 

Associated Parties 


Vet Practice ' TAMU Veterinary Pathobiology |Account #: A02336 


Jennifer Jones, DVM 	 8401 Muirkirk Rd. 

Laurel, MD 20708
(240) 402-5421 






Customer Requests 

Specimens Submitted: 1 bag, 

Customer Test Request Please test dog food product 


History 


Please see previous email. 


Lab Findings 


Toxicology 


Specimen Test Name 	 Method Basis Toxicology Result Units 


Dog food - 800.218 - 1 B5 i [ELISA [ Asreceived basis | None Dete 

was not detected in this sample at the detection limit of 5 ppm. 


DABT, Veterinary Toxicologist /kk 


Client Report History 


Report Type | Delivery Method | Sent To Date Sent 

Final Email jennifer.jones@fda.hhs.gov | 8/4/2017 3:59 PM 


Accession Numbe Final (8/4/2017) 	 Page 10of 1 
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NC State University 

Veterinary Hospital 


Fax: Admin 1052 William Moore Drive Small Animal ~ (919) 513-6500 


Fax: Referral Raleigh, NC 27607 Large Animal (919) 513-6630 

Discharge Comments 


Client Pa!ler:! Case# ; SA:E,:",:,Q DVM 


B 6 SCHNAUZER M Discharging DVM
2 
9.9kg 
GRAYSWHITE Referring DVM BG 

CANINE 


Admission Date/Time:JUL 10, 2017 10:59 AM Discharge Date/Time:JUL 10, 2017 03:16 PM Discharge Status: 


CASE SUMMARY 


DIAGNOSIS: 

Dilated Cardiomyopathy (DCM) 

Mitral valve endocardiosis and regurgitation 


had his first two collapse episodes in mid February; he was described to fall over for ~6 seconds W|th no loss of consciousness, and 

he |mmedlately returned to normal after. He later has several more collapsmg eplsodes in June 2017, which prompted his 


Ce with 

g PO BID and{__"B6___smg PO BID.i _B§ house mate,i_B6 i unfortunately passed away 

fectious disease testing and amino acid testing did not identify a cause for the DCM. 


Histopathology was relatively unremarkable, however, findings could have been consistent with a toxic insult. 


Since 6/22/17 doing much better. He has not had any more collapsing episodes, excepting one 

moment where he stumbled but did not fall when excited 7/4/17. He is tolerating the medications and eating well. No coughing, 

sneezing, vomiting or diarrhea. His RR has been very normal since starting medications. His diet has been changed to Science Diet 

adult small breed from California Naturals. 


The tests results from Visit were normal, including vector borne testing (IFA, PCR) and taurine and carnitine analysis. A 

full amino acid profile did not reveal significant abnormaliites, however, consultation with UCD is pending for a full interpretation. 


PHYSICAL EXAM FINDINGS: 


VIR Grade 26 féft apical SyStolic Huimiur, o atyihmias auscultated; fémoral pulses stiong and synchionous; norar 

bronchovesicular lung sounds noted on bilateral auscultation- no crackles or wheezes, eupneic 

GI/GU: Soft, non-painful, slightly distended abdomen on palpation, no fluid wave present, no organomegaly detected. 

MSK: Ambulatory on all four limbs with no observed lameness. 


B6 


RESULTS OF DIAGNOSTIC TESTS: 

BLOOD PRESSURE- 110 mmHg systolic 

CHEST RADIOGRAPHS- Moderate left sided cardiomegally with no signs of congestive heart failure. Moderate hepamegaly. 

RENAL PANEL: all normal (BUN! 


ASSESSMENT: 

was presented today for a recheck of his recently diagnosed dilated cardiomyopathy (DCM). DCM is a disease of unknown 


cause affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes, and 

Labrador Retrievers). Although the exact mechanism of DCM is currently unknown, dietary taurine/carnitine deficiencies, genetics and 

toxins have all been linked to DCM. Infectious and nutritional causes of DCM have been ruled out to the best of our ability to test for 


The overall effect of DCM is a decrease in the contractility (pumping ability) of the heart. Because the heart is unable to pump 
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with enough vigor to move blood adequately forward into circulation, a volume overload occurs and the heart dilates to accommodate 

it. As a result, the chambers of the heart become very large, and the walls of the heart become very thin. Ultimately, the heart is 

unable to accommodate and dilate further, the result is back-up of blood from the heart and into the lungs, known as congestive heart 

failure. It is important to know that this disease is progressive, and ultimately those patients affected with it will experience congestive 

heart failure. 


Given the unusual timing of oth developing dilated cardiomyopathy within the same time frame, their different ages, 

unrelatedness, same environment and lack of an identifiable cause, we are continuing to hunt for an environmental explanation for 


-DCM. We will keep you up to date as we pursue toxin testing in the food and treats you have brought us. However, negative 

toxin testing may not completely, rule out a toxin since we do not have samples representative of the onset of cardiac signs in both 

dogs. We have changed: food to address this possibility. 


We are glad to see that doing well clinically. His chest xrays showed resolution of congestive heart failure and his renal panel 

was normal indicating s tolerating the medications well. We would like to add ¢ his regime because his 

potassium, while normal, is at the low end of the range, and because this may have some long term benefit through anti-

aldosteronism. We have also listed doses for supplements, that while unproven in their benefit, are not harmful and may help his 

myocardial function. Taurine and carnitine supplementation are unlikely to be helpful since his plasma and whole blood 

concentrations are normal. 


MEDICATIONS: 


ACTIVITY: 

Please avoid strenuous exercise or situations which place undue stress on your pet. In general, pets with congestive heart failure will 

self-regulate their exercise. Please monitor for any change in exercise capability. 


Please continue to monitor: respiratory rate and call if this increases. Please also call if he begins coughing or collapse 

episodes recur. 


DIET: 

A diet that is moderately restricted in salt is ideal for cardiac patients, as excessive salt load can cause fluid accumulation. A 

commercial "Senior” diet is formulated with an appropriate amount of salt for your pet. Please also avoid salty treats, such as hot 

dogs or jerky treats. 


NEXT APPOINTMENT: 

should have a recheck appointment with NCSU Cardiology in 3-4 months to evaluate chest X-rays, blood pressure, kidney 


values, echocardiogram, and troponin. If he begins to show signs of heart failure prior to your next recheck, please call NCSU 

Cardiology so that we can recheck your pet sooner. 


CLINICIANS: 


RESIDENTS: 
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CLINICAL TECHNICIANS: 

B6 


RVICES: 


In order to help expedite medication refills, please visit us online at www.ncstatevets.org and select Pet Owners, Pharmacy Refills. 


NOTE: If your petis in need of emergency aid and you are not able to get to the NC State Veterinary Hospital quickly, please seek 

care at the nearest veterinary emergency facility. Take these discharge instructions and current medications with you so that the 

treating veterinarian will know as much as possible regarding your pet's medical condition. 


Clinician - Darcy Adin, DVM Student 


Referring Veterinarians - please visit us online at www.ncstatevets.org/veterinarians and fill out our RDVM Feedback Survey! 
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Patient Number: 211495 Cardiologist: 

Breed: Labrador Retriever 

was presented tof B6joday for evaluation of 2 niew heart murmur and evaluation after being 
sed with congestive it failure on 8/18/17, was evaluated by her regular vet on 

for heavy breathing and coughing. Radiogr d blood work were done at the time and 
was diagnosed with an enlareed heartapd congestive heart failure at that time, | 

by her regular vet, 
for reevaluation of congestive heart failure. The cli 

iwas not well controlled ont B6 tablets: 
ive. 122 soblet by mouth . 

Bé i 

Mifiation of freatment. "The ¢l 

1 tablet by mouth once daily sof 


LTS TIENUIEEAl Be. fEs8 SaciAl and T3S antive A 

1 is currently receiving} 


Echocardiographic Report 

Patient Information 


Patient: 
 Ager s years 

Weight:(kg) 25.60 

Referring Veterinarian 


Sex: Client Number: 138074 


Exam Date: 08/24/2017 08:19 BSA: 0.88 


mendations 

pointment to be see by i The clients 


report that since the medications were increased | 
 B6 | has improved, howev 0. still feel that

she is breathing faster than normal at home and si& 
 75 till panting a lot at home. 

Yery well at | el is currently. on.a Jow: sedium kanearan sod lentildiet .. U sliaste 


B6 


B6 

Physical Examinatior 


Diagnostic Tests: 
 v

Thoracic Radiographs: Persistent cardiomegaly with mild decrease in severity. No evidence of

cardiac decompensation, 

Renal Panel B6 i 

Echo: See BEIGW, Siius thythim on FCG. 
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LV 

Endocardiosis (chronic degencrative valve disease) - Degenerative changes in one or more heart valves have caused leaking 
across these valves. This is the source of the beart murmur, As this disease progresses, the heart enlarges. Eventually this 
can lead to symptoms of cough and shortness of breath (airway compression and/or congestive heart failure). This is usually 
a slowly progressive disease. 

Dilated cardiomyopathy - This is a disease characterized by weakening of the heart muscle and dilation of the heart chambers, 
As the disease progresses, it can lead to congestive heart failure (fluid in the lungs causing shortness of breath and cough). 
Abnormal heart rhythms are common and can result in sudden death. Most commonly this is an inherited disease, though it 
can oceur secondary to a deficiency in an amino acid called taurine, 

ECHO REPORT 


2D ECHO 

LA Systalic Diameter LX 


DOPPLER 

AV Peak Velocity 

AV Peak Gradient 

Miteal E Point Velocity 

Mitral E to A Ratio 

MR Peak Velocity 


M-MODE 

LV Diastolic Diameter MM 

LY Systolic Diameter MM 

LV Fractional Shortening MM 

LY Diastolic Volume Cube 


Systolic Volume Cube 

LY Ejection Fraction Cube 

1VS Diastolic Thickness MM

1VS Systalic Thickness MM 


08/24/2017 08:19 


Aortie Root Diameter 


PV Peak Velocity 

PV Peak Gradien: 

TR Peak Velocity 

TR Peak Gradient 


1V Percent Thickening MM 


LVPW Percent Thickening MM 

VS 10 PW Ratio MM 

LV Mass MM 

LV Mass Normatized MM 

MV E Point Sepial Separation 


ilation with marked global myocardial dysfunction. Normalized | Left Ventricle: 
 normalized 


Left Atrium: Severe dilation with 


Right Ventricle: 


Right Atrium: 


Mitral Valve: 


Aortic Valve: 


Tricuspid Valve: 


Pulmonic Valve: 


Aorta: 


Pericardium: 


Diagnosis 


Recommendations 
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ECHO REPORT — 08/24/2017 08:19 


Please continue the following medications as previously direcied: 


As we discusse: B6 _} unfortunately have very similar structural heart discase. Since they are related, this raises 

concern for a gcncuc component, You have expressed that there is no histary of heart disease in their lineage. It is possible 

that the disease has remained silent in other related dogs or is inherited in a way that it is only expressed in certain 

individuals, The other common denominator tha, B6 v have is the kangaroo diet. Even though we have not 

specifically associated this protein source with tatifine/Carniiing deficiency, it may be warranted to consider a diet with a 

different protein source sinceit is a novel protein and both dogs have very similar disease manifestations. Lamb should be 

avoided as it has been associated with taurine deficiency in dogs. 


We did not checki_ B8 blood taurine level today- since! vas normal it is highly unfikely that 11 be deficient 

as they are related and eat the same food. 


One thing that can be very helpful for home monitoring is checking sleeping or resting respiratory rates. A recent study 

shawed that even pets with severe heart disease rarely have resting respiratory rates greater than 30 breaths per minute unl s 

they are starting to decompensate for that disease. Elevated respiratory rates at home may be even more sensitive than chest 

radiographs at picking up early decompensation. Count your pet's respiratory rate when he/she is at rest or sleeping (not 

within 20 minutes of being active). Ifhis/her respiratory rate is greater than 30 breaths per minute. recheck again in a couple 

of hours. 1f persistently elevated above this level, call. 


With advanced heart di . our biggest dietary concerns are adequate calorie content and low sodium content. We aim for 

less than 80mg sodium per 100 kilocalories (keal) in patients that have developed congestive heart failure. We do not advise 


striction unless there is concurrent kidney disease (i.e. kidney diets are not advised unless there is concurrent kidney 

S . Please refer to our diet handouts with a list of currently adequate diets and treats, though this list is not exclusive. If 


you\\|sh to feed a diet that is not on these lists, you will need to call the manufacturer of the diet to obtain a sodium content. 


Exercise is also a concern in advanced heart disease. While cage rest is ideal with active heart failure. some exercise is 

permissible in asymptomatic disease. However, vigorous or extended exercise should be avoided. 


**As long as. does well at home we would like to re-evaluate her in 4-6 wi ks, At this time we will recheck her 

Kidney values/cl tytes and blood pressure as well as repeat chest x-1 
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ECHO REPORT 
 — 08/24/2017 08:19 


(Electronically Signed) 


Final Date; 


Like uy ony Facebook! 


B6 

***Notes 10 our clients*** 

~Please bring all medications to your pet's scheduled appointments, 

-We require a 48 hour notice for all refills. When you call to request a refill, please leave the pharmacy phone nuniber or 

clearly indicate if vou plan on picking up the medication at our facility. PRESCRIPTION REFILLS ARE NOT AVAILABLE 

AFTER] B6 enings. Fridays, holidays and 

weekendsy: 

-Check out! nd enter your local zip code to search for the best prices on your medications at your 

local pharm -

-If an emergency arises with your pe a 24 hour facility, 
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way here this mornin} B i 

B6 10f2 

Date PB@ fime: 22:45 


Client: 
Address: 

Patient: 

B 6 Breed: Ver, Labrador 


Age: 


for increased respiratory rate. The owner reports after the visit yesterday and the lasix bolus,; 

afternoon well until evening. Throughout the evening and night her respiratory rate increased to over 40/min. This she began to 


cough. The owner reports she coughed up pink tinged fluid. She also had an episode where she was excited and collapsed. She has 


been taking all of her medications as previously directed. She had her midday dose o i She is currently on; 


B6 
 he has been dry heaving on the 


Physical Exam 

Vitals: 


Vital Sign 

Waight 

Attitude 

Temp 


Memb 

CRT <2sec 


Mucous Membranes: Pale pink, moist 

Heart and lungs: 4/6 murmur, Fine crackles right dorsal lung fields/no dyspnea, regular rhythm, strong and synchronous femoral pulses 

Abdominal Exam: Soft and not painful to palpation, 

Musculoskeletal and Integument: Ambulatory with no lameness 

Eyes, Ears, Nose, and Throat: No ocular or nasal discharge 

Peripheral lymph nodes: No peripheral lymphadenopathy 

Urogenital Exam: Unremarkable 

Neuro Exam: Intact CN, normal mentation, no ataxia seen 

Rectal Examination: Formed stool with no blood 


espiratory rate continued to increase throu;hout the night despite being on ¢_ Called owner and discussed 
is. Owner elect humane euthanasia. 



Iso spoke to owner for euthanasia consent per phone consultation. 


Radiographs-

The cardiac sithouette is again noted to be generally enlarged. There is an unstructured interstitial pulmonary pattern within the right 
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middle and right caudal lung lobes. There is mild enlargement of the cranial lobar pulmonary veins. There are no abnormalities of the 

pleural space. 

“onclnsion, 


Conclusion 

1. Persistent generalized cardiomegaly with persistent left-sided congestive heart failure characterized by cardiogenic pulmonary 


onary 	venous congestion. 

DVM, Diplomate ACVR
B6


TARIUSTS: 

Endocardiosis 

Dilated cardiomyopathy 

Treatment: 


DiETo POOT TESPONSE 10 Treatiment and declining €ndition owners elected humane euthanasia 


Releasing DVM: 


r 

B6 


Client Signature Client Name (Print) 


BG 	 20f2 B6 2245 
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KOMINISTRATION 


From: 	 Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-


DROTSTEI> 


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

cc: Ceric, Olgica; Nemser, Sarah; Reimschuessel, Renate 

Sent: 

Subject: 

1/23/2018 6:35:32 PM 

RE: California Natural and Zignature- Kangaroo Diets and DCM 

EON-345833-345835-345831-345822 


Jen, 


This sounds great! 


Thank you for all of the information. 


From: Jones, Jennifer L 


Sent: Tuesday, January 23, 2018 1:25 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Palmer, Lee 


Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Recommend collecting open product froi ] case (only one available) and testing f 

other cases. Also based on message board-recommend: BS, ‘rom all the DCM 

cases. 
measure cardiac muscle-

BS ) we can look at the case from last summer and 

_ B5 {Fori_._B6__icase (EON-345822) if dog dies-will ask to save heart 


tissue for potential testing and histopath. Vet-LIRN can purchase Zignature Essentials for testing based on 

California naturals testing results. 

MRx summaries attached. 

The Message Board is worth reading-start on the last page. Good article (DelLuca et al) with Tau biosynthesis 

diagram (below) attached. 


e e e Chensy e & e 	Cytamine 
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Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Rotstein, David 


Sent: Tuesday, January 23, 2018 7:02 AM 

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


Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 
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Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Thanks---that's what | figured! 


From: Jones, Jennifer L 


Sent: Tuesday, January 23, 2018 7:01 AM 


To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 


Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


| wasn't-However, | bet it's related to our contact from NCSU. She had a cardiologist friend 


cases. We can get MRXx, to start! 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


(B0 U.S. FOOD & DRUG 


From: Rotstein, David 


Sent: Monday, January 22, 2018 10:06 PM 

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

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 


Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 

Lauren <Lauren.Carey@fda.hhs.gov> 

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

Subject: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Not sure if you were expecting these at Vet-LIRN 


FDA-CVM-FOIA-2019-1704-017357
 



From: 	 Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-


DROTSTEI> 


To: Jones, Jennifer L 

cc: Reimschuessel, Renate; Nemser, Sarah; Ceric, Olgica 

Sent: 1/23/2018 6:45:11 PM 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM 


EON-345833-345835-345831-345822 


] I don't think we are quite there yet 	 B5 


: 	 B5 

The message board certainly shows a pattern. 


d. 


From: Jones, Jennifer L 


Sent: Tuesday, January 23, 2018 1:25 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov> 

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Recommend collecting open product from;___B6 ___icase (only one avallable) and testing for metals with the 


other cases. Also based on message board-recommend: irom all the DCM 


measure cardiac 
cases. If we find; iwe can Iook at the case from last summer and 


"(EON-345822) if dog dies-will ask to save heart 

¥ Vet- can purchase Zignature Essentials for testing based on 


California naturals testing results. 

MRx summaries attached. 

The Message Board is worth reading-start on the last page. Good article (DeLuca et al) with Tau biosynthesis 

diagram (below) attached. 


r__. > ComaymeA —— ~ Cpeamine 


Cysteine L2 Cysteine 


Cystahanine Homacytene e
e— Methionae 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[edd U.S. FOOD & DRUG

AoMINISTRATION 


From: Rotstein, David 


Sent: Tuesday, January 23, 2018 7:.02 AM 
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To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 


Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Thanks--—-that's what | figured! 


From: Jones, Jennifer L 


Sent: Tuesday, January 23, 2018 7:01 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 


Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


| wasn't-However, | bet it's related to our contact from NCSU. She had a cardiologist friend P-BG; th a few 


cases. We can get MRXx, to start! -


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


fl U.S. FOOD & DRUG 


From: Rotstein, David 

Sent: Monday, January 22, 2018 10:06 PM 


To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.qov>; 

Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 

Lauren <Lauren.Carey@fda.hhs.gov> 

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


Subject: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Not sure if you were expecting these at Vet-LIRN 
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From: 	 Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6 ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

Rotstein, David 
To: 

cc: Reimschuessel, Renate; Nemser, Sarah; Ceric, Olgica 

Sent: 1/23/2018 6:46:59 PM 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM 


EON-345833-345835-345831-345822 


Yes, and we can test for those nutrients and compare to AAFCO’s minimums. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG .

ADHIMISTRATION EAVRN 


From: Rotstein, David 


Sent: Tuesday, January 23, 2018 1:45 PM 

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

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Jdon’t think we are 	 quite there vet. B5 

B5 


The message board certainly shows a pattern. 


d. 


From: Jones, Jennifer L 

Sent: Tuesday, January 23, 2018 1:25 PM 


To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; Palmer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov> 

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Recommend collecting open product from: case (only_one available) and testina for metals with the 


other cases. Also based on message board-recommend om all the DCM 
cases. If we find: BS m last summer and 
measure cardiac muscle: B5 _F B6__icase (EON-345822) if dog dies-will ask to save heart 

tissue for potential testing and histopath. Vet-LIRN can purchase Zignature Essentials for testing based on 

Callifornia naturals testing results. 




MRx summaries attached. 

The Message Board is worth reading-start on the last page. Good article (Deluca et al) with Tau biosynthesis 

diagram (below) attached. 
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Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


lipdid U.S. FOOD & DRUG .,

AGMINIBTRATON 


From: Rotstein, David 


Sent: Tuesday, January 23, 2018 7:02 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.qov>; 


Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 


Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 

Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Thanks---that's what | figured! 


From: Jones, Jennifer L 

Sent: Tuesday, January 23, 2018 7:01 AM 


To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; 


Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 


Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 

Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


| wasn't-However, | bet it's related to our contact from NCSU. She had a cardiologist friend iri B with a few 

cases. We can get MRXx, to start! 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG .~

agminisTRATION 


From: Rotstein, David 


Sent: Monday, January 22, 2018 10:06 PM 


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

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Glover, Mark <Mark.Glover@fda.hhs.gov>; 


Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

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

Subject: California Natural and Zignature- Kangaroo Diets and DCM EON-345833-345835-345831-345822 


Not sure if you were expecting these at Vet-LIRN 
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To: 1 

Sent: 1/24/2018 1 2 AM 
Subject: RE: FDA Case Investigation fo 

From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6 ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 


Thank you for the additional information,; B6 : When you submit the new FDA report(s), please email me the ICSR number 

(like a confirmation number). It will help d the report in our system. 


| will send you a box to re-use and send the leftover food to our lab. We send the food to a lab for testing. Please use the 

prepaid return label for shipping on a Monday-Wednesday (included in the box). You will call UPS to pick-up the package. 


The testing will take a few weeks, but we'll send a copy of the results to you. Please share them with 

The box should ship arrive by close of business Friday. 


Please email or call with any questions. 

Thank you, 

Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


----- Original Message=:==: 

From: B6 i 

Sent: Tuesday, January 23, 2018 6:20 PM 

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

Subject: Re: FDA Case Investigation fo 


Dr. Jones, 


Thank you for reaching out. | have contacte: owner to get a 

sample of her food for analysis. Please let me hat to do from 

there. 


For your information, we have pulled all our cases of dilated 

cardiomyopathy that we diagnosed in 2017 and identified a fifth animal 

on kangaroo and lentil diet (out of 23 total) - | will submit an FDA 

case report for this-, and another one on a lentil-containing Vegan 

diet. There are some cases in which the diet is not specified that we 

still need to contact, but at least 11 of the cases are on grain-free 

diets, including all of the cases in "atypical" breeds. As you may have 

seen from my listserve query to other cardiologists, not only have 

Cardiologists been seeing cases in dogs fed kangaroo and lentil, but 

there were a number of cases in dogs of "atypical” breeds on 

lentil-based Vegan diets, and a series of Golden retrievers with taurine 

deficiency on grain-free diets. Grain-free diets are a fad right now 

and lots of clients are feeding them, so the incidence of grain-free 

diets may simply be coincidence. Interestingly howevel 

who | saw recently and re-echoed after several months on another diet 

with no documented improvement in echo findings is still being fed a 

grain-free diet. | have asked her owner to switch her diet once again 

to something not "grain-free” and we will see how things go over the 

next several months. 


Thanks for your assistance with this. | look forward to hearing back 

from you. 
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On 2018-01-23 1 , Jones, Jennifer L wrote: 

> Good afternool 
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> 
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Thank you for submitting your consumer complaint to FDA. I'm sorry to 

hear about the dogs' illnesses. 


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


*TEST REMAINING OPEN PRODUCT FROI 


* Testing for Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn, Taurine, 

Methionine, and Cysteine. 

* Please send me the size of the bag/approximate weight. 

 We will coordinate the testing through your office. 


In the unfortunate event that any of the dogs from these reports die 

or are euthanized, we may be able to offer cardiac histopathology 

(fixed formalin) and metals/aminoacids (fresh frozen) testing. Please 

contact me if this occurs and the owners are interested. 


| attached a copy of our Vet-LIRN network procedures. The procedures 

describe how Vet-LIRN operates and how veterinarians help with our 

case investigations. 


PLEASE RESPOND TO THIS EMAIL SO THAT WE CAN INITIATE OUR 

INVESTIGATION. 


Thank you kindly, 


r. Jones 


JENNIFER L. A. JONES, DVM 


Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 


Laurel, Maryland 20708 

new tel: 240-402-5421 


fax: 301-210-4685 

e-mail: _jennifer.jones@fda.hhs.gov__ _ 


Web: http:/www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 


1] 


2] 
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Links: 
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[1] http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

[2] http://www.fda.gov/ 
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From: Dr. B6 
To: Jones; Jennifer 

Sent: 1/25/2018 5:52:12 PM N 

Subject: Re: FDA Case Investigation for 

HiJen, 

| just submitted the fifth report today. The ICSR number is 2040808. 

Unfortunately, | last saw the patient in July and though | have called 

both phone numbers we have on file, the owners have not returned my 

calls as yet. In our history, we have that he was fed a limited 


ingredient diet with kangaroo as the meat source but not a specific 

brand. | will be emailing them as well to see if | can get more 

specific information. 


On 2018-01-24 04:54, Jones, Jennifer L wrote: 

> 

> 
> 
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> 

> 
> 
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> 
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>
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> 
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> 
> 

> 

> 
> 
> 

> 
> 


> 

Thank you for the additional information. When you submit the 

new FDA report(s), please email me the ICSR number (iike a 

confirmation number). It will help me find the report in our system. 


| will send you a box to re-use and send the leftover food to our lab. 


We send the food to a lab for testing. Please use the prepaid return 

label for shipping on a Monday-Wednesday (included in the box). You 

will call UPS to pick-up the package. 


The testing will take a few weeks, but we'll y of the 

results to you. Please share them with Ms, 

The box should ship arrive by close of business Friday. 





Please email or call with any questions. 

Thank you, 


Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


Original Message: 

From: Dr.; B6 

Sent: Tuesday, January 23, 2018 6:20 PM 


To: Jones, Jennifer L <Jennifer.Jones@fda.hh: 

Subject: Re: FDA Case Investigation for’ 

dogs (800.218) 





Dr. Jones, 


Thank you for reaching out. | have contacte: owner to get a 
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>> 

sample of her food for analysis. Please let me know what to do from 

there. 


For your information, we have pulled all our cases of dilated 

cardiomyopathy that we diagnosed in 2017 and identified a fifth animal 

on kangaroo and lentil diet (out of 23 total) - | will submit an FDA 

case report for this-, and another one on a lentil-containing Vegan 

diet. There are some cases in which the diet is not specified that we 

still need to contact, but at least 11 of the cases are on grain-free 

diets, including all of the cases in "atypical” breeds. As you may 

have 


seen from my listserve query to other cardiologists, not only have 

Cardiologists been seeing cases in dogs fed kangaroo and lentil, but 

there were a number of cases in dogs of "atypical” breeds on 

lentil-based Vegan diets, and a series of Golden retrievers with 

taurine 

deficiency on grain-free diets. Grain-free diets are a fad right now 

and lots of clients are feeding them, so the incidence of grain-free 

diets may simply be coincidence. Interestingly however;_ 

who | saw recently and re-echoed after several months on another diet 

with no documented improvement in echo findings is still being fed a 

grain-free diet. | have asked her owner to switch her diet once again 

to something not "grain-free" and we will see how things go over the 

next several months. 


Thanks for your assistance with this. | look forward to hearing back 

from you. 


On 2018-01-23 11:53, Jones, Jennifer L wrote: 

Good afternoon Dr. 


Thank you for submitting your consumer complaint to FDA. I'm sorry to 

hear about the dogs' illnesses. 


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


*TEST REMAINING OPEN PRODUCT FROM: 


Testing for Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn, Taurine, 

Methionine, and Cysteine. 

* Please send me the size of the bag/approximate weight. 

 We will coordinate the testing through your office. 


|n the unfortunate event that any of the dogs from these reports die 

or are euthanized, we may be able to offer cardiac histopathology 

(fixed formalin) and metals/aminoacids (fresh frozen) testing. Please 

contact me if this occurs and the owners are interested. 


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

case investigations. 


PLEASE RESPOND TO THIS EMAIL SO THAT WE CAN INITIATE OUR 


INVESTIGATION. 


Thank you kindly, 


Dr. Jones 


JENNIFER L. A. JONES, DVM 


Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 


new tel: 240-402-5421 


fax: 301-210-4685 

e-mail: _jenniferjones@fda.hhs.gov__ 


Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

1
 1 


2] 







Links: 
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[1] http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

[2] http://www.fda.gov/ 
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 


To: 

Sent: 

Subject: RE: FDA Case Investigation for: 

Attachments: 800.218-Results-sent t¢. 


Good afternoon Dr 
| attached the food testing results for; 



The product contained inadequate iron content, below the AAFCO 


claim. In people, low iron has been associated with idiopathic DCM (Marinescu and McCullough 2011). According to the 


article, anemia was found in 12 to 55% of patients in_heart failure, and the anemia’s severity comrelated to the degree of 

heart failure ; BS : 


i 
BY 

Have you looked at an Iron Blood panel in any of the dogs? | didn't have the full CBC results from your cases, but did you 

see any hemogram parameter changes (MCHC etc)? 


We'd like to request a total iron panel o i We would reimburse your clinic directly for the testing. 

Please send me an estimate for the cha make a purchase request. | must make a request prior to any 

testing. 

After you comple the testing, please send me a copy of the results and an invoice. We can then call back with our VISA 

information. 


Please respond if you're interested in the testing. 

Thank you and take care, 

Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Jones, JenniferL 


Sent: Wednesday, January 24, 2018 6:54 AM 

To: 'Dr] 

Subject: RE: FDA Case Investlgatlon for | 0gs (800.218) 


Thank you for the additional information. When you submit the new FDA report(s), please email me the ICSR number 

(like a confirmation number). It will help me find the report in our system. 


I will send you a box to re-use and send the leftover food to our lab. We send the food to a lab for testing. Please use the 

prepaid return label for shipping on a Monday-Wednesday (included in the box). You will call UPS to pick-up the package. 


The testing will take a few weeks, but we'll send a copy of the results to you. Please share them with Ms. 

The box should ship arrive by close of business Friday. 


Please email or call with any questions. 

Thank you, 

Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


Original Message--: 

From: Dr} B6 

Sent: Tuesday, January 23, 2018'6:20 PM 

To: Jones, Jennifer L <Jennifer.Jones@! 

Subject: Re: FDA Case Investigation fo 


Dr. Jones, 
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Thank you for reaching out. | have contacte owner to get a 

sample of her food for analysis. Please let me know what to do from 

there. 


For your information, we have pulled all our cases of dilated 

cardiomyopathy that we diagnosed in 2017 and identified a fifth animal 

on kangaroo and lentil diet (out of 23 total) - | will submit an FDA 

case report for this-, and another one on a lentil-containing Vegan 

diet. There are some cases in which the diet is not specified that we 

still need to contact, but at least 11 of the cases are on grain-free 

diets, including all of the cases in "atypical" breeds. As you may have 

seen from my listserve query to other cardiologists, not only have 

Cardiologists been seeing cases in dogs fed kangaroo and lentil, but 

there were a number of cases in dogs of "atypical" breeds on 

lentil-based Vegan diets, and a series of Golden retrievers with taurine 

deficiency on grain-free diets. Grain-free diets are a fad right now 

and lots of clients are feeding them, so the incidence of grai 

diets may simply be coincidence. Interestingly howeves B6 

who | saw recently and re-echoed after several months et 

with no documented improvement in echo findings is still being fed a 

grain-free diet. | have asked her owner to switch her diet once again 

to something not "grain-free” and we will see how things go over the 

next several months. 


Thanks for your assistance with this. | look forward to hearing back 


from you. 


On 2018-01-23 11:53 nifer L wrote: 
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> 
> 


> 

> 
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Thank you for submitting your consumer complaint to FDA. I'm sorry to 

hear about the dogs' illnesses. 


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


*TEST REMAINING OPEN PRODUCT FROM B6 


*Testing for Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn, Taurine, 

Methionine, and Cysteine. 

 Please send me the size of the bag/approximate weight. 

 We will coordinate the testing through your office. 


In the unfortunate event that any of the dogs from these reports die 

or are euthanized, we may be able to offer cardiac histopathology 

(fixed formalin) and metals/aminoacids (fresh frozen) testing. Please 

contact me if this occurs and the owners are interested. 


| attached a copy of our Vet-LIRN network procedures. The procedures 

describe how Vet-LIRN operates and how veterinarians help with our 

case investigations. 
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PLEASE RESPOND TO THIS EMAIL SO THAT WE CAN INITIATE OUR 

INVESTIGATION. 


Thank you kindly, 


Dr. Jones 


JENNIFER L. A. JONES, DVM 


Veterinary Medical Officer 


U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 


Laurel, Maryland 20708 

new tel: 240-402-5421 


fax: 301-210-4685 

e-mail: _jennifer jones@fda.hhs.gov__ _ 


Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 
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[1] http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334..htm 
[2] http://www.fda.gov/ 
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From: B6 

To: Jones, Jennifer L 

Sent: 2/27/2018 12:54:18 PM 

Subject: Re: FDA Case Investigation for 


Not a problem at all.; B85 


Thank you for your help! 
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Yes, we'd like to request the full Iron panelf¢ 4 Can you please 

provide an estimate for that test? | need to make a purchase request. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


-----Original Message-----

From;} Bé6 

Sent: Tuesday, February 27,2018 7:37 AM 

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


Subject: Re: FDA Case Investigation for: 

dogs (800.218) 


Dr. Jones, 

| spoke wit| 


through the referring vet, prior to her initi 


panel, even though her CBC parameters were all within normal iimits, we 

could facilitate this at her visit. Please let us know. 

Thank you. 


B6 


B6 
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Good afternoon 

attached the food testing results for: | he product 


contained inadequate iron content, b claim. In people, 

low iron has been associated with idiopathic DCM (Marinescu and 

McCullough 2011). According to the article, anemia was found in 12 to 


55% of patients in heart failure, and the anemia's severity correlated 
to the degree of heart failure. B5 



 | 


We'd like to request a total iron panel on We would 

reimburse your clinic directly for the testing. = 

Please send me an estimate for the charges, and | can make a purchase 

request. | must make a request prior to any testing. 

After you comple the testing, please send me a copy of the results and 

an invoice. We can then call back with our VISA information. 


Please respond if you're interested in the testing. 

Thank you and take care, 

Jen 




Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 








--—--Original Message-----

From: Jones, Jennifer L 

Sent; Wednesday, January 24, 2018 6:54 AM 

To: B6 


Subject: RE: FDA Case Investigation for: 

dogs (800.218) 


Thank you for the additional information, When you submit the 

new FDA report(s), please email me the ICSR number (like a 

confirmation number). It will help me find the report in our system. 


| will send you a box to re-use and send the leftover food to our lab. 

We send the food to a lab for testing. Please use the prepaid return 

label for shipping on a Monday-Wednesday (included in the box). You 

will call UPS to pick-up the package. 


The testing will take a few weeks, but py of the 

results to you. Please share them with 

The box should ship arrive by close of y. 


Please email or call with any questions. 

Thank you, 

Jen 
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Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


B8 i 

Sent: Tuesday, January 23, 2018 6:20 PM 

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

Subject: Re: FDA Case Investigation for] 

dogs (800.218) 


Dr. Jones, 


Thank you for reaching out. | have contacted: wner to get a 

sample of her food for analysis. Please let me know what to do from 

there. 


For your information, we have pulled all our cases of dilated 

cardiomyopathy that we diagnosed in 2017 and identified a fifth animal 

on kangaroo and lentil diet (out of 23 total) - | will submit an FDA 


case report for this-, and another one on a lentil-containing Vegan 

diet. There are some cases in which the diet is not specified that we 

still need to contact, but at least 11 of the cases are on grain-free 

diets, including all of the cases in "atypical" breeds. As you may 

have 

seen from my listserve query to other cardiologists, not only have 

Cardiologists been seeing cases in dogs fed kangaroo and lentil, but 

there were a number of cases in dogs of "atypical" breeds on 

lentil-based Vegan diets, and a series of Golden retrievers with 

taurine 

deficiency on grain-free diets. Grain-free diets are a fad right now 

and lots of clients are feeding them, so the incidence of grai 

diets may simply be coincidence. Interestingly however, 

who | saw recently and re-echoed after several months 

with no documented improvement in echo findings is still being fed a 

grain-free diet. | have asked her owner to switch her diet once again 

to something not "grain-free" and we will see how things go over the 

next several months. 


Thanks for your assistance with this. | look forward to hearing back 

from you. 


n 2018-01-23 11:53, Jones, Jennifer L wrote: 

Good afternoon 




Thank you for submitting your consumer complaint to FDA. I'm sorry to 

hear about the dogs' illnesses. 
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As part of our investigation, we'd like to request: 


*TEST REMAINING OPEN PRODUCT FROI 


*Testing for Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn, Taurine, 

Methionine, and Cysteine. 

*Please send me the size of the bag/approximate weight. 

*We will coordinate the testing through your office. 


In the unfortunate event that any of the dogs from these reports die 

or are euthanized, we may be able to offer cardiac histopathology 


(fixed formalin) and metals/aminoacids (fresh frozen) testing. Please 

contact me if this occurs and the owners are interested. 


| attached a copy of our Vet-LIRN network procedures. The procedures 

describe how Vet-LIRN operates and how veterinarians help with our 

case investigations. 





PLEASE RESPOND TO THIS EMAIL SO THAT WE CAN INITIATE OUR 


INVESTIGATION. 




Thank you kindly, 




Dr. Jones 




JENNIFER L. A. JONES, DVM 




Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 





fax: 301-210-4685 

e-mail: _jenniferjones@fda.hhs.gov___ 


Web: 

http:/www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

1] 


2] 


Links: 


[1] http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

[2] http:/iwww.fda.gov/ 
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From: B6 
To: Jones, Jennifer L 

Sent: 3/12/2018 5:41:26 PM 

Subject: Documents from; B6 ifor B6 
i B6 | 

Attachments: { B6 L pdf] B6 £2018-03-09-0958pdf 

FDA-CVM-FOIA-2019-1704-017376
 



Client ID: { i Patient ID: 

Client Name: Name: BG 
Spouse/Other: Breed: Retriever, Labrador Mix 

Address: Sex: Spayed Female 
Color: Brindle . 

Telephone: Age: 
DOB: 

Referring Veterinarian: Dr. Jennifer Jones 

Practice: B 6 FDA 

Phone: 

FAX: 


Dear Dr. Jones, 


Please find attached th al results of the iron panel o Please let me know if you have any other 

recommendations in: 


1 would love to discuss our findings on dilated cardiomyopathy and dietary relationships in our clinic over the past year. In 

particular, 75% of our DCM cases in 2017 for which we have adequate dietary histories were on grain free diets. We have 

started to do a survey of other cardiac patients during the same time period to see if we can get an idea of what 

percentage of our referral population were feeding these type of diets so we can see if this is truly significant. As we have 

been looking harder at these cases, we have found some other interesting things. For instance, two patients that were 

found to be taurine deficient were being fed Zignature diets. One was on the kangaroo variety and the other the pork 

variety. There continues to be a lot of discussion about diets and dilated cardiomyopathy on our list serve, but | can see it 

degenerating into | diagnosed DCM and the dog is on this diet so therefore this is a problem, which may or may not be true 

evidence to support a causative role of the diet. 


| am not sure what information the FDA would want on all this at this point. We are certainly concerned that there may be 

a wider concern than simply the kangaroo and lentil diets that we first identified as a potential problem. Feel free to give 

me a call if you wish to discuss this further, or if you can suggest a direction for us to go with this inquiry. My clinic number 


ind | am in the clinics Monday through Thursday, or my cell phone 


Sincerely, 


B6 


1of1 Monday, March 12, 2018 3/12/18 1:10 PM 
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2600071832 


SPECI Canine 

Labrador Retriever 

Female 

6 Years 

109554033 

2/26/18 

2/27118 

3/9/18 

IDEXX Services: Iron Panel 11*, Renal Panel 

IDEXX SDMA Creatinine BUN 

Chemistry & 


B6 | (Order Received) 

9:58 AM (Last Updated) 


suLt REFERENCE VALUE 

a 0-14 pg/dL 


0.5 -1.5 mg/dL 


9-31 mg/dL 


25-6.1 mg/dL 


8.4-11.8 mg/dL 


142 - 152 mmol/L 


4.0 - 5.4 mmol/L 


28-37 


108 - 119 mmol/L 


13 - 27 mmol/L 


11 - 26 mmol/L 


55-7.5g/dL 


2.7-39g/dL 


2.4-4.0g/dL 


07-15 


Creatinine 

BUN 

BUN:Creatinine 

Ratio 


Phosphorus 

Calcium 

Sodium 

Potassium 
§ 

Na:K Ratio 

Chloride 

TCO2 

(Bicarbonate) 


Anion Gap 

Total Protein 

Albumin 

Globulin 

Alb:Glob Ratio 

B6 


Generated by VetConnect® PLUS March 12, 2018 07:41 AM Page 10f2 
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PET OWN! LAB 1D 2600071832 


Chemistry (continued) 


REFER ALUI 


Cholesterol 131 - 345 mg/dL 


Hemolysis Index 


Lipemia Index 


BOTH SDMA AND CREATININE ARE WITHIN THE REFERENCE INTERVAL which indicates 

kidney function is likely good. Evaluate a complete urinalysis and confirm 

there is nc other evidence of kidney disease 


Index of N, 1+, 2+ exhibits no significant effect on chemistry values. 


Index of N, 1+, 2+ exhibits no significant effect on chemistry values 


B | 
:
CrerRecoved) 

58 AM (Last Updated) 


TEST 

Serum Iron 

Ferritin 

TIBC 

RESULT RENCE VALUE 


73 - 245 ug/dL 


89 - 489 ng/mL 


270 - 530 ug/dL 


B6 

° 

a Referral test performed at Kansas State University. 


Generated by VetConnect® PLUS March 12, 2018 07:41 AM Page 2 of 2 
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From: Bé 

To: 

Sent: 

Subject: 

Attachments: 

Jones, Jennifer L 

4/11/2018 3:24:34 PM 

Fwd: Re: FDA Case Investigation fo B6 

cardio0013.pdf 


We received a message stating this did not go through and wanted to make 

sure_you actually get it so hopefully this works!? 


B6 


Dr. Jones, 


I have attached a copy of our idexx bill and highlighted the charge for 

the Iron panel. Please let me know if the attachment does not come 

through on your end for some reason. 


Thanks 


nes, Jennifer L wrote: 


%bill for the March testing that included the 


 dogs (800.218) 


> 
> 

> 
> 


> 
> 

> 

> 
> 

>T

> 
>
> 


> 
> 

> 
> 

> 

> 


> 

> 
> 

iron panel for this case? If so, please send me a copy of the 

statement highlighting the charge. Thank you, 


Dr. Jones 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Jones, Jennifer L 

Sent: Tuesday. March 20, 2018 2:46 PM 


o: " 


SubjEet RE FDA T4sE 


Thank you for clarifying 

When | wrote the purchase request, | used your clinic as the groupto 

pay. Therefore, we'll need to reimburse your clinic directly. When you 

get your March bill, please send me a copy of the statement 

highlighting the charge, and we can call you directly to pay. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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B6 

WETCh™19, 2018 120 PM™ 


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


Subject: Re: FDA Case Investigation fol 


dogs (800.218) 


Sorry for the delay in this respons some research on how 

 we could go about getting this paid Bé i receives a monthly 


bill from the laboratory and becau: re posted the 9th of 

_s February bill. | called and 


 spoke wit4 Bg 1in the billing department at Idexx and she let me know 


that they do a@ctept third party payments. | was informed that our cost 

You will need our account number 

Cardiology)) and date of testing (order 


ere posted 3/9/18) for: 

Please don't hesitate to call if there are any questions or issues. 

Thank you, 


On 2018-03-13 05:51, Jones, Jennifer L wrote: 

Good morning, 

Thank you for sending the final Iron panel results. Please email or 

fax (301-210-4685) a copy ofthe invoice for the iron panel. We can 

then call with our VISA information. 

Thank you, 


Dr. Jones 


Jennifer Jones, DVM 

\eterinary Medical Officer 

Tel: 240-402-5421 


-----Original Message-----

From: B6 

Sent: Tuesday, February 27, 2018 10:56 AM 


Jennifer.Jones@fd: 

Subject: Re: FDA Case Investigation f 

dogs (800.218) 







The Iron Panel 1 costs us $177.90, we get a small discount from the 

list 


price. (3-10 working days, 2 mL serum, spun and separated into plastic 

tube and frozen (no hemolysis), List Price: $193.69) 
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On 2018-02-27 05:39, Jones, Jennifer L wrote:
Thank you,
Yes, we'd like to request the full Iron panel for Can you
please
provide an estimate for that test? I need to make a purchase request.

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

From:
-Original Message-

Sent: Tuesday, February 27, 2018 7:37 AM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: FDA Case Investigation for
dogs (800.218)

Dr. Jones,
I spoke with regarding this case as is out
of
the country this week. We had not done a CBC as one was completed 
through the referring vet, prior to her initial referral, and was
completely normal dated 1/5/18 through Idexx is actually
scheduled for a recheck tomorrow and if you would still like the iron 
panel, even though her CBC parameters were all within normal limits, 
we
could facilitate this at her visit. Please let us know.
Thank you,

On 2018-02-23 11 :35, Jones, Jennifer L wrote:
Good afternoon
I attached the food testing results foil The product
contained inadequate iron content, below the AAFCO claim. In people 
low iron has been associated with idiopathic DCM (Marinescu and 
McCullough 2011). According to the article, anemia was found in 12 
to
55% of patients in heart failure, and the anemia's severity



Thank you, 
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correlated 

to the degree of heart failure. | BS 



























We'd like to request a total iron panel ort 

reimburse your clinic directly for the testing. 

Please send me an estimate for the charges, and | can make a 

purchase 

request. | must make a request prior to any testing. 

After you comple the testing, please send me a copy of the results 

nd 

an invoice. We can then call back with our VISA information. 


Please respond if you're interested in the testing. 

hank you and take care, 

Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


e Original Message-—--

From: Jones, Jennifer L 

Sent. Wednesday. Januarv.24..2018 8:54 AM._ 

o: i B6 

Subject: RE: FDA Case Investigation for; 

dogs (800.218) 


Thank you for the additional information,; B6 : When you submit the 

new FDA report(s), please email me the number (like a 

confirmation number). It will help me find the report in our system. 


 will send you a box to re-use and send the leftover food to our 

lab. 


\e send the food to a lab for testing. Please use the prepaid return 

label for shipping on a Monday-Wednesday (included in the box). You 

will call UPS to pick-up the package. 


The testing will take a few weeks, but py of the 

results to you. Please share them with; 

The box should ship arrive by close of business Friday. 


Please email or call with any questions. 


en 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


-----Original Message-----
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From
Sent: Tuesday, January 23, 2018 6:20 PM
To: Jones, Jennifer L < Jennifer.Jo nes@fda.hhs.gov>
Subject: Re: FDA Case Investigation for
dogs (800.218)

Dr. Jones,

Thank you for reaching out. I have contacted owner to get a
sample of her food for analysis. Please let me know what to do from 
there.

■ For your information, we have pulled all our cases of dilated
cardiomyopathy that we diagnosed in 2017 and identified a fifth
animal■ 
on kangaroo and lentil diet (out of 23 total) -I will submit an FDA
case report for this-, and another one on a lentil-containing Vegan
diet. There are some cases in which the diet is not specified that

 we■
still need to contact, but at least 11 of the cases are on

■ grain-free
■ diets, including all of the cases in "atypical" breeds. As you may
■ have
■ seen from my listserve query to other cardiologists, not only have
Cardiologists been seeing cases in dogs fed kangaroo and lentil, but
there were a number of cases in dogs of "atypical” breeds on
lentil-based Vegan diets, and a series of Golden retrievers with
taurine

■ 
■ 
■ 
deficiency on grain-free diets. Grain-free diets are a fad right

■ now
■ and lots of clients are feeding them, so the incidence of grain-free
diets may simply be coincidence. Interestingly however,

who I saw recently and re-echoed after several months on another 
diet
with no documented improvement in echo findings is still being fed a 
grain-free diet. I have asked her owner to switch her diet once 
again
to something not "grain-free" and we will see how things go over the 
next several months.

Thanks for your assistance with this. I look forward to hearing 
back 
from you.

On 2018-01-23 11:53, Jones, Jennifer L wrote:
Good afternoon

Thank you for submitting your consumer complaint to FDA. I'm sorry
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hear about the dogs' illnesses. 


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


*TEST REMAINING OPEN PRODUCT FROM 


 Testing for Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn, Taurine, 

Methionine, and Cysteine. 

 Please send me the size of the bag/approximate weight. 

 We will coordinate the testing through your office. 


In the unfortunate event that any of the dogs from these reports 

die 

or are euthanized, we may be able to offer cardiac histopathology 

(fixed formalin) and metals/aminoacids (fresh frozen) testing. 

Please 

contact me if this occurs and the owners are interested. 


| attached a copy of our Vet-LIRN network procedures. The 

procedures 


describe how Vet-LIRN operates and how veterinarians help with our 

case investigations. 


PLEASE RESPOND TO THIS EMAIL SO THAT WE CAN INITIATE OUR 


INVESTIGATION. 


Thank you kindly, 


Dr. Jones 


JENNIFER L. A. JONES, DVM 


Veterinary Medical Officer 

.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

\eterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 


Laurel, Maryland 20708 

new tel: 240-402-5421 





fax: 301-210-4685 

e-mail: _jennifer.jones@fda.hhs.gov__ _ 




Web: 

http:/www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

[1] 




[2] 











Links: 

coeeee 


[1] 

http:/www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

[2] http:/mww.fda.gov/ 
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From: Rotstein, David 
Sent: Thursday, January 25, 2018 1:00 PM 
o Palimer, Lee Anne <LeeAnne. Palimer @fda.hihs.govs; Jones, lennifer L <lerifer Jones @fda.hhs.govs; Carey, Lauren <lauren Carey@fda.hhs gov; Queen, Jackie L 
<Jackie. Queen@fda. s gov> 
Subject: RE: limited ingred; kangaroo as protein source - manufacturer not specified in witten history (we have attempted to contact the owner but they do 
not retum phone calks ON-245065 

Fantastict 

Hope it goes welll 

From: Palmer, Lee Arne 
Snt: Thursday, January 25, 2018 1257 PM 
To: Rotstein, David <David Rotste n@(da. b go; ones, Jennifer L <enniferlones @(dais gove;  Carey, Lauren <Laucen, Carey@fda hhs gove; Queen, Jackie L 
<lackie Queen@ida bhs go> 
Subject: RE: limited ingged: ith kangaroo as protein source - manufacturer not specified in written history (we have attempted to contact the owner but they do 
not return phone calls FON-345965 

Hi trying out the epi summary in EON 10 give it a dry run (Dave, I've temporaril assigned it to myself). FYi— this makes 6 cases now, 5 fror 
dogs, 1 death) all eating LID type diet with Kangaroo and Red Lentil, onset dates between 1/20/2017 and 12/30/2017). 11l double check that info as | read 
reports and summarize itin the incident, Just had to try out the new functionality, needed some fun today. 

From: Rotstein, David 
Sent: Thursday, lanuary 25, 20181227 PM 
o Jones, Jennifer L <lennifer. ones @fdaihs gove; Palmer, Lee Anne <LecAnne, Palmer@ida.hs.gov; Carey, Lauren <Lauren, Carey@idaihs.govs; Queen, Jackie L 
<lackie Queen@fda hhs go> 
Subject: Fud: Imited ingrecl g, th kangaroo as protein source - manufacturer not specified in witten history (we have attempied to contact the owner but they do 
not retum phone calk) s _ EON-345965 

Another one from] 

From: PFR Event <pfreventcreation®fda.his.gov> 
Date: January 25, 2018 at 12:25:12 PM EST 
To: Cleary, Michael * <Michael.Cleary @fdahihs.gov>, HQ Pet Food Report Notification <QPetFoodReporthiotification®@fda.nhs.gov>, 

{ B6 i 
Subject: imited ingredient diet protein source - manufacturer not specified in written history (we have attempted to contact the owner but 
they do not return phone calls): - EON-345965 

APFR Report has been received and PFR Event [EON-345965] has been created in the EON System. 

A "PDE" report by name "2040808-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 *2040808-attachments.zip" and is attached to this cmail notification. 

Below is the summary of the report: 

EON Key: EON-345965 
ICSR #: 2040808 
EON Title: PFR Event created for limited ingredient diet with kangaroo as protein source - manufacturer not specified in written history (we have attempted to 
contact the owner but they do not return phone calls); 2040808 

AE Date 04242017 Number Fed/Exposed | 5 

Best By Date Number Reacted 5 

Animal Species  Dog | Outcome to Date Unknown 

Breed Shih Tzu 

Age 8 Years 

District Involved 

Product information 
Individual Case Safety Report Number: 2040505 
Product Group: Pet Food 

FDA-CVM-FOIA-2019-1704-017386



Product Name: limited ingredicnt dict with kangaroo as protein source - manufacturer not specified in written history (we have attempted to contact the owner

but they do not return phone calls) 

Description: At his scheduled visit to my clinc, thoracic radiographs showed generalized cardiomegaly which had been progressive compared to prior chest 

radiographs fiom his regular Veterinarian but there was no evidence of cardiogenic cdema. Fehocardiogram was perfomed which showed dilated

cardiomyopathy. Fundic exam was abnomy partial retinal detachment S, Dist hisiory. m_gmlm R6iivas eating kangaroq 2
 based diet. At

this time the patient was continucd on th as discontinued, and. ind taurine:
(500mg BID) were started. Tarine. normal taurine level was received. Cough persisted de&puc ihessshmiengud 3 counse of




i The cough improved significantly but did not completely resalve sothd__B6 ___} was continued an


adiional T4 days. The dog T Since been 105t 1 follow-up. | have attempted to contact the owner and am waiting for a response. 1 did contact the referring. 

veterinarian and to their knowledge the dog s still alive. 

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: 5 

Number of Animals Reacted With Product: 5 


Product Name Lot Number 
or ID 

| Best By 
Date 

limited ingredient diet with kangaroo as profein source - manufacturer not specified in written history (we have attempied fo 
contact the owner but they do not return phone calls) 

‘To view this PFR Event, pleasc click the link below: 

il wicon/t ON-34 


To view the PR Event Report, pleass click the link below: 


This email and attached document are being provided to youin your capacity janed 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 s 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 abligation 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 disclosuc. 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 (0 adhere to the above provisions could resultin removal from the approved distribution list. I you think you received this email in error, please send an

email to FDARcportableFoods@fda.hhsgov .
 immediately. 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To:
CC:

Palmer, Lee Anne; Rotstein, David; Carey, Lauren

Sent:
Ceric, Olgica; Nemser, Sarah; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'
4/4/2018 1:32:19 PM

Subject: RE: 800.261-Zignature Kangaroo Formula - EON-350158
Attachments: EON-350158- -case summary-4.4.2018 doc

MRx summary below. We are purchasing store-bought product for Tau, Met, Cys testing. A previous case 
without food had a Cocker Spaniel-same Zignature Essentials Food, low Tau on labwork. If the Food results are

MRx summary:
Presenting complaint to rDVM: developed a cough on cough for 3-4 days, not lethargic, normal
eating/drinking. no vomiting or diarrhea, worse when lying down, dog didn’t cough while in clinic except for a
tracheal cough when pulling on the leash a treated with

after coughing up pink tinged foam; no lethargy continuesdrugs Monday b/c cough worsened a to ER on
a stopped all 3

to eat and drink; UTD on vaccines and HWP, no drugs a treat with
Tau, L-carnitine and vet recommended a diet change a labwork done 11/14 a to rDVM 11/16: doing well a 
recheck 2/26/18: intermittent cough, related to excitement, change diet to RC Early Cardiac a on recheck 
improved a suspect Tau responsive DCM-mild, suspect cough secondary to bronchial or primary respiratory 
disease a recheck 3/13: resting RR 16 rpm, minimal coughing only when excited, since switching to cardiac food

PE
breathing

@rDVM:
BMs are dense and tenesmus. owner is weaning dog off

shallow

PE @ specialist: HR 100 bpm, mild
murmur, questionable mild inc bronchovesicular sounds bilaterally,

Gr ll/VI, left apical protosystolic

Labs:

PE 11/16@rDVM: mild underbite, H/L wnl

generalized cardiomegaly, left atrial enlargement, slight left auricular bulge, increased sternalRads
contact & rounded heart, dorsal tracheal deviation, prominent pulmonary vasculature with questionably mild inc 
interstitial opacity in caudal-dorsal lungs, suggesting early CHF/PE

Echo: severe LV hypertrophy, mild-mod MV regurgitation, mod-sev LA dilation, 
mild TV regurg, mild RV & RA dilation, mod-sev lower systolic function values

-2/26: mild LV dilation, mild MV regurg, normal LA, mild TV regurg, normal RV & RA, low normal 
systolic functional indices of LV

Consistently,

ECG: normal sinus rhythm



Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[i>5¥ U.S. FOOD & DRUG 


From: Jones, Jennifer L 


Sent: Tuesday, March 27, 2018 3:40 PM 


To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

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

Subject: RE: Zignature Kangaroo Formula: EON-350158 


Yes-let's take a look! | think we should check taurine, cysteine, methionine, and beta-alanine. | 

B5 


https://academic.oup.com/alcalc/article/36/1/257138000 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U5, FOOD & DRUG x«'x'

ADMINISTRATION 


From: Palmer, Lee Anne 

Sent: Tuesday, March 27, 2018 3:25 PM 


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


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

Subject: FW: Zignature Kangaroo Formula: +EON-350158 


In case of interest — taurine level low? 


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

Sent: Tuesday, March 27, 2018 3:20 PM 


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

<HQPetFoodReportNotification@fda.hhs.aov: 

Subject: Zignature Kangaroo Formula: { __B6 EON-350158 


A PFR Report has been received and PFR Event [EON-350158] has been created in the EON System. 


A "PDF" report by name "2044632-report.pdf” is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2044632-attachments.zip" 

and is attached to this email notification. 


Below is the summary of the report: 


EON Key: EON-350158 


ICSR #: 2044632 

EON Title: PER Event created for Zignature Kangaroo Formula; 2044632 


AE Date Number Fed/Exposed |Bs  1 
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Best By Date Number Reacted 


Animal Species Dog Outcome to Date Better/Improved/Recovering 


Breed Retriever - Labrador 


Age 13 Years 


District Involved 


Product information 

Indi idual Case Safety Report Number: 2044632 


Product Group: Pet Food 

Product Name: Zignature Kangaroo F 


Description: At the time of diagnosi was a 13 year old female spayed Labrador retriever who 

had been maintained on a Zignature Kangaroo formula. She presented with a history of a progressive cough 

which, prior to presentation, became productive and she coughed up a small volume of pink foam (possible 

pulmonary edema). On examination she had a 2/6 left apical systolic heart murmur and on echo diagnosed with 

advanced dilated cardiomyopathy with severe left ventricular dilation, moderate to severe left ventricular systolic 

dysfunction, and moderate to severe left atrial dilation. Thoracic radiographs were suspicious for early congestive 

heart failure. A whole blood taurine level was submitted and was low a 




She was treatment wit 

BE iand her was changed to Royal Canin Early 


Cardiac. At her recheck in 2/26/18. heart had improved significantly with now mild dilated 


cardiomyopathy with normalized left atrial dimensions, mild left ventricular dilation and low normal left 

ventricular systolic function. Thy as able to be discontinued at this time 

Submission Type: Initial 

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

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 


Product Name Lot Number or ID | Best By Date 


Zignature Kangaroo Formula 


Sender information 


B6 

USA 


Owner information 


B6 

FDA-CVM-FOIA-2019-1704-017390
 



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

https://eon.fda.gov/eon//browse/EON-350158 


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

https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport jspa?decorator=none&e=0&issue Type=12& 

issueld=366527 


This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 


information pursuant to your signed Acceptance of Commission. 


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

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited 


The information is provided as part ofthe Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office 


Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately. 
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6 ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 


To: Nemser, Sarah 
Sent: 4/4/2018 6:06:23 PM 
Subject: RE: 800.261-Zignature Kangaroo Formula B6 EON-350158 

Sometimes, I'm the only one on the emails. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG

ADMINISTRATION. 


From: Nemser, Sarah 

Sent: Wednesday, April 04, 2018 9:42 AM 


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

Subject: FW: 800.261-Zignature Kangaroo Formula "i- EON-350158 


I am not getting original emails about cases. Am | not on the emails? 


S 


Sarah Nemser M.S. 


Vet-LIRN Network Coordinator 


tel: 240-402-0892 


fax: 301-210-4685 

sarah.nemser@fda.hhs.gov 


From: Jones, Jennifer L 


Sent: Wednesday, April 04, 2018 9:32 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov> 


Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov> 

Subject: RE: 800.261-Zignature Kangaroo Formula: EON-350158 


MRx summary below. We are purchasing store-bought product for Tau, Met, Cys testing. A previous case 

without food had a Cocker Spaniel-same Zignature Essentials Food, low Tau on labwork. If the Food results are 


BS 

MRx summary: -

Presenting complaint._B6_ :to rDVM: developed a cough o ough for 3-4 days, not lethargic, normal 

eating/drinking, no vomiting or diarrhea, worse when Iylng down, dog didn’t cough while in clinic except for a 

tracheal cough when pulling on the leasha treaf B6 i stopped all 3 

drugs Monday b/c cough worseneda to ER on; frar coughing up pink tinged foam: no letharqy, continues, 

to eat and drink; UTD on vaccines and HWP, no drugs a treat withi B6 

Tau, L-carnitine and vet recommended a diet change alabwork done 11/14 a to rDVM 11/16: doing well a 

recheck 2/26/18: intermittent cough, related to excitement, change diet to RC Early Cardiac a on recheck 


FDA-CVM-FOIA-2019-1704-017392
 

i 



improved a suspect Tau responsive DCM-mild, suspect cough secondary to bronchial or primary respiratory 

disease a recheck 3/13: resting RR 16 rpm, minimal coug hen excited, since switching to cardiac food 

BMs are dense and tenesmus, owner s weaning.dod of 


PE B6 @ rDVM:| B6 ishallow 


“HR 100bpm, mild{_____B6 1 Gr IV left apical protosystoli 

murmur, questionable mild inc bronchovesicular sounds bilatel 


PE 11/16 @ rDVM: mild underbite, H/L wnl 


Labs: 


6 _: generalized cardiomegaly, left atrial enlargement, slight left auricular bulge, increased sternal

contact & rounded heart, dorsal tracheal deviation, prominent pulmonary vasculature with questionably mild inc 


tial opacity in caudal-dorsal lungs, suggesting early CHF/PE 


Rads,Rad.  20 


Echo: severe LV hypertrophy, mild-mod MV regurgitation, mod-sev LA dilation, 

mild TV regurg, mild RV & RA dilation, mod-sev lower systolic function values 


-2/26: mild LV dilation, mild MV regurg, normal LA, mild TV regurg, normal RV & RA, low normal 

systolic functional indices of LV 


ECG: normal sinus rhythm 


, B6 

consistently, 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG /,,,q. 


From: Jones, Jennifer L 


Sent: Tuesday, March 27, 2018 3:40 PM 


To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

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


Subject: RE: Zignature Kangaroo Formula; - EON-350158 


Yes-let's take a look! | think we should check taurine, cysteine, methionine, and beta-alanine B5 

B5 


https academic.oup.convalcalc/article/36/1/29/138000 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


FDA-CVM-FOIA-2019-1704-017393
 

i 



U.S. FOOD & DRUG ;,,-I.w.‘,\

AOMIKISTRATION 


From: Palmer, Lee Anne 

Sent: Tuesday, March 27, 2018 3:25 PM 


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


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

Subject: FW: Zignature Kangaroo Formul B6 - EON-350158 


In case of interest — taurine level low? 


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

Sent: Tuesday, March 27, 2018 3:20 PM 


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

<HQPetFoodReportNotification@fda.hhs.gov>: 

Subject: Zignature Kangaroo Formulai 


A PFR Report has been received and PFR Event [EON-350158] has been created in the EON System 


A "PDF" report by name "2044632-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2044632-attachments.zip" 


and is attached to this email notification 


Below is the summary of the report: 


EON Key: EON-350158 


ICSR #: 2044632 

EON Title: PER Event created for Zignature Kangaroo Formula; 2044632 


AE Date B6 Number Fed/Exposed | 1 


Best By Date Number Reacted 1 


Animal Species Dog Outcome to Date Better/Improved/Recovering 


Breed Retriever - Labrador 


Age 13 Years 


District Involved PFR 0 
B6 

Product information 

Individual Case Safety Report Number: 2044632 

Product Group: Pet Food 

Product Name: Zignature Kangaroo Formula 


Description: At the time of diagnosis (10/31/17); B6 : was a 13 year old female spayed Labrador retriever who 


had been maintained on a Zignature Kangaroo formula. She presented with a history of a progressive cough 

which, prior to presentation, became productive and she coughed up a small volume of pink foam (possible 


FDA-CVM-FOIA-2019-1704-017394
 



pulmonary edema). On examination she had a 2/6 left apical systolic heart murmur and on echo diagnosed with 

advanced dilated cardiomyopathy with severe left ventricular dilation, moderate to severe left ventricular systolic 

dysfunction, and moderate to severe left atrial dilation. Thoracic radiographs were suspicious for early congestive 

heart failure. A whole blood taurine level was submitted and was low a She was treatment wit 


B6 taurine and I-carnitine and her diet was changed to Royal Canin Early 

Cardiac. At her recheck in 2/26/18,; B6 }heart had improved significantly with now mild dilated 

cardiomyopathy with normalized l}ehf' I dimensions, mild left ventricular dilation and low normal left 


ventricular systolic function. Th was able to be discontinued at this time. 

Submission Type: Initial 

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

Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: | 


Product Name Lot Number or ID | Best By Date 


Zignature Kangaroo Formula 


Sender information 


B6 

USA 


Owner information


" B6 

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

https://eon.fda.gov/eon//browse/EON-350158 


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

https://eon.fda.gov/eon//EventCustomDetailsAction! 
 viewReport jspa?decorator=none&e=0&issue Type=12& 


issueld=366527 


This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission 


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


that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited 


FDA-CVM-FOIA-2019-1704-017395
 



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: Jones, Jennifer L 

CcC: Peloquin, Sarah 

Sent: 9/16/2018 3:41:46 PM 
Subject: FW: Safety Report ID 243137 Submission Confirmation 

Attachments: discharge 9-14-18.pdf; ecg.pdf; echo 9-12-18.pdf; fda submission.pdf; med records 9-12-18.pdf; 

profile 9-13-18.pdf; profile 9-14-18.pdf; rdvm lab 9-11-18.pdf; rdvm med records 9-12-18.pdf; 
rdvm rads.pdf; rdvm treatment 9-12-18.pdf; soaps.pdf; taurine.pdf 

HiJen 


This is the additional records that go along with this submissiol 

This one is interesting because he is the brother o who also developed DCM and CHF in July and was 

submitted to FDA by owner. 


Sorry to send all this by email. If there's a better way to submit when there are too many to be uploaded (or a different 

person to send to), please let me know. I'm copying Sarah this time but not sure who the best person to send to is. 

Thanks 

Lisa 


Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary NutritionistTM 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 


Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 


Original Message--

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

Sent: Sunday, September 16, 2018 11:39 AM 


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

Subject: Safety Report ID 243137 Submission Confirmation 


Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 243137, was successfully submitted on 9/16/2018 

11:38:42 AM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2054966. 


Thank you for using the Safety Reporting Portal. 


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

please refer to the Portal's Contact Us page for further instructions. 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 

To: Jones, Jennifer L 

CcC: Peloquin, Sarah 

Sent: 9/16/2018 3:44:32 PM 
Subject: RE: Safety Report ID 243137 Submission Confirmation - diet history 

Attachments: et history.pdf 

Sorry - forgot the diet history 

Lisa 


Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary NutritionistTM 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 


From: Freeman, Lisa 

Sent: Sunday, September 16, 2018 11:42 AM 

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

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


Subject: FW: Safety Report ID 243137 Submission Confirmation 


HiJen 

This is the additional records that go along with this submissi This one is interesting because he is the 

brother ho also developed DCM and CHF in July and was submitted to FDA by owner. 


Sorry to send all this by email. If there's a better way to submit when there are too many to be uploaded (or a different 

person to send to), please let me know. I'm copying Sarah this time but not sure who the best person to send to is. 

Thanks 

Lisa 


Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary NutritionistTM Professor Cummings School of Veterinary Medicine Friedman School of Nutrition 

Science and Policy Tufts Clinical and Translational Science Institute Tufts University www.petfoodology.org 


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

Sent: Sunday, September 16, 2018 11:39 AM 

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

Subject: Safety Report ID 243137 Submission Confirmation 


Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 243137, was successfully submitted on 9/16/2018 

11:38:42 AM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2054966. 


Thank you for using the Safety Reporting Portal. 


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

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


FDA-CVM-FOIA-2019-1704-017398
 



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6 ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 


To: 'Freeman, Lisa' 

cc: Peloquin, Sarah 

Sent: 9/19/2018 2:36:06 PM 

Subject: RE: Safety Report ID 243137 Submission Confirmation 


Got it! Thanks, Lisa. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


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

Sent: Sunday, September 16, 2018 11:42 AM 

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

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

Subject: FW: Safety Report ID 243137 Submission Confirmation 


HiJen 

This is the additional records that go along with this_sub 

This one is interesting because he is the brother of éveloped DCM and CHF in July and was 

submitted to FDA by owner. 


Sorry to send all this by email. If there's a better way to submit when there are too many to be uploaded (or a different 


person to send to), please let me know. I'm copying Sarah this time but not sure who the best person to send to is. 

Thanks 

Lisa 


Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary NutritionistTM 

Professor 


Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 


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

Sent: Sunday, September 16, 2018 11:39 AM 

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

Subject: Safety Report ID 243137 Submission Confirmation 


Your initial Pet Food Safety Report , Submitted by: Lisa Freeman, ID 243137, was successfully submitted on 9/16/2018 

11:38:42 AM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2054966. 


Thank you for using the Safety Reporting Portal. 


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

please refer to the Portal's Contact Us page for further instructions. 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI> 

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

Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 
Sent: 2018 11:49:00 AM 

Subject: B6 icase-FW: Purina One Lamb and Rice: Lisa Freeman - EON-369324 

Attachments: 44-report.pdf; Purina One Lamb and Rice: Lisa Freeman - EON-369323 

Here is one of the ones that you were waiting for. 


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 

ADMINISTRATION 


men -

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; Thursday, October 25, 2018 7:45 AM 

To:!i B6 i Cleary, Michael * <Michael.Clea fda.hhs.gov>; HQ Pet Food 


Report Notification <HQPetFoodReportNotification@fda.hhs.gov> 

Subject: Purina One Lamb and Rice: Lisa Freeman - EON-369324 


A PFR Report has been received and Related PFR Event [EON-369324] has been created in the EON System. 


A "PDF" report by name "2057944-report.pdf" is attached to this email notification for your reference. 


Below is the summary of the report: 


EON Key: EON-369324 

ICSR #: 2057944 

EON Title: Related PFR Event created for Purina One Lamb and Rice; 2057944 


AE Date B6 Number Fed/Exposed | 1 


Best By Date Number Reacted 1 


Animal Species Dog Outcome to Date Stable 


Breed Pit Bull 


FDA-CVM-FOIA-2019-1704-017400
 



Age 7 Years 


District Involved | PFR-New England DO 


Product information 

Individual Case Safety Report Number: 2057944 

Product Group: Pet Food 

Product Name: Purina One Lamb and Rice 

Description: DCM and CHF with ventricular tachycardia Taurine within normal limits Unclear if diet associated 

but reporting since lamb and rice diet Clarification: Owner confirmed that dog was eating Purina One Lamb and 

Rice when diagnosed but changed after diagnosis (and before recheck) to Purina One Beef or Chicken only. We 

will recheck in Jan to see if any improvement 

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: Stable 

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 


Product Name Lot Number or ID | Best By Date 


Purina One Lamb and Rice 


This report is linked to: 

Initial EON Event Key: EON-369323 

Initial ICSR: 2057943 


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-369324 


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

https://eon.fda.gov/eon/EventCustomDetailsAction!viewReport.jspa?decorator=none&e=08issueType=10100& 

issueld=3862468&parentlssueTypeld=12 


This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 
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This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 


The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 


Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately. 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: Rotstein, David; Carey, Lauren; Palmer, Lee Anne
CC: Peloquin. Sarah
Sent: 12/11/2018 8:14:44 PM
Subject: RE: 800.267-CC-166-EON-363323 case-FW: Purina One Lamb and Rice
Attachments: compiled medical record.pdf

Lamb & Rice diet-not GF
Interview pending

rDVM MRx are illegible

6 yr MC Pit Bull

2/12: x-rad: cardiomeg, Labs-wnl
2/13 echo: murmur detected; tx

concern w/ kidneys, ECG 200+ bpm, PU/PD since furo, HW neg, eats Purina One lamb & rice +/-
hamburger or cold cuts;

no known prior hx;
to ER: tachyarrhyth; choking sound at home ~1 mo ago, ~2/10 was coughing, owned past 2 years w/

cardio: confirmed DCM, freq v-tach during exam
4Dx: Lyme pos

8/31:
9/5: sev LV dil, mod LA inc, mild inc RB, dec sys fxn, arrhythmia, mild MR

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

From: Rotstein, David
Sent: Thursday, October 25, 2018 7:49 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 
<Sarah.Peloquin@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov>
Subject case-FW: Purina One Lamb and Rice: Lisa Freeman - EON-369324

Here is one of the ones that you were waiting for.

David Rotstein, DVM, MPVM, Dipl. ACVP
CVM Vet-LIRN Liaison
CVM OSC/DC/CERT
7519 Standish Place
240-506-6763 (BB)
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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: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 

Sent: Thursday, October 25, 2018 7:45 AM 


To! B6 Cleary, Michael * <Michael.Cleal fda.hhs.gov>; HQ Pet Food 


Report Notification <HQPetFoodReportNotification@fda.hhs.gov>: 

Subject: Purina One Lamb and Rice: Lisa Freeman - EON-369324 


A PFR Report has been received and Related PFR Event [EON-369324] has been created in the EON System. 


A "PDF" report by name "2057944-report.pdf" is attached to this email notification for your reference. 


Below is the summary of the report: 


EON Key: EON-369324 

ICSR #: 2057944 

EON Title: Related PFR Event created for Purina One Lamb and Rice; 2057944 


AE Date Number Fed/Exposed | 1 


Best By Date Number Reacted 1 


Animal Species | Dog Outcome to Date Stable 


Breed Pit Bull 


Age 7 Years 


District Involved | PFR-New England DO 


Product information 

Individual Case Safety Report Number: 2057944 

Product Group: Pet Food 

Product Name: Purina One Lamb and Rice 

Description: DCM and CHF with ventricular tachycardia Taurine within normal limits Unclear if diet associated 

but reporting since lamb and rice diet Clarification: Owner confirmed that dog was eating Purina One Lamb and 

Rice when diagnosed but changed after diagnosis (and before recheck) to Purina One Beef or Chicken only. We 

will recheck in Jan to see if any improvement 

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: Stable 

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 
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Product Name Lot Number or ID | Best By Date 


Purina One Lamb and Rice 


This report is linked to: 

Initial EON Event Key: EON-369323 

Initial ICSR: 2057943 


Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 


USA 


Owner information 


USA 


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


https://eon.fda.gov/eon/browse/EON-369324 


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

https://eon.fda.gov/eon/EventCustomDetailsAction!viewReport.jspa?decorator=none&e=08issueType=10100& 

issueld=3862468&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: 	 Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906BADD-

DROTSTEI> 


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

Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 


Sent: 9/7/2018 9:22:49 PM 

Subject: And another Tufts!!! cleaning house on Friday :) FW: Honest Kitchen Whole Grain Turkey: Lisa 


Freeman - EON-364577 

Attachments: 2054750-report.pdf, 20547 50-attachments.zip 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 
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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: PFR Event <pfreventcreation@fda.hhs.gov> 

Sent: Friday, September 07, 2018 5:21 PM 


To: Cleary, Michael * <Michael.Cleary@fda.hhs >, HQ Pet Food R 

<HQPetFoodReportNotification@fda.hhs.gov 

Subject: Honest Kitchen Whole Grain Turke: 


A PFR Report has been received and PFR Event [EON-364577] has been created in the EON System. 


A"PDF" report by name "2054750-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2054750-attachments.zip" 

and is attached to this email notification. 


Below is the summary 	of the report: 


EON Key: EON-364577 

ICSR #: 2054750 

EON Title: PFR Event created for Honest Kitchen Whole Grain Turkey Beef or CHicken, Ziwi Peak (recently 


started); 2054750 


AE Date 09/05/2018 	 Number Fed/Exposed 


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


Breed Retriever - Golden 


Age 


District Involved | PFR-New England DO 


Product information 

Individual Case Safety Report Number: 2054750 

Product Group: Pet Food 

Product Name: Honest Kitchen Whole Grain Turkey, Beef, or CHicken, Ziwi Peak (recently started) 

Description: Not true DCM but reduced contractilit urine (whole blood) 


Submission Type: Initial 

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

Outcome of reactionfevent at the time of last observation: Stable 

Number of Animals Reacted With Product: 1 


Product Name Lot Number or ID | Best By Date 


Ziwi Peak (recently started) 


Honest Kitchen Whole Grain Turkey, Beef, or CHicken 


Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 


Qwner information 


B6 
USA 


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


https://eon.fda.gov/eon/browse/EON-364577 


To view the PFR Event Report, please cllck the Ilnk below 


This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission. 
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This email message is intended for the exclusive use of the recipient(s) named above. It may contain information 

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 


The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 


secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 


shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 


Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-

JENNIFER.JO> 

To: Rotstein, David; Carey, Lauren; Palmer, Lee Anne 

CcC: Peloquin, Sarah 

Sent: 12/12/2018 3:53:00 PM 

Subject: RE: 800.267-cc-170-EON-364577-36734 Honest Kitchen whole grain turkey 

NFA 


11 yr FS Golden Retriever 


B6 

9/27/2018 to Tufts: check for DCM, been on GF diet (normal Tau Ivl); diet Honest Kitchen GF w/ Primal (once x 

month), home cooked here and there; now on Canine Natural, bag of RC GR and Ziwi Peak; gets OFA oil, 


B6 

PE-nsf 

Echo-mild dec LV contrxn, RH mild dil, Tr PR 

ECG-nsr, HR 90bpm; proBNP: done but no result listed 


Tx: diet change to main stream brand diet, recheck 6-12 mo 


11 yr MC Golden Retriever 


B6 

8/21/2018: Davis WB Ta wner shipped self from home after blood draw 

9/5/2018 to Tufts POS but asymptomatic, tx in past; in last yr gets out of pool sooner than usual, exercise 

intolerance, may faster than other dog (34 rpm); diet-ZiwiPeak GF, home cooked, switched to Honest 

Kitchen about 3 yr ago, Bravo canned rotates food, gets grains filled treats and sardines, coughs after 

swimming; gets OFAs 


ll'x: diet change, Tau 1g BID 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Rotstein, David 


Sent: Monday, October 01, 2018 5:25 PM 

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 

<8Sarah.Peloquin@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Subject: please see prior PFR 364577-FW: Honest Kitchen whole grain turkey: Lisa Freeman - EON-367347 
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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 

ADMINISTRATION 


meo -

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 


to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

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


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

Sent: Monday, October 01, 2018 5:05 PM 

To: Cleary, Michael * <Michael.Cleary@fda.hhs.gov> HQ Pet Food Report Notification 

<HQPetFoodReportNotification@fda.hhs.gov 


Subject: Honest Kitchen whole grain turkey: Lisa Frééman - EON-367347 


A PFR Report has been received and PFR Event [EON-367347] has been created in the EON System. 


A"PDF" report by name "2055560-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2055560-attachments.zip" 

and is attached to this email notification. 


Below is the summary of the report: 


EON Key: EON-367347 

ICSR #: 2055560 

EON Title: PFR Event created for Honest Kitchi hole grain turkey beef or chicken + Ziwi Peak (just started 

again) - see diet history for ttached; 2055560 


AE Date 09/27/2018 Number Fed/Exposed | 1 


Best By Date Number Reacted 1 


Animal Species Dog Qutcome to Date Stable 


Breed Retriever - Golden 


Age 


District Involved | PFR-New England DO 


Product information 

Individual Case Safety Report Number: 2055560 

Product Group: Pet Food 

Product Name: Honest Kitchen whole grain turkey, beef, or chicken + Ziwi Peak (just started again) - see diet 
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and attachedhistory for
Description: Housemate diagnosed with reduced contractile function on echo
Asymptomatic NT-proBNP tested at RDVM. Will send results
Submission Type: Initial
Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Stable
Number of Animals Treated With Product: 1
Number of Animals Reacted With Product: 1

Product Name Lot Number 
or ID

Best By
Date

Honest Kitchen whole grain turkey, beef, or chicken + Ziwi Peak (just started
again) - see diet history for and attached

Sender information
Usa Freeman
200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

USA

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//bfowse/EON.367347

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport,ispa?decorator=none&e=0&issueType=12&
issueld=384261

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
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.



Emergency & Critical Care Liaison: (508) 887-4745

Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
Telephone (508) 839-5395
Fax (508) 839-8739
http://vetmed.tufts.edu/

Patient
Name:

Owner
Name:

Years Old White/Brown Male Address:

Patient ID:

Consulting Clinician:

(Neutered) Beagle Cross

Primary Clinician: DVF (Emergency and Critical Care Resident)

Attending Clinician:

Discharge Instructions

Admit Date: 7/22/2016 1:44:13 PM
Check Out Date: 7/23/2016

Case summary
has been diagnosed with a primary heart muscle disease called dilated cardiomyopathy (DCM). This disease is

more common in large and giant breed dogs and is characterized by thinning of the walls of the heart, reduced cardiac 
pump function, and enlargement of the upper chambers of the heart. Many dogs with DCM will also have significant
arrhythmias which can be life-threatening and also require medical management, although did not showed any
signs arrhythmia.
The heart enlargement has now progressed to the point of congestive heart failure, meaning that fluid is backing up 
into the lungs or belly. Unfortunately this is a progressive disease and we cannot reverse the changes to the heart 
muscle, however we can use cardiac medications and some changes to the diet to make your dog comfortable and have 
him breathing easier.
DCM can be the consequence of taurine deficiency. Given the age and the breed of we can't rule out this
possibility. A dosage of taurine has been sent and we are expecting the results in 10 to 15 days. Meanwhile
be treated for this deficiency, the treatment is harmless.

will

Diagnosis:
1. Dilated cardiomyopathy (DCM)
2.Taurine deficiency: Results pending

Diagnostic test results and findings:
Chest radiograph (x-ray) findings: Moderate generalized cardiomegaly, left atrial enlargement, diffuse

Echocardiogram findings: All chambers of the heart are enlarged and there is a leak at the mitral valve



EGG findings: The ECG showed no arrhythmia with a heart rate between 120 and 130 bpm.
Labwork findings: The kidney values are within normal limits. Urea =
(0.2-2.1)

mg/dL (12-18). Creatinine= mg/dL

Monitoring at home:
o We would like you to monitor your dog's breathing rate and effort at home, ideally during sleep or at a time of 

rest. The doses of drugs will be adjusted based on the breathing rate and effort
O In general, most (dogs with heart failure that is well controlled have a breathing rate at rest of less than 35 to 

40 breaths per minute. In addition, the breathing effort, noted by the amount of belly wall motion used for 
each breath is fairly minimal if heart failure is controlled.

o An increase in breathing rate or effort will usually mean that you should give an extra dose of
then weif difficulty breathing is not improved by within 30-60 minutes after giving extra

recommend that a recheck exam be scheduled and/or that your dog be evaluated by an emergency clinic.
o There are instructions for monitoring breathing, and a form to help keep track of breathing rate and drug 

doses, on the Tufts HeartSmart web site (http://vet.tufts.edu/heartsmart/
o We also want you to watch for weakness or collapse a reduction in appetite, worsening cough, or distention of 

the belly as these findings indicate that we should do a recheck examination.
o If you have any concerns, please call or have your dog evaluated by a veterinarian. Our emergency clinic is 

open 24 hours/day.

Recommended Medications:

Diet suggestions:
Dogs with heart failure accumulate more fluid in their body if they eat large amounts of sodium (salt). Sodium can be 
found in all foods, but some foods are lower in sodium than others. Many pet treats, people foods and supplements 
used to give pills often have more sodium than is desirable-a sheet that has suggestions for low sodium treats can be 
found on the HeartSmart web site (http://vet.tufts.edu/heartsmart/)

Your dog's usuaI diet may also have more sodium than recommended - we want him/her to continue to eat his/her 
normal diet for the first 7 to 14 days so we can make sure he is tolerating medcations well, but after that time we 
would recommend slowly introducing one of the lower sodium diets on the HeartSmart list (25% of the new diet and 
75% old diet for 2-3 days, then 50:50, etc). Hopefully you can find a diet on the list that your dog Iikes to eat. 
Alternatively, if you are attached to the current diet you can research the amount of sodium in the diet to ensure that 
the sodium content is similar to those on the list



The HeartSmart web site also has some information on supplements such as fish oil, taurine, and other supplements 
that you might have questions about.

Exercise Recommendations:
For the first 7 to 10 days after starting medications for heart failure we recommend very limited activity. Leash waking 
only is ideal, and short walks to start. Once the heart failure is better controlled then slightly longer walks are
acceptable. However, if you find that is lagging behind or needs to stop on a walk then this was too long a walk
and shorter walks are advised in the future. Repetitive or strenuous high energy activities (repetitive ball chasing, 
running fast off-leash, etc) are generally not advised at this stage of heart failure.

Recheck Visits:
Recheck appointment scheduled with cardiology on Tuesday August 2nd at 11 AM. Please call 508 
887 4696 if need to reschedule.
At the visit we will check your dog's breathing effort and heart function, do a blood test to recheck kidney values, and 
probably recheck a blood pressure. A recheck echocardiogram is recommended in 3-4 months.

Please visit our HeartSmart website for more information 
http://vet.tufts.edu/heartsmart/

Thank you for bringing us Jackson, he is a very cute dog. If you have any questions or concerns, please e-mail me ( 
maeva.coulet_paris@tufts.edu) or feel free to contact our emergency service 24/7:508-839-5395.

Case: Owner: Discharge Instructions
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Lab Work 

for.

Date/Time Patient Descriptor Type Results it/Meas:her Res High Low Notes Veterinarian Technician Hospital ession file Na Case I ag Numb
Accession ID

7/22/2 FiO2 NOVA % 21% (r 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 NOVA SA NOVA Venou 0.00 0.00 Techn Fost 1983 Nova 9980

7/22/2 A NOVA mmHg 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 HCO3 IRMA mmol/ 24.0 18.0 Techn Fast 1983 Nova 9980

7/22/2 BEb NOVA mmol/ 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 BEecf NOVA mmol/ 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 CA/MG NOVA mol/m 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 GAP NOVA mmol/ 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 nMG NOVA ! mmol/ 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 nCA NOVA mmol/ 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 TCO2 (P NOVA mmol/ 0.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 CREAT ( NOVA mg/dL 2.13 0.20 Techn Fast 1983 Nova 9980

7/22/2 BUN (PO NOVA mg/dL 28.3 12.0 Techn Fast 1983 Nova 9980

7/22/2 LACTATE NOVA mmol/ 2.00 0.00 Techn Fast 1983 Nova 9980

7/22/2 GLUCOS NOVA mg/dL 120. 80.0 Techn Fast 1983 Nova 9980

7/22/2 MG(POC NOVA mmol/ 0.40 0.10 Techn Fast 1983 Nova 9980

7/22/2 CA (ioniz NOVA mmol/ 1.38 1.17 Techn Fast 1983 Nova 9980

7/22/2 CL(POC) NOVA mmol/ 120. 109. Techn Fast 1983 Nova 9980

7/22/2 K (POC) NOVA mmol/ 4.80 3.60 Techn Fast 1983 Nova 9980

7/22/2 NA (POC NOVA mmol/ 154. 140. Techn Fast 1983 Nova 9980

7/22/2 HB (POC NOVA g/dL 16.0 12.6 Techn Fost 1983 Nova 9980

7/22/2 HCT(PO NOVA % 48.0 38.0 Techn Fast 1983 Nova 9980

7/22/2 SO2% NOVA % 100. 94.0 Techn Fast 1983 Nova 9980

7/22/2 P02 nova mmHg 100. 80.0 Techn Fost 1983 Nova 9980

7/22/2 PC02 IRMA mmHg 44.0 36.0 Techn Fast 1983 Nova 9980

7/22/2 PH IRMA 7.45 7.33 Techn Fost 1983 Nova 9980

Accession ID:

7/22/2 PCV ** PCV/T % 0.00 0.00 Techn Fost 1984 Non

7/22/2 TS(FHS PCV/T g/dl 0.00 0.00 Techn Fost 1984 Non

Accession ID:

7/23/2 FiO2 NOVA % 21% (r 0.00 0.00 Techn Fost 1985 Nova 9989

7/23/2 NOVA SA NOVA Venou 0.00 0.00 Techn Fost 1985 Nova 9989

7/23/2 A NOVA mmHg 0.00 0.00 Techn Fost 1985 Nova 9989

7/23/2 HC03 IRMA mmol/ 24.0 18.0 Techn Fost 1985 Nova 9989

7/23/2 BEb NOVA mmol/ 0.00 0.00 Techn Fost 1985 Nova 9989

7/23/2 BEecf NOVA mmol/ 0.03 0.00 Techn Fost 1985 Nova 9989

7/23/2 CA/MG NOVA mol/m 0.00 0.00 Techn Post 1985____ Nova 9989
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7/23/2 GAP NOVA mmol/ 0.00 0.00  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Techn Fost 1985 Nova 9989

7/23/2 nMG NOVA mmol/ 0.00 0.00 Techn Fost 1985 Nova 9989

7/23/2 nCA NOVA mmol/ 0.00 0.00 Techn Fost 1985 Nova 9989

7/23/2 TC02 (P NOVA mmol/ 0.00 0.00 Techn Fost 1985 Nova 9989

7/23/2 CREAT ( NOVA mg/dL 2.10 0.20 Techn Fost 1985 Nova 9989

7/23/2 BUN (PO NOVA mg/dL 28.0 12.0 Techn Fost 1985 Nova 9989

7/23/2 LACTATE NOVA mmol/ 2.00 0.00 Techn Fost 198s Nova 9989

7/23/2 GLUCOS NOVA mg/dL uncalib 120. 80.0 Techn Fost 1985 Nova 9989

7/23/2 MG (POC NOVA mmol/ 0.40 0.10 Techn Fost 1985 Nova 9989

7/23/2 GA (ioniz NOVA mmol/ 1.38 1.17 Techn Fost 1985 Nova 9989

7/23/2 CL(POC) NOVA mmol/ 120. 109. Techn Fost 1985 Nova 9989

7/23/2 K(POC) NOVA mmol/ 4.80 3.60 Techn Fost 1985 Nova 9989

7/23/2 NA (POC NOVA mmol/ 154. 140. Techn Fost 1985 Nova 9989

7/23/2 HB (POC NOVA g/dL 16.0 12.6 Techn Fost 1985 Nova 9989

7/23/2 HCT(PO NOVA % 48.0 38.0 Techn Fost 1985 Nova 9989

7/23/2 SO2% NOVA % 100. 94.0 Techn Fost 1985 Nova 9989

7/23/2 PO2 nova mmHg 100. 80.0 Techn Fost 1985 Nova 9989

7/23/2 PCO2 IRMA mmHg 44.0 36.0 Techn Fost 1985 Nova 9989

7/23/2 PH IRMA — 7.46 7.33 Techn Fost 1985 Nova 9989

Accession ID: 

7/23/2 PCV ** PCV/T % 0.00 0.00 Techn Fost 1985 Non

7/23/2 TS (FHS PCV/T g/dl 0.00 0.00 Techn Fost 1985 Non

Accession ID: 198604

7/23/2 OSMOLA Chemi mmol/ 315. 291. Techn Fost 1986 Che 9990

7/23/2 CHOLES Chemi mg/dL 355. 82.0 Techn Fost 1986 Che 9990

7/23/2 AST Chemi U/L 95 Res 54.0 9.00 Techn Fost 1986 Che 9990

7/23/2 ALT Chemi U/L 86.0 14,0 Techn Fost 1986 Che 9990

7/23/2 ALK PHO Chemi U/L 127. 12.0 Techn Fost 1986 Che 9990

7/23/2 I BILIRU Chemi mg/dL 0.20 0.00 Techn Fost 1986 Che 9990

7/23/2 D.BILIRU Chemi mg/dL 0.00 0.10 0.00 Techn Fost 1986 Che 9990

7/23/2 T BILIRU Chemi mg/dL 0.30 0.10 Techn Fost 1986 Che 9990

7/23/2 NA/K Chemi 40.0 29.0 Techn Fost 1986 Che 9990

7/23/2 POTASSI Chemi mEq/L 3.4 Re 5.40 3.70 Techn Fost 1986 Che 9990

7/23/2 CHLORI Chemi mEq/L 91 Res 116. 106. Techn Fost 1986 Che 9990

7/23/2 SODIUM Chemi mEq/L 148 Re 150. 140. Techn Fost 1986 Che 9990

7/23/2 POIKILO CBC Occasi 0.00 0,00 Techn Fost 1986 Micr 9990

7/23/2 COMMEN CBC 10-25 0.00 0.00 Techn Fost 1986 CBC 9990

7/23/2 A/G RAT Chemi 1.60 0,70 Techn Fost 1986 Che 9990



B6
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7/23/2 GLOBULI Chemi g/dL 4.20 2.30 Techn Fost 1986 Che 9990

7/23/2 RDW (A CBC 15.2 11.9 Techn Fost 1986 CBC 9990

7/23/2 H-J BOD CBC Occasi 0.00 0.00 Techn Fost 1986 Micr 9990

7/23/2 WBC MO CBC NO Mo 0.00 0.00 Techn Fost 1986 Micr 9990

7/23/2 MCHC(A CBC g/dL 34.3 31.9 Techn Fost 1986 CBC 9990

7/23/2 ALBUMI Chemi g/dL 4.00 2.80 Techn Fost 1986 Che 9990

7/23/2 MONOS CBC K/uL 1.50 0.10 Techn Fost 1986 Micr 9990

7/23/2 MCH(AD CBC pg 25.9 21.3 Techn Fost 1986 CBC 9990

7/23/2 T. PROT Chemi g/dL 7.80 5.50 Techn Fost 1986 Che 9990

7/23/2 CALCIU Chemi mg/dL 11.3 9.40 Techn Fost 1986 Che 9990

7/23/2 MCV(AD CBC fL 77.5 64.5 Techn Fost 1986 CBC 9990

7/23/2 LYMPHS CBC K/uL 4.80 1.00 Techn Fost 1986 Micr 9990

7/23/2 HCT(AD CBC % 55.0 39.0 Techn Fost 1986 CBC 9990

7/23/2 PHOSPH Chemi mg/dL 7.20 2.60 Techn Fost 1986 Che 9990

7/23/2 SEGS (A CBC K/ul 11.5 2.80 Techn Fost 1986 Micr 9990

7/23/2 CREATIN Chemi mg/dL 2.00 0.60 Techn Fost 1986 Che 9990

7/23/2 HGB(AD CBC g/dL 20.5 13.3 Techn Fost 1986 CBC 9990

7/23/2 MONOS CBC % 15.0 1.00 Techn Fost 1986 Micr 9990

7/23/2 LYMPHS CBC % 47.0 7.00 Techn Fost 1986 Micr 9990

7/23/2 UREA Chemi mg/dL 30.0 8.00 Techn Fost 1986 Che 9990

7/23/2 RBC(ADV CBC M/uL 8.50 5.80 Techn Fost 1986 CBC 9990

7/23/2 GLUCOS Chemi mg/dL 135. 67.0 Techn Fost 1986 Che 9990

7/23/2 WBC (AD CBC K/uL 15.1 4.40 Techn Fost 1986 CBC 9990

7/23/2 SEGS% CBC % 86.0 43.0 Techn Fost 1986 Micr 9990

Accession ID:

7/23/2 TAURINE Chemi nmol/ >200 350. 200. Techn Fost 1986 Tauri 9992

7/23/2 TAURINE Chemi nmol/ >40 n 120. 60.0 Techn Fost 1986 Tauri 9992

Accession ID

8/2/20 OSMOLA Chemi mmol/ 315. 291. Fost 2015 Che 1014

8/2/20 CHOLES Chemi mg/dL 355. 82.0 Fost 2015 Che 1014

8/2/20 AST Chemi U/L 54.0 9.00 Fost 2015 Che 1014

8/2/20 ALT Chemi U/L 86.0 14.0 Fost 2015 Che 1014

8/2/20 ALK PHO Chemi U/L 127. 12.0 Fost 2015 Che 1014

8/2/20 I BILIRU Chemi mg/dL 0.20 0.00 Fost 2015 Che 1014

8/2/20 D.BILIRU Chemi mg/dL 0.00 0.10 0.00 Fost 2015 Che 1014

8/2/20 I BILIRU Chemi mg/dL 0.30 0,10 Fost 2015 Che 1014

8/2/20 NA/K Chemi 40.0 29.0 Fost 2015 Che 1014

8/2/20 POTASSI Chemi mEq/L 5.40 3.70 Fost 2015 Che 1014



B6

8/2/20 CHLORI Chemi mEq/L 116. 106. Fost 2015 Che 1014

8/2/20 SODIUM Chemi mEq/L 150. 140. Fost 2015 Che 1014

8/2/20 A/G RAT Chemi 1.60 0.70 Fost 2015 Che 1014

8/2/20 GLOBULI Chemi g/dL 4.20 2.30 Fost 2015 Che 1014

8/2/20 ALBUMI Chemi g/dL 4.00 2.80 Fost 2015 Che 1014

8/2/20 T. PROT Chemi g/dL 7.80 5.50 Fost 2015 Che 1014

8/2/20 CALCIU Chemi mg/dl 11.3 9.40 Fost 2015 Che 1014

8/2/20 PHOSPH Chemi mg/dL 7.20 2.60 Fost 2015 Che 1014

8/2/20 CREATIN Chemi mg/dL 2.00 0.60 Fost 2015 Che 1014

8/2/20 UREA Chemi mg/dL 30.0 8.00 Fost 2015 Che 1014

8/2/20 GLUCOS Chemi mg/dL 135. 67.0 Fost 2015 Che 1014

Accession ID:

12/8/2 COMMEN Chemi Slight 0.00 0.00 Fost 2385 Che 1199

12/8/2 OSMOLA Chemi mmol/ 315. 291. Fost 2385 Che 1199

12/8/2 CHOLES Chemi mg/dL 355. 82.0 Fost 2385 Che 1199

12/8/2 AST Chemi U/L 54.0 9.00 Fost 2385 Che 1199

12/8/2 ALT Chemi U/L 86.0 14.0 Fost 2385 Che 1199

12/8/2 ALK PHO Chemi U/L 127. 12.0 Fost 2385 Che 1199

12/8/2 I BILIRU Chemi mg/dL 0.00 0.20 0.00 Fost 2385 Che 1199

12/8/2 D.BILIRU Chemi mg/dL 0.00 0.10 0.00 Fost 2385 Che 1199

12/8/2 T BILIRU Chemi mg/dL <0.1 0.30 0.10 Fost 2385 Che 1199

12/8/2 NA/K Chemi 40.0 29.0 Fost 2385 Che 1199

12/8/2 POTASSI Chemi mEq/L 5.40 3.70 Fost 2385 Che 1199

12/8/2 CHLORI Chemi mEq/L 116. 106. Fost 2385 Che 1199

12/8/2 SODIUM Chemi mEq/L 150. 140. Fost 2385 Che 1199

12/8/2 A/G RAT Chemi 1.60 0.70 Fost 2385 Che 1199

12/8/2 GLOBULI Chemi g/dL 4.20 2.30 Fost 2385 Che 1199

12/8/2 ALBUMI Chemi g/dL 4.00 2.80 Fost 2385 Che 1199

12/8/2 T. PROT Chemi g/dL 7.80 5.50 Fost 2385 Che 1199

12/8/2 CALCIU Chemi mg/dL 11.3 9.40 Fost 2385 Che 1199

12/8/2 E CANIS/ Snap Negati 0.00 0.00 Fost 2385 4DX 1199

12/8/2 PHOSPH Chemi mg/dL 7.20 2.60 Fost 2385 Che 1199

12/8/2 CREATIN Chemi mg/dL 2.00 0.60 Fost 2385 Che 1199

12/8/2 A.PHAG Snap Positiv 0.00 0.00 Fost 2385 4DX 1199

12/8/2 UREA Chemi mg/dL 30.0 8.00 Fost 2385 Che 1199

12/8/2 LYME C6 Snap Negati 0.00 0.00 Fost 2385 4DX 1199

12/8/2 HW ANT Snap Negati 0.00 0.00 Fost 2385 4DX 1199

12/8/2 GLUCOS Chemi mg/dL 135. 67.0 Fost 2385 Che 1199
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B6Accession ID:

6/22/2 OSMOLA Chemi mmol/ 315. 291. Post 2936 Che 1485

6/22/2 CHOLES Chemi mg/dL 355. 82.0 Post 2936 Che 1485

6/22/2 AST Chemi U/L 54.0 9.00 Fost 2936 Che 1485

6/22/2 ALT Chemi U/L 86.0 14.0 Post 2936 Che 1485

6/22/2 ALK PHO Chemi U/L 127. 12.0 Fost 2936 Che 1485

6/22/2 I BILIRU Chemi mg/dL 0.00 0.20 0.00 Fost 2936 Che 1485

6/22/2 D.BILIRU Chemi mg/dL 0,00 0.10 0.00 Fost 2936 Che 1485

6/22/2 T BILIRU Chemi mg/dL <0.1 0.30 0.10 Fost 29.36 Che 1485

6/22/2 NA/K Chemi 40.0 29.0 Fost 2936 Che 1485

6/22/2 POTASSI Chemi mEq/L 5.40 3.70 Fost 2936 Che 1485

6/22/2  CHLORI Chemi B6 mEq/L 116. 106. B6 Fost 2936 Che 1485

6/22/2 SODIUM Chemi mEq/L 150. 140. Fost 2936 Che 1485

6/22/2 A/G RAT Chemi 1.60 0.70 Fost 2936 Che 1485

6/22/2 GLOBULI Chemi g/dL 4.20 2.30 Fost 2936 Che 1485

6/22/2 ALBUMI Chemi g/dL 4.00 2.80 Fost 2936 Che 1485

6/22/2 T. PROT Chemi g/dL 7.80 5.50 Fost 2936 Che 1485

6/22/2 CALCIU Chemi mg/dL 11.3 9.40 Post 2936 Che 1485

6/22/2 PHOSPH Chemi mg/dL 7.20 2.60 Fost 2936 Che 1485

6/22/2 CREATIN Chemi mg/dL 2.00 0.60 Fost 2936 Che 1485

6/22/2 UREA Chemi mg/dL 30.0 8.00 Fost 2936 Che 1485

6/22/2 GLUCOS Chemi mg/dL 135. 67.0 Fost 2936 Che 1485

Accession ID

12/8/2 COMMEN Chemi Slight 0.00 0.00 Fost 3450 Che 1751

12/8/2 OSMOLA Chemi mmol/ 315. 291. Fost 3450 Che 1751

12/8/2 CHOLES Chemi mg/dL 355. 82.0 Fost 3450 Che 1751

12/8/2 AST Chemi U/L 54.0 9.00 Fost 3450 Che 1751

12/8/2 ALT Chemi U/L 86.0 14.0 Fost 3450 Che 1751

12/8/2 ALK PHO Chemi U/L 127. 12.0 Fost 3450 Che 1751

12/8/2 I BILIRU Chemi mg/dL 0.00 0.20 0.00 Fost 3450 Che 1751

12/8/2 D.BILIRU Chemi mg/dL 0.00 0.10 0.00 Fost 3450 Che 1751

12/8/2 T BILIRU Chemi mg/dL <0.1 0.30 0.10 Fost 3450 Che 1751

12/8/2 NA/K Chemi 40.0 29.0 Fost 3450 Che 1751

12/8/2 POTASSI Chemi mEq/L 5.40 3.70 Fost 3450 Che 1751

12/8/2 CHLORI Chemi mEq/L 116. 106. Fost 3450 Che 1751

12/8/2 SODIUM Chemi mEq/L 150. 140. Fost 3450 Che 1751

12/8/2 A/G RAT Chemi 1.60 0.70 Fost 3450 Che 1751

12/8/2 GLOBULI Chemi g/dL 4.20 2.30 Fost 3450 Che 1751

12/8/2 ALBUMI Chemi g/dL 4.00 2.80 Fost 3450 Che 1751



12/8/2 T. PROT Chemi g/dL 7.80 5.50 Fost 3450 Che 1751

12/8/2 CALCIU Chemi mg/dL 11.3 9.40 Fost 3450 Che 1751

12/8/2 PHOSPH Chemi mg/dL 7.20 2.60 Fost 3450 Che 1751

12/8/2 CREATIN Chemi mg/dL 2.00 0.60 Fost 3450 Che 1751

12/8/2 UREA Chemi mg/dL 30.0 8.00 Fost 3450 Che 1751

12/8/2 ............J GLUCOS Chemi mg/dL 135. 67.0 Fost 3450 Che 1751
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Client 
Breed 
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Age
Desexed 
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Date 
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rDVM:_B6 :hx6/26/17-517118 


Provider Stat 


19-Mar 2018 


13-Feb 201, 


Notes
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C: Referral/Records 2015-2016 


Liaison Fax: (508) 839-7951 


(508) 887-4363 

Liaison Phone: (508) 887-4988 


Foster Hos| all Animals 

Liaison E-mail: 

Medical Records Phone: (508) 887-4636


liaisons@tufts.edu 


Referr[ll Form 

Please return form to liaisons via e-mail or fax. 


Service to which referred: Trseg Acxy/ AppointmentDate: Time: 
__________ 

Owner Information 

Name: Daytime work)phone: 


Home phone: Mobile phone: 
—__ 

Email: 

Address: City: 

-


 State: Zip Code: 

Patient Information 





Registered Name/ID: 


Cretm M Breed: Sajh /ful»i/ sex: A< Aage: 


Your Information 
Please check preferred method of contact: Phone Fax Email #4- b4 L BG 
Dr. [‘fi’/N 

Phone: | 
Clinic Email: 

B6 
B6 . 

Clinic/Hospital: 

Fax | 
DoctorEmail: 

B6 

Please complete address sectiofl if this is a first referral. 

. 

[ 

Address: City: __ _ State: Zip Code: 

Primary reason for referral: 


Significant History (Brief synopsis is best including concurrent conditions, anesthetic concerns, vaccination history, etc): 


___ S 

Cordigmesely | Iefley , Py 
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RDVM AC: Referral/Records 2015-2016 

Refe"(]' Form continued FOSTER HOSPITAL FOR SMALL ANIMALS 

Physical exam findings: 

Tz 1005 Nsecs fc)c"H)L qd oLl aloc 

/(441,7(»»/1}, Ul 

Test results (pertinent to this medical/surgical issue): 

Lab work attached: [ yes [ no 

Biopsy: [ yes [Zno 

Includes digital Imaging (DICOM (*.DCM) format for orthopedic cases strongly recommended): 

Please send digital imaging records to liaisons@tufts.edu 

Previous treatments and response: 

Oyes Cno 

30 Derr 0;;/1/((/&’ Ao c'—écfig 

Preliminary Diagnosis: 

Cfi»/taL7f¢1k}/2 A pienonic 

Peicecd i Thhse O 

L 

Current treatment or special instructions: 

/Uflu 

Questions you want answered from consultation: 

FDA-CVM-FOIA-2019-1704-017426
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: Referral/Records 2015-2016 RDVM 

Gender: Male/Castrated 

Weight: 
Age: 2 Years 

Doctor: 

Reference Interval Low NORMAL 

B6 
HIGH 

i B6 | 

FDA-CVM-FOIA-2019-1704-017428



Client: Gender: Male/Castrated . 
Patient Name!. Weight: 
Species: Canine Age: 3 Years 
Breed: Mixed Doctor: 

Test Results Reference Interval Low NORMAL HIGH 

BUN/CREA 
PHOS 25-68 
cA 7.9-120 
™ 52-82 
ALB 23-40 
GLOB 25-45 
ALB/GLOB B 
ALT 10-125 
ALKP 23-212 
GeT 0-11 
TBIL 00-09 
CcHoL 110-320 
Na 144160 
K 35-58 
Na/K 
c 109-122 
Osm Calc 

 —A VeV 4 e 
B B TR T 

LABORATORIES 
Printed: July 22, 2016 10:15 AM Page 2 0f2 
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RDVM AC: Referral/Records 2015-2016 

Gender: Male/Castrated . 
Weight: 

Species: Canine Age: 3 Years 
Breed: Mixed Doctor: 

Test Results Reference Interval LOW NORMAL HIGH 

ProCyte Dx 0:05 AM) 

RBC 5.65-8.87 
HCT 37.3-617 
HGB 131-205 
mMcv 616-735 
MCH 212-259 
MCHC 320-379 
ROW 136-217 
%RETIC 
RETIC 10.0-110.0 
WBC 5.05-16.76 
%NEU 
%LYM BG B6 
%MONO 
HEOS 
%BASO 
NEU 295-1164 
Lym 1.05-5.10 
MONO 0.16-1.12 
EOS 006-1.23 
BASO 0.00-0.10 
PLT 148- 484 
MPV 87-132 
PDW 91-194 
PCT 0.14-0.46 

RBC Run WBC Run 

Filiorescence Granuiarity 

®RBC ®RETICS ®PLT ® RBC Frags ® WBC NEU WLYM ® MONO ® EOS % BASO ®URBC 

I\ 
[ 74 4N e 

LABORATORIES 
N Printed: July 22, 2016 10:15 AM Page 10f2 
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RDVM; AC: Referral/Records 2015-2016 

VACCINATION CERTIFICATE 

Account #: | Animal 
Species: Canine 

Breed: Beagle mix 
Color: Wht/BIK/Brwn 

Gender: pered 
H 

L 

Birthdate: 

Age: 
Weight 
Chip # 

Owner: 

Address, 

Phone: 

Vaccine Manufacturer  Serial # 

06/09/2016 E 06/08/2017 

06/09/2016 06/08/2017 

061062016 B6 i or070018 
05/09/2016 05/08/2017 

05/09/2016 05/08/2017 

072412014 07202017 

072212016 

FDA-CVM-FOIA-2019-1704-017431



RDVM 

Species: Canine 
Breed: Mixed 

Test 

Gender: Male/Castrated 
Weight: 
Age: 3 Years 
Doctor: 

Results Reference Interval Low NORMAL 

B6 
HIGH 

Catalyst Dx 

GLU 

00-09 
110-320 
144 -160 
35-58 

109-122 

Printed: July 22, 2016 10:31 AM Page 2 of2 [V V. 
LABORATORIES 
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RDVM AC: Referral/Records 2015-2016 

Gender: Male/Castrated 

® B6 Weight: 

Species: Canine Age: 3 Years 

Breed: Mixed Doctor: 

Test Results Reference Interval Low NORMAL HIGH 

ProCyte Dx (_ 10:05 AM) 
014 AM 

RBC 5.65-8.87 
HeT 37.3-617 
HGB 13.1-205 
= 616-735 
MCH 212-259 
MCHC 320-37.9 
ROW 136-21.7 
%RETIC 
RETIC 10.0-1100 
weC 5.05-16.76 
YNEU 
%LYM BG B6 
%MONO 
%EOS 
%BASO 
NEU 295-11.64 
LM 1.05-5.10 
MONO 0.16-1.12 
EOS 006-123 
BASO 0.00-0.10 
PLT 148-484 
MPV 87-132 
POW 9.1-194 
PCT 0.14-0.46 

RBC Run WBC Run 

g 
@ 

Fliorescence Granuiarity 

®RBC ®RETICS WPLT ® REC Frags ® WBC 

Printed: July 22, 2016 10:31 AM 

NEU SLYM ®MONO ®EOS ¥BASO ® UREC 

Page 1 0f2 
——.r 
el e S0 
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Sample Submission Form, 7/23/2016 

[ BG PLws n g 

Blodl 

Sample Submission Form 
UC CUSTOMERS ONLY: 

Non-federal funds ID/Account Number 
to bill: 

Amino Acid Laboratory 
University of California, Davis 
1020 Vet Med 3B 
1089 Veterinary Medicine Drive 

Davis, CA 95616 
Tel: (530)752-5058, Fax: (530)752-4698 

Broed: Beagle Cross Patient ID:{ 
SEX Male (Neutered)  Home Phonc: 

Weightke: 59,09 e 
Ref Phone Date of Birth: 

http://www.vetmed.ucdavis.edu/vmb/aal/aal.html Cac 

Vet/Tech Contact! B 
Company Name: Tufts Cummings School of Veterinary Medicine 

Address: 200 Westboro Road 

North Grafton, MA 01536 
3hine I 1250 en 

FrrgRTIE PANEL 
Lithiun Heparin 

Email:_clinpath@tufts.edu T 

Tel: 508-887-4669 Fax: 508-839-7936 

TAX I 

Teli 

Species:__ (O 
Owner’s Name:___ B6 

sample Type: Nvlasma [X] whole Blood [ Jurine [ Food Jot[ her: 
Testitems: [ [Taurine [[] complete Amino Acid [Other: 

Taurine Results (nmol/ml) 
5 

Plasma:; Urine:, Food:, 

Reference Ranges (nmol/ml) 

Plasma Whole Blood 
Normal Range No Known Risk for 

Taurine Deficiency 

Normal Range No Known Risk for 

Taurine Deficiency 

Cat 80-120 >40 300-600 >200 

Dog 60-120 >40 200-350 >150 

TAURINI 
Lithium Heparin 

g 
Canine 

B6 

FDA-CVM-FOIA-2019-1704-017434 



Clinical Nutrition Service 
Foster Hospital for Small Animals 
200 Westboro Road 

North Grafton, MA 01536 

Phone: (508) 887-4696 Attn: Nutrition LiaiFox o6 s67 ages o e 

H 
u m m | n S 

Veterinary 5 Medical H Center 
AT TUFTS UNIVERSITY http://vetnutrition.tufts.edu/ 

vetnutrition@tufts.edu 

Nutrition Consultation 


Date: 7/7/17 (Phone consultation) 

Pet Name:! B6 

Signalment: 1%z year old castrated male Boxer 

Weight: 69 pounds (31 kg), body condition score 4/9 (ideal), muscle condition score: Normal 

Diagnosis/Problems: Dilated cardiomyopathy with low taurine level; possible food sensitivities, bee and 

environmental allergies 

Medications: |~ 

RDVM:{ B6 


B6 


Recommendations below are based on information obtained from owner and referring veterinarians. 


Diet History: 

e Current diet: Petcurean Go! Limited Ingredient dry, Petcurean Now Fresh, Stella & Chewy’s raw patties, 


Lean Treats, Wellness Core treats; bread or banana for medication administration. Just started 

ing to Purina Pro Plan Focus Adult Sensitive Skin and Stomach salmon and rice dry based on Dr. 

recommendations 


• n Now Fresh large breed puppy dry; initially on lams Smart Puppy Small and Toy Breed dry (8-12 

weeks of age), Go Salmon (not finishing food) 


e Supplements: Taurine 1000 mg 3 times daily, L-carnitine 2000 mg 2 times daily (NOW or Whole Foods) 


Nutritional Goals 


Recommendations: 


FDA-CVM-FOIA-2019-1704-017435
 

• Complete and balanced diet 

• Adequate calorie intake to maintain ideal body weight (approximately 70 pounds) 

• Reduced sodium 

• Moderate protein 

• Taurine and L-carnitine supplementation 

• Omega-3 fatty acid supplementation 


•e 	 I'm happy that we were able to talk abou diet to ensure he's getting optimal nutriti utrition is an 

integral part of the treatment for a dog with heart disease. This is especially important for, B6 because 

we’re suspicious of taurine and/or carnitine deficiencies playing a role in his disease. Hopefully, the taurine 

and carnitine supplementation and a diet we can be more confident in will be helpful for his heart! 


* 	 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: http:/vetnutrition.tufts.edu/2016/12/questions-you-


•• My estimate of aily calorie needs is approximately 1700 calories per day (based on the average of 2 

cups twice daily that he was getting from the Go Fresh Now dry food). This is an initial estimate to keep 

him at a weight 70 pounds. However, since every dog is an individual, I'd like to have you 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 with adjusting the amounts. 


e 	 The current diet you're feeding (Purina Pro Plan Sensitive Skin and Stomach) is of excellent quality, high in 

omega-3 fatty acids, and not too high in sodium. Since not in heart failure, the dietary sodium doesn't 




need to be quite as low so I’'m comfortable having him continue to eat the Pro Plan (especially since he 

seems to enjoy it!). However, I'm providing a few other options that are also high in omega-3 fatty acids. 

Please note the variable calorie density of these foods and adjust the number of cups accordingly to 

provide our starting point for calories of 1700 calories/day: 


Sodium (mg/100 

calories) 
Dry Food Calories/cup 

Pro Plan Focus sensitive skin & stomach salmon & rice (dry) 447 128 


Purina JM (dry)* 408 100 

Purina DRM Naturals (dry)* 418 80 


Royal Canin Boxer (dry) 335 73 

Royal Canin Mobility Support JS (dry)* 324 70 


Diets with an asterisk are ones that must be purchased from Dr. r, if not available, from an online pet food 
store (eg, Chewy.com, Petfooddirect.com) with a prescription or &ppi | from her. The other2 diets are available 
over-the-counter 

e Make all changes gradually over 5-7 days to avoid gastrointestinal upset. 

e We didn't discuss this on our call but | strongly urge you to discontinue the raw patties immediately. There 
is no evidence of any health benefit of raw meat diets and there are many, many documented risks. In 
addition, raw meat diets put you, your family, and your dogs at risk for bacterial infections because of high 

rates of bacterial contamination of raw meat diets. 

Supplements: 

e 	 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. Looking for the USP logo or using 

Consumerlab.com is very helpful for finding products with independent testing of quality. 


e 	 Taurine and L-carnitine: Since results of independent testing of taurine and carnitine are not available on 

Consumerlab, we tested a number of products in 2009. Although | don’t know that the resuilts are still true 

8 years later, the products that did well in our testing were: 


o 	 Taurine: Solgar, Twinlab, Swanson, NOW, Country Life, and GNC. 

o 	 L-camitine: Solgar, Country Life, Jarrow. Although we did not test the liquid L-carnitine from Solgar, 


| think that would be a reasgnable one to try if it's easier to get him to take it as a liquid. 

o 	 The doses that you're giving B are appropriate. 

o 	 We have some additional information on these supplements on our HeartSmart website: 


http://vet tufts. edu/heartsmart/diet/important-nutrients-for-pets-with-heart-disease/ 

e 	 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 diets above all contain sufficient omega-3 fatty acids but if we do need to use a 

supplement in the future, we have brands with independent testing on our HeartSmart website: 

http://vet.tufts.edu/wp-content/uploads/omega-3_supplementation.pdf 


Treats: 

e Some good treat options 


Hill's Ideal Balance Breakfast Medleys with Country Chicken & Egg Dog Treat 

Hill's Ideal Balance Oven-Baked Naturals with Chicken & Apples Dog Treat 


Science Diet Grain Free treat with Chicken & Apples Dog Treat 

Hill's Ideal Balance Soft-Baked Naturals with Chicken & Carrots Dog Treat 


Hill's Science Diet Baked Light Biscuits with Real Chicken Small Dog Treat 


Royal Canin Veterinary Diets Original Dog Treats 

Frosted Mini Wheats (original) 


Fresh vegetables/fruit — eg, carrots, green beans, apple, orange, bananas, berries (except ones listed below) 

* 	 Avoid macadamia nuts, avocado, garlic, onions, grapes, raisins, and other foods known to be toxic to dogs. 


Medication Administration 
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« Dog tablet sized Greenies Pill Pockets are relatively low in sodium (just be sure to avoid Duck and Pea 

flavor which is high in sodium) but try to limit the total to 4-5/day 


e You can also insert medications into one of the following foods: 

o 	 Low-sodium canned pet food (I can give you some specific canned foods if you want to try this 


option) 


0
0
0
O
0


 Mini marshmallows 

Fruit such as banana, orange, melon, or berries (avoid grapes) 

Peanut butter (labeled as “no salt added”) 

Pro Plan Additions Puree (Chicken and berries or chicken and pumpkin). This also works well for 

some dogs to give them pills 


Follow Up: 

* 	 Monitor body weight to ensure he stays at an ideal weight of about 70 pounds (it may take some 


adjustment of the new food). 

e 	 Please let me know how things go a recheck cardiology evaluation at the end of August. Hopefully, 


there will be an improvement in his heart function! 


Please contact me if you have any questions abouti Bé : nutritional plan. 


Sincerely, 


Lisa M. Freeman, DVM, PhD, DACVN 

Professor, Clinical Nutrition 

508-887-4696 (telephone) 

vetnutrition@tufts.edu (email) 

www.petfoodology.org (FAQs and other resources) 


FDA-CVM-FOIA-2019-1704-017437
 



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

To: Jones, Jennifer L 

Sent: 8/21/2018 2:55:45 PM 

Subject: RE: updates 

B6 | B6 isubmitted; B6 i If you don't have that one, let me know and | 
can submit 
Owner would be very happy to talk to you 

Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 


Board Certified Veterinary Nutritionist™ 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 


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

Sent: Tuesday, August 21, 2018 10:46 AM 

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

Subject: RE: updates 


Thank you, Lisa. 


We're going to send you the box this week with 7 whirl-pak bags. Each bag will be labelled for the dog and our 

internal identifier number (EON-XXXXXX). Please fill the bags with the respective food. I've calculated the return 

weight based on filling 7 bags full. 


Also, | have the medical records fo i but did you submit a pet food report for him? I'm wondering if 

| didn’t see it on our end. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


US. FOOD & DRUG _ ,,,r-{q‘m .

ADMINETRATION 


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

Sent: Monday, August 20, 2018 6:18 PM 


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


Subject: updates 


HiJen 

| forgot to note on the report | submitted today that | have a food sample and UPC code for the Acana food that 

the 2 Dobies were eating. 


whose heart has improved significantly, | just got a sample from the owner who found 

her summer house — it is not fresh but I'm saving for you in case you want 
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Lisa M. Freeman, DVM, PhD, DACVN 


Board Certified Veterinary Nutritionist™ 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-

JENNIFER.JO> 


To: Jones, Jennifer L 

Sent: 1/16/2019 3:23:24 PM. 

Subject: cc-193-EON-36783 


yr FS Great Dane 

st 


7/17/2018-vaccines, 

PE: Gr IIVI murmuri B6 


B6 

10/4 recheck: no behavior changes; eats Acana, Fromm, dry food 


PE-Gr IVl L apical musical, Gr IlI/VI right low freq rumbling, intermitt gallop 

Chem: no lts listed 

proBNP:: B6_)-900) 

Echo: thin all w/ dec sys fxn, LV mod to mark dil, LA mod to mark dil, MV slt thick, PA smaller than 


aorta, RH subj enl, 1-2+ MR 

ECG-sinus tachy 

Tau @ Davis: WB 

Tx-RC Early Cardiac diet, B6 Tau1gBID 


Jennifer L. A. Jones, DVM 

Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel. Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

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

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 


[z U.S. FOOD & DRUG ..

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

To: Jones, Jennifer L 

Sent: 0:55:53 PM 

Subject: bnp and echo - 1/15/19_(undates to previously reported case) 
Attachments: 5-19.pdf; IDEXX Results] B6_} 01152019.pdf 

Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary NutritionistTM 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 


From: Tufts Veterinary Cardiology Service 

Sent: Wednesday, January 16, 2019 11:50 AM 

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

Subject: FW: IDEXX Results (Final): (Cl R)RUSH (Ord)01/15/2019 


From: VetConnect@idexx.com <VetConnect@idexx.com> 

Sent: Wednesday, January 16, 2019 10:21 AM 

To: Tufts Veterinary Cardiology Service <cardiovet@tufts.edu> 

Subject: IDEXX Results (Final): (CIt] (RQ)RUSH (Ord)01/15/2019 


IDEXX VetConnect 

1-888-433-9987 

TUFTS UNIVERSITY 

200 WESTBORO RD 

NORTH GRAFTON, Massachusetts 01536 

508-839-5395 

Account # 88933 


Breed: GREAT_DANE 

Age: 3Y 

Gender: FEMALE 


Order recv'd: 


Ordered by: RUSH 

CARDIOPET proBNP - CANINE 

Test Result Reference Range 

CARDIOPET proBNP - CANINE (1) 0 - 900 pmol/L HIGH 

Comments: 


Please note: Complete interpretive comments for all concentrations of Cardiopet proBNP are available in the online 

directory of services. Serum specimens received at room temperature may have decreased NT-proBNP concentrations. 
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B6

IDEXX Reference Laboratories Client 


IDEXX VetConnect 1-888-433-9987 


Date:01/15/2019 TUFTS UNIVERSITY 

Requisition #: 423595 
Accession #1 
Ordered by: RUSH 

200 WESTBORO RD 

NORTH GRAFTON, Massachusetts 01536 

508-839-5395 
Breed: GREAT_DANE 

Gender;: FEMALE SPAYED 

Age:3Y Account #88933 


CARDIOPET proBNP - CANINJ 


CARDIOPET proBNP 

- CANINE 
Bs


0-900 L 
/L HIGH;


Comments: 


1. Cardiopet proBNE__>1800pmol/L 


Please note: Complete interpretive comments for all concentrations of Cardiopet 

ProBNP are available in the online directory of services. Serum specimens received 

at rcom temperature may have decreased NT proBNF concentrations. 
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From: 	 Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov> 


To: 	 Rotstein, David: leary, Michael *; HQ Pet Food Report Notification; 


Sent: 	 6/10/2019 8:12:52 PM 


Subject: 	 Acana Heritage formula dog food (mostly freshwater fish: Lisa Freeman -

EON-390089 


Attachments: 	 2068034-report.pdf; 2068034-attachments.zip 


A PFR Report has been received and Related PFR Event [EON-390089] has been created in the EON System. 


A "PDE" report by name "2068034-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 "2068034-attachments.zip" 

and is attached to this email notification 


Below is the summary of the report: 


EON Key: EON-390089 


ICSR #: 2068034 


EON Title: Related PFR Event created for Acana Heritage formula dog food (mostly freshwater fish free run 

poultry and meats (beef pork and lamb) formulas. Also Meadowlands; 2068034 


AE Date 

Best By Date 	

Animal Species 

Breed 	

Age 	

District Involved | 

10/04/2018 	

Dog 	

Great Dane 


B6 Years 


PFR-New England DO 


Number Fed/Exposed |

Number Reacted 

Outcome to Date 

 1 


1 


Stable 


Product information 


Individual Case Safety Report Number: 2068034 

Product Group: Pet Food 


Product Name: Acana Heritage formula dog food (mostly freshwater fish, free run poultry, and meats (beef, 

pork, and lamb) formulas. Also, Meadowlands 

Description: Murmur identified by RDVM 7/17/18. Asymptomatic. DCM diagnosed 10/4/18. Has been eating 

Acana diet. Owner is happy to talk to FDA and to provide more info. Taurine levels pending. Details on diet and 
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Product Name 

treats below: I can tell you, for starters, tha as put on a Fromm diet from July of 2015 thru about March 

of 2016. Since that period, she has been eating only Acana Heritage formula dog food. This contains "0% grain, 

potato, gluten, meat by-products, and plant protein concentrates" as listed on their label. She has had a variety of 

flavors from this brand. Primarily, it has been "freshwater fish", "free run poultry”, and "meats formula" (beef, 


has also had multiple bags of Acana "meadowland" which is advertised as poultry, fish, 

and eggs. I have also discovered that all of her treats have been produced by Acana. One is labeled as macarel 

and greens, another is poultry and monkfish, and the last is lamb, liver, and tripe. I should be able to get some 

records from our local pet store as they have a rewards program we are part of and all of our purchases from the 


last three years are on our account. 

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: Stable 

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 


Lot Number 

or ID 

Best By 


Date 

Acana Heritage formula dog food (mostly freshwater fish, free run poultry, and 

meats (beef, pork, and lamb) formulas. Also, Meadowlands 


This report is linked to 

Initial EON Event Key: EON-367839 


Initial ICSR: 2055788 


Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 

USA 


Owner informatiosner miormation 
 


B6 
USA 


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

https://eon.fda.gov/eon//browse/EON-390089 


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

https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issue Type=10100& 

issueld=407361&parentlssueTypeld=12 


This email and attached document are being provided to you in your capacity as a Commissioned Official with 
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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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Report Details - EON-390089 


ICSR: 2068034 


Type Of Submission: Followup 


Report Version: FPSR.FDAPETF.V.V1 


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


Reporting Type: Voluntary 


Report Submission Date: 2019-06-10 16:05:54 EDT 


Initial Report Date: 10/08/2018 


Parent ICSR: 2055788 


Follow-up Report to 
FDA Request: 


Yes 


Reported Problem: Problem Description: 


Date Problem Started: 
 10/04/2018 



 Stable 


Concurrent Medical 

Problem: 


No 


Outcome to Date: 

Product Information: Product Name: 


Product Type: 
 Pet Food 


Lot Number: 


Package Type: 
 BAG 


Product Use 

Information: 


Manufacturer 

IDistributor Information: 


Purchase Location 

Information: 


Animal Information: Name: 


Type Of Species: 
 Dog 


Type Of Breed: 
 Great Dane 


Gender: 


Reproductive Status: 


Weight: 


Age: 
 3.6 Years 


Assessment of Prior 

Health: 

Excellent 




Number of Animals 

Given the Product: 


Number of Animals 

Reacted: 


Owner Information: 


Murmur identified by RDVM 7/17/18. Asymptomatic. DCM diagnosed 10/4/18. 

Has been eating Acana diet Owner is happy to talk to FDA and to provide more 

info. Taurine s pending. Details on diet and treats below: | can tell you, for 

starters, that iwas put on a Fromm diet from July of 2015 thru about March 

of 2016. Since that period, she has been eating only Acana Heritage formula dog 

food. This contains "0% grain, potato, gluten, meat by-products, and plant protein 

concentrates" as listed on their label. She has had a variety of flavors from this 

brand. Primarily, it has been " r fish", "free run poultry”, and "meats 

formula" (beef, pork, and lamb): B6 :has also had multiple bags of Acana 

"meadowland” which is advertis poultry, fish, and eggs. | have also 

discovered that all of her treats have been produced by Acana. One is labeled as 

macarel and greens, another is poultry and monkfish, and the last is lamb, liver, 

and tripe. | should be able to get some records from our local pet store as they 

have a rewards program we are part of and all of our purchases from the last 

three years are on our account. 


Acana Heritage formula dog food (mostly freshwater fish, free run poultry, and 

meats (beef, park, and lamb) formulas. Also, Meadowlands 


Dpescription: Owner can provide more details. 


Female 


Neutered 


42.2 Kilogram 


1 


1 


Owner Yes 


FOUO- For Official Use Only 1 
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Information 

provided: 


Contact: Name: 

Phone: B6 
Em: 

United States 

Healthcare Professional 
Information: 

practice Name: Tufts Cummings School of Veterinary Medicine 
Contact: 

Name: Lisa Freeman 

Phone: (508) 887-4523 

Email lisa.freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Contact: pPhone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact 
Sender: 

Yes 

Preferred Method Of 
Contact: 

Email 

Additional Documents: 

Attachment: Recheck ECG.pdf 

Description: ECG 

Type: Medical Records 

Attachment: Follow-up med records pt 2.pdf 

Description: Med Records 

Type: Medical Records 

Attachment: Follow-up med records pt 1.pdf 

Description: Med Records 

Type: Medical Records 

FOUO- For Official Use Only 2 
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P

IDEXX BNP - 1/15/2019 


IDEXX Reference Litorstoris 

IDEXX VetConnect 1-888-433.9967 

Breed:GREAT_DANE
Gender: FEMALE S PAYED
Age:3Y 

Requsition 
Accesion®__ 
Ordered by: 

53 
B6, 

TUFTS UNIVERSITY 
200 WESTBORO RD 
NORTH GRAFTON, Massachusets 0153 
5088395395 

Account 288933 

CARDICPET proBNP- CA 

CARDIOPET proBNP 
- CANINE B6 0-900pmolL HIGH B6 
Comments: 

1 cardiope: promwe 

Restal 
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Chem 1/15/2019 


Tufts Caummings School Of Veterinary Medicine 


T 200 Westboro Road 

North Grafton, MA 01536 


DUPLICATE 


Provider. Dr. John Rush 

Sex SF Order Location: V320359: Investigation into 

Age: 3 SampleID: 1901150061 


Collection Date: 1/15/2019 11:07 AM Species” Canine 

Approval date: 1/15/2019 12:23 PM Breed: Great Dane 


Research Chemistry Profile - Small Animal (Cobas) 


CSTCYR Ref. RangeFemales 

Glucose 67-135 mg/dL 

Urea 8-30 mg/dL. 

Creatinine 0.62.0mg/dL 

Phosphorus 2.67.2mgdL 

Calcium 2 9.4-113mgdL 

Magnesium 2+ 

Total Protein 

Albumin 

Globulins 2342 gdl 

A/G Ratio 0716 

Sodium 140-150 mEQL 

Chloride 106-116 mEQL 

Potassium 3754 mEqL 

CO2(Bicarb) 1428 mEQL
B6 

AGAP 8.0-19.0 

NAK 2040 


0.100.30 mg/dL. 
Total Bilirubin 
Alkaline Phosphatase 12127UL 


010 UL 

1486 UL 

954 UL 


Creatine Kinase 2422 UL 

Cholesterol 82-355 mg/dL 

Triglycerides 30-338 my/dl 

Amniase 409-1250 UL 

Osmolality (calculated) 201315 mmol L 


SampleD: 190115006171 Reviewedby: 

REPRINT: Orig. printing on 1/15/2019 (Final) 
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Poor ! Excellent 

Client: 

Patient: 
 B6 


Diet Hx 4/18/19 


# 

CARDIOLOGY DIET HISTORY FORM -


Please answer the follpwinn.auestinns about your pet 


Pet’s name: B6 Owner's neme : 	 Todays date: 4[18]19 

i How would you assess your pet's appetite? (mark the ow that best represents your pet's appetite) 


Example: Poor. 
 { Excellent 


2 gz/e you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply) 

ats about the same amount as usual OEats less than usual DOEats more than usual 


DOSeems to prefer different foods than usual COther. 


3. 	 Over the last few weeks, has your pet (gheck one) 

Dlost weight OGained weight tayed about the same weight DIDon't know 


1 	 Please list below ALL pet foods, people food, treats, snack, dental chews, rawhides, and any other food item that your pet

currently eats and that you have fed in the last 2 years. 


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, & Sweet Potato Adult dry 1% cup 2x/day Jan 2016-present 
85% lean hamburger microwaved 30z 1x/week June -Aug 2016 
Pupperoni original beef flavor 
Rawhide 

treat 
treat 

% 
6 inch twist 

1x/day 
1x/week 

Sept 2016-present 
Dec 2018-present 

YL (NN “ackey (AqdddC {Xm,} B X]clay] 0ct 20Te >l 
(B0l SpAIXD il hedoral I3 

onéautfed Hrtat [ 2+p] spl Zx hoeel IG5 preseryy 

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


2. 	 Do you give any cietary supglzments to your pet {for example: vitamins, glucosamine, fatty acids, or any other

supplements)? OYes lo I yes, please list which ones and give brands and amounts: 


Brand/Concentration Amount per day 

Taurine OY

OY
OY
OY
OY
DlY

es ON
ON
ON
ON
ON
DIN

o, 

Carnitine es o. 

Antioxidants es o. 

Muttivitamin es o. 

Fish oil es o 

Coenzyme Q10 es o, 

Other (please list): 

Example: Vitamin C Nature's Bounty 
 500 	mg tablets — 1 per day 


3. 	 How do you administer pills to your pet? 

0 
O 
0O
O 
O 

| do not give any medications 

| put them directly in my pet's mouth without food 


 | put them in my pet's dog/cat food 

| put them in a Pill Pocket or similar product 

1 put them in foods (list foods):__DeANLE APV ol cWeQ 
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Client: 
Pall‘i?:n: B6 

NT-proBNP 4/18/2019 

IDEXX Reference Litorstoris Clint 

Breed: GREAT_DANE
Gender:FEMALE S PAYED
Age:5Y 

Date:04 182018 
IDEXX VetConnect 1-888-433.9967 

TUFTS UNIVERSITY 
200 WESTBORO RD 
NORTH GRAFTON, Massachusets 0153 
5088395395 

Account 288933 

CARDICPET proBNP- CA 

CARDIOPET proBNP 
- CANINE 

0-900pmolL HIGH 

Comments: 
1, cardiope: promwe 

Restal 
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Troponin 5/31/2019 


o MM U ‘”:,,‘ Gastrointestinal Laboratory 


Dr. J.M. Steiner 

Department of Small Animal Clinical Sciences 


Texas A&MUniversity 


4474 TAMU 


College Station, TX 77843-4474 


Phone: 508 887 4606 

iifts Cliimings School of Vet Med - Cardiology/Nutrition 
200 Westboro Road

North Grafton, MA 01536 
USA 

Fax: 


AR b B6

Owner Name: 

Species: Canine 


May 30,2019 
Date Received. 

Tufts Cummings School of Vet Med -
Cardiology/Nutrition Tracking Number: 

423595 


Gl Lab Accession: 


Test Reference Inteval Assay Date 


Ultra-Sensitive Troponin | Fasting <006 05/31/19 


Comments: 


Gl Lab Contact Information 


Phone: (979) 862-2861 Email: gilab@cvm.tiamu.edu 


Fax: (979) 862-2864 vetmed tamu edw/gilab 
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Cummings 
Veterinary Medical Center 
AT TUFTS UNIVERSITY 

T 
Horth Grafton,MA 01536 
 


e neCmER=S 

htip//vetmedwfts edu/ 

Discharge Instructions 

Spedes Canine 
Black Funale(finyu‘fl Great Dane 

B6 

mflsaflvmmm Immummm(lm ‘exxiternent) and we werestill dllemhfiflhem 

1A heart murmur anthe left side of chest, and an extraheart sound {gallop). On edhocandiogram; 

s still dilated with thinned walls and theve is deceased ability of the heart to contract. The left atrium is moderately to 

markedly enlanged and there is also some mitral and tricuspid reguritation. We performed her echocandiogramstanding 
 

and without sedation(in comparrison to last visit where she was sedatead and lying down) so while her measurementswere 
 

slightly worse tnday, there may be: same mild variability due to her positianing and ladk of sedation. 


fimflelflsmflgl’mflyflwm since her last visit, we recommend starting another medication 

):t‘lhstnnmhfll siow theprogression tn heart faiure and help minimize changes withinthe 


heart. 


Todaywe perfarmed a blood test to ass kidneys priorto starting the newmeadication. We ako are nunningan 


NT-proBNP test tn continue to monioe inthe heart muscle. Shehad this test performed at her last visit and so 

by dherking itagain after seeing that her DOM may haveworsened, it would be beneficial tn see if this test reflects what 

we are seeing an echocandiogram, or if her BNP vahues are improving despite the changes that we are seeing. 


Manitoring2t Homne: 
 


+ 'Wewould like you to monior your dog's breathing rate and effort at hame, ideally during slepp or at atime of rest. 
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Ingenesal, most dogs have abreathing rate at rest of less than 35 breaths per minuie. Inadidition,the breathing effart, 
 

noted by the amount of belly wall motion used for each breath, is fairly minimal. Fyou notice fast or bbored hreathing 


thena chest x-ray should beparformed. 


‘We wanit you to watch for wedness ar collapse, aredudion inappetite, worsening cough, or dstention of thebelly as. 

these findings indicate that we should do a recheck esamination. 1Fyou have any concems, please call or have your dog 

evahsted by a veterinarian. Our emergency dinic is apen 24 hoursfday. 


B6 

Recheck Visils: 10-14 days after getting tn twice a day an the lisinogrril, we would recammend a blood test for kidney vahues 

and electroytes - this can be done here as a technician appointment (send an email to theemail address below tn st up), 


doingwell at 
 hame, we would lie o see her back in


Please visit our HeartSmart wehsite for more information 


hitpe/fvettufts edufheartamarf 
 


For the safely ond well-being of our patients, your pel must hove hod on exomination by one of our vetennarianswithin the 
 post 

yeor in order o obinin prescription medictions. 


Ordering Food: 

Please che ok with your primovy velerinorion 1o purches the ecommended diel(s). If youwish 1o pyehose your food from s, 

please eoll 7-10doys in odvonce (508-887-9629)to 
 ensuve the food is in stock. Alternolive ¥, velerinary diels can be ondered from

onkine reloders with o presoriplion/veterinory 
 opproval.


Choicol Trinks: 

Chiniex! Hriaks ore studies in which our velerinary dectors work with you and your pet to investiqale o specife diseose processora 

promisingnew test or treatment. Please see our websleedufovme/cnicat:vet. tufls studes 
 


Disdhage Indnxtions 
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Cummings 

\eterinary Medical Center 

AT TUFTS UNIVERSITY B6 


eass O Female {Spayed] Great Dane
CardiclogyLinison: 508-887-9696 
 


Cardiology Appointment Report 

ENROLLED IN DCM STUDY 


Attending Cardiclogist 

™ John E. Rush DVM, MS, DACVIM {Cardiology}, DACVECC {primary} 


B6 


Conasvent Diseases: None 


General Medical Histary: 

B6 iishere today for a recheck of her DCM which was diagnosed! B6 :on echo after being refermed 

to Tufts Cardiology for amurmur. Since then owner reports she is doing well at home but maybe has some 

increased exercise intolerance. No coughing, collapse, or inareased respiratory rate/ effort. 


Diet and
Supglements: 

Early Cardiac RC Diet - 3¢ 2x/d 


Cardiovascular Histary: 

Prior CHF diagnosis? No 


Prior heart murmur? Yes 

Prior ATE? No 

Prior arrhythmia? No 

Monitoring respiratory rate and effort at home? Yes - Around 20bpm when resting. 

Cough? No 

Shortness of breath or difficulty breathing? No 


Syncope or collapse? No 
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Sudden onset lameness? No 

Exercise intolerance? Yes - Only wants to play for a few minutes, stops sooner than before 


Current Medications Pertinent 1o CV 3 


| B6 

Cardine Physical Examination: 


B6 

Mustle condition: 


J narmal I Moderate cachenda 

M mildmusde loss [ marked cachexia 


Cardiovascular Physical Exam: 

Mumur Grade: 


1 nane mp 

i v 

M Hwwa 

E mpn 


Murmur location/desaription: Can be heard on left and right side; has a musical component 


Jugular vein: 

¥ Bottam 1/3 of theneck [ 1/2 way up thenak 

[ midie 1/3 of thenak 
 D 1op2/3 ofthenek


Arterial pulses: 

T weak [ Bounding 

o rair I pukse deficts 

X Good ] Pulsus paradioers 

Dm O other: 


Anhflim: Suspect sinus tachycardiaon and during echo - EGG not done today 

= None ] Bradycandia 

[ Siuss arrhythmia & Tachycardia 

3 premature beats 


Gallop: 

‘EVB 

o 

itemittent 


¥ pronounaed 

other: 
d O 

5 

Pulmonary assessments: Panting/excited but less excited than without gabapentin 

M Fupnec 
MMW& 

mm 
narmalBY 
 sounds


Ll putmanary crackles 

D O whesres 


Upper ainway stridar 
D o 
5 
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Abdominal exam: 

M narmal 


Hepatomegaly 

Abdominal distension 


[J 
[J 

Problems: 

DCM with secondary mitral regurgitation 


% 
 
D(hun'sh"lnlie 

decs 

& 
D

Renal profile +/-

Bhflm 


Echocardiogram Findings: 


Assessmentand 
 recommendations: 


O mid ascites 

Marked ascitas 
X 

= 
D‘
[ 
H 
[ 

Dnlps[.liih 

Ihr:l:l:miyqls 

Nr-progne 

Tropanin| 

Other tests: 


B6 

DCM with soem mitral regurgtiation and exercise limitation. No major change from before - the findings 

‘today could indicate mild progression of disease or may be a combination of echo and on table 


lisnopril. 


Heart Faihae Classification Score: 

ISACHC Classification: 


Hia 
 
 


D ia 

b Db 

En

ACVIM Classification: Exercise 

limitation suggests low output 


da 
B 
} 


Hc 

 
O o

=]
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B6Completed by:

Cummings 
VBterinarv Medical Center 
AT TUFTS UNIVERSITY 

L Dale: m/19/2019 
Cll*iiln: ] .... Rid 

=~~~~~:;:;~:j=:_:_:_:_:~s~:_:_==-:_:_:_:_:_:_=:_J_-_-_J 

1···----·135···----1 
! 
!--·-·-·-... ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

i--~~-_J FeTHe~ 
Olnh! Grml:Dan! Blade 
IJatimt 0{~~~~~6-J 

°'91 of~= OWner" (medi:dtion ... bid: ...... iDI doublilg ...... the 5mg is to eqll!ll!M!fw 
the dim:) 

2. Dilb!: 
an.Bl: 
~= 
Philnnacr sed:to: 
COn'*81 ilr= 
Origin of r-.et: 

3.. Dilb!: 
an.Bl: 
P~1: 
Philmlilcy Sift to: 
a.q.leled lty: 
Origin of r-.et: 

4. Dilb!: 
an.Bl: 
Presuiptiun: 
Philnniqr sed:to: 
Olll1Jleled lly: 
Origin of r-.ei:: 

5. Dilb!: 
an.Bl: 
Pn:sa¥D•: 
Phclnnocy sent to: 
Oii•tlMed"r: 
Origm of r-.et: 

6. Dille: 
an.Bl: 
~= 
PhilnllilCf Sift to: 
a.i1Jleled lty: 
Origm of rap1e;t 
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7. Dale: 
Cliniailt: 
PJesa¥iull: 
Pharmacy Sld1D: 
Ollqlleled "1: 
ongm of ll!llflel: 

&. Dale: 
Clr*iiln: 
PJesa¥iull: 
Philnnacy Sld1D: 
Ollqlleled "1: 
ongm of ll!llflel: 

9.. Dale: 
Clr*iiln: 
P1e9ait8M: 
Pharmacy Sld1D: 
a.qilell!d by: 
ongm of ll!llflel: 

10. Dille: 
<liniciill: 
PJesa¥iull: 
Pharmacy Sld1D: 
O.ipleled -.,: 
ongm of ll!llflel: 
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Foster Hospital for Small Animals
55 Willard Street
North Grafton, MA 01536
Telephone (508) 839-5395
Far (508} 839-7951
https:/vetmed.tufts.edu/

Discharge Instructions

Patient Owner
Name: Name:
Species: Canine
Black Female(Spayed) Great Dane
Birthdate

Address:
Patient ID:

Attending Cardiologist:

Cardiology Resident:

Cardiology Technician:

v20Student

Date

Diagnoses: Dilated cardiomyopathy (DCM) with mitral regurgitation

Clinical Findings:
Thank you for bringing to Tufts today. On presentation was bright, alert, and a bit excited. Her lungs sound
normal, but her heart rate was increased (likely due to excitement). On physical exam, we were still able to hear the same 
II/VI heart murmur on the left side of chest. Since her last visit, you report that she is she has remained stable, and still has 
a good appetite and a great deal of energy at home!

On echocardiogram (ultrasound of the heart), we found that left ventricle is still dilated and has thinned walls, with
measurements similar to her previous exam. Her heart has a decreased ability to contract, as well. Our findings indicate
that DCM (dilated cardiomyopathy) is stable compared to last time. She still has significant heart disease, but we are
pleased to see that there is no worsening. We performed an EKG to look at the electrical activity of her heart. We found 
that while her heart beats at a rapid rate (tachycardia), there is no evidence of an abnormal rhythm (arrhythmia).

We performed bloodwork to assess NT-proBNP (to monitor stretch within the heart muscle) and troponin (to
monitor damage to the heart). We will call you with these results. If you have not heard from us within 1-2 weeks, please 
give us a call.

For next visit, you can consider giving 900 mg (three 300 mg capsules) in the night before and the
morning of her recheck appointment. This will help curb her excitement and allow her to feel a bit more comfortable 
during her examination.

Monitoring at Home:



+ 'Wewould like you to monitor your dog's breathing rate and effort at home, ideally during sleep or at atimeofrest In 

general, most dogs have a breathing rate at rest of less than 35 breaths par minute. iIn addition, thebreathing effort, noted 

by the amount of belly wall motion used for eadh breath, is fairly minimal. fast or labored breathing, please:
Ifyounotice 


belly, smmmfidmmmmgflqamsmamhb Fyou have any 

concems, please call ar have your dog evahsterd by a veterinarian. Our emergency dlinic is open 24 hours/day. 


Please visit our HeartSmart wehsite for more information 

hittpef/vet-tufts edyheartamart/ 


PresoriptiooRefill Disdoaner: 
 

For the safely ond well-being of our palients, your pel maust have hod on examination by one of
 our velerinarians within the post 

year in order o obioin presaription mediclions. 


Ondering Food: 

Pleose che ok with your primavy velerinovion o purchos the recommended diet(s). ¥ youwish o prehese your food from s, 

please coll 7-10daysin odvance (S08-887-9629) 1o ensure the food i in siock. 
 Alternative ¥, veterinary diets can be ordered from


onkine reloders with o preseviplion/veterinory approvel.



Clioiad Triob: 

Chiniczl tricks ore studies i which our velerinary doctors work with you ond your pet Io investigale o specit: disease process org 

promisingnew lest or irealment. Please see our website:edu/evnc/cinicol
vet lufls siudies 


Disdage Indnctions 
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Cummings 

\eterinary Medical Center 

AT TUFTS UNIVERSITY 


Cardiclogy Linison: 508-887-9696 ey 


Cardiology Appointment Report 

DCM STUDY RECHECK 


Presenting Comgplaint: Recheck DCM w/ mitral regurgitation {11/V] murmur} 


Conasvent Diseases: None 


Diet and
Supplements: 

Early Candiac RC diet - 3 cups 2x/d 

Hides pills in meathall or piece of cheese 

Peamut butter - no sodium, all natural 


Cardiovascular History: 

Prior CHF diagnosis? no 


Prior heart mumwr? yes 


Prior ATE? no 

Prior arrhythmia? no 

Monitoring respiratory rate and effort at home? 

Cough? No - maybein winter time when it was super & she ran around?
cold 


Shoriness of breath or difficulty breathing? No 


Syncope or collapse? no 

Sudden onset lameness? no 
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Exercise intolerance? Not particularly - still hyper, nuns in backyard, etc. Not increased since diagnasis 


Curvent MedicationsPerlinent to CV System: 
 


B6 

Cardliac Physical Examination: 


B6 

Mustle condition: 


1 
M 

normal 

middmscie
loss 


Cardiovascular Physical Exam: 

Murmur Grade: 
[ 

i
v
M 

nane 

 
 o 
nan 

O 
vO

O 

nfn 
m 
wpn 

Murmur location/desaription: systolic left apical, high pitdhed 


Jugular vein: 

M 
I3 middie 1/3 of thenek 

Bottam 1/3 of the nerk D]

D 
flmyupfllenufl 

1op2/3 ofthenak 


O 
Dl
Dl
O 

Boundi 

used':fls 

usspwnhlls 

other: 


= 
¥ 

Bradycandia 

Tachycania 
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Puinnlflryassessments: 

] mild dyspnea whesres 

me DIWaiqulrii' 

¥ NormalBY sounds 

Abdominal exam: 
o Narmal -tight& tudedup O mild ascites 
Dllqmmlzgaw [ Marked ascites 

[ Abdominal distension 

Problems: 

- DCM with mitral valve regurgitation 

%—#&m = Dialysis profile 
Ihr.l:i:migqls 

NT-proBnp/studyblood 
Tropanin| 
Other tests: 

D(hun'shypnlie D'

Jes 2 
[ Renal profile = 
DBhflm [ 

Echocardiogram Findings: 
General/2-D findings: 

Mitral inflow: 
M summated X peevxdononmal 
[ normal 

Delayed relaation 
I Restrictive 

[ 

ECGfindings: 
 

B6 


Assessment and recommendations: 

Echocardi ug'am reveals similar structural changes compared to previous exam. Recommend continuing 


P is markedly inoreased from previous e then we may consider having the 


on hand at home. Continue RCearlymd'ar. Redcheck echocardiogram in 3 

tient develops dinical signs consistent with worsening heart disease such as 


increased RR/RE, cough, exercise intolerance, or syncope. 


monthsor sooner if the pa

Final Diagnosis: 

- Occult DCM with MR {r/o genetic vs_diet related } 


Heart Foilure (lassifieation Seore: 

ISACHC Classification: 


Hia Da 
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lb IIIb
II

ACVIM Classification:
A C
B1 D
B2

M-Mode
IVSd
LVIDd
LVPWd
IVSs
LVIDs
LVPWs
EDV(Teich)
ESV(Teich)
EF(Teich)
%FS
SV(Teich)
Ao Diam
LA Diam
LA/Ao
Max LA
EPSS

cm
cm
cm
cm
cm
cm
ml
ml
%
%
ml
cm
cm

cm
cm

M-Mode Normalized
IVSdN
LVIDdN
LVPWdN
IVSsN
LVIDsN
LVPWsN
Ao Diam N
LA Diam N

{0.290 - 0.520)
(1.350 -1.730) !
(0.330 - 0.530)
(0.430 - 0.710)
(0.790-1.140) !
(0.530 - 0.780)
(0.680 - 0.890)
(0.640 - 0.900) !

2D
SA LA
Ao Dram
SA LA/Ao Diam
IVSd
LVIDd
LVPWd
EDV(Teich)
IVSs

cm
cm

cm
cm
cm
ml
cm



VIDs 

PWs 

ESV{Teich} 

EF{Teich} 

%S 

SV{Teich} 

id AC 

LVEDV MOD AAC 

LVLs AC 

LVESV MOD A4C 


LVEF MOD A4C 

SVMOD AMC 


B6
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ECG from cardio 


4/18/2019 4:40:13 BM Page 1 of 2 
Turts University 
Turts Cammings School of Vet Med 
Cardialogy 

Page 24179 
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Client: 

Patient} B 6 


ECG from cardio 


4/18/2019 4:40:13 BM Page 2 of
 2 B6 
 Turts University 

Turts Cammings School of Vet Med 

Cardialogy 


Page 25/79 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-
DROTSTEI> 

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

Anne; Peloquin, Sarah; Queen, Jackie L; Rotstein, David 
Sent: 6/11/2019 2:19:34 AM 

Subject: Freeman DCM updates 

Attachments: Acana Heritage formula dog food (mostly freshwater fish: Lisa Freeman - EON-367839; Acana 
Heritage formula dog food (mostly freshwater fish: Lisa Freeman - EON-390089; Acana: Lisa 
Freeman - EON-380708; Acana: Lisa Free 0104; Bil Jac Picky No More--Small 

Breed-Persnickety Recipe w/ chicken liver: ; Bil Jac Picky No 

More--Small Breed-Persnickety Recipe w/ EON-390090; Fromm 

Game Bird Recipe Dog - Four-Star - Dry -Grain-Free formu EON-388971; 
Fromm Game Bird Recipe Dog - Four-Star- Dry -Grain-Free formula 

EON-390092 

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 

ADMINISTRATION 


This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 


to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.gov. 
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From: 	 Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE> 


To: Jones, Jennifer L 

Sent: 4/3/2018 7:08:22 PM 

Subject: FW: Grain Free Easy to Digest Salmol EON-350359 

Attachments: 2044946-report.pdf; 2044946-attachments.zip 


Did you get/were you expecting these reports? 


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

Sent: Monday, April 02, 2018 3:28 PM 

To: Cleary, Michael * <Michael.Cleary@fda.hh 

<HQPetFoodReportNotification@fda.hhs.gov>: 

Subject: Grain Free Easy to Digest Salmon EON-350359 


A PFR Report has been received and PFR Event [EON-350359] has been created in the EON System. 


A "PDE" report by name "2044946-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 "2044946-attachments.zip" 

and is attached to this email notification 


Below is the summary 	of the report 


EON Key: EON-350359 


ICSR #: 2044946 


EON Title: PFR Event created for Grain Free Easy to Digest Salmon Sweet Potato & Pumpkin Recipe; 2044946 


AE Date 02/26/2018 	 Number Fed/Exposed | 1 


Best By Date 	 Number Reacted 1 


Animal Species Dog 	 Outcome to Date Unknown 


Breed 	 Spaniel - Cocker American 


Age 	 13 Years 


District Tnvolved | PFR__ BB 


Product information 


In ual Case Safety Report Number: 2044946 


Product Group: Pet Food 


Product Name: Grain Free Easy to Digest Salmon, Sweet Potato, & Pumpkin Recipe 

Description: A heart murmur was auscultated on a routine exam and patient was diagnosed on 2/26/18 with 

moderate dilated cardiomyopathy - ruleout idiopathic vs. taurine/amino acid responsive - with moderately 

decreased left ventricular contractility. Patient is on a grain free diet - Nature's Recipe Salmon and Sweet Potato. 
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It is suspected that some grain free diets ps cient levels of taurine, contributing to the development of 

dilated cardiomyopathy. At presentation,; _ ad no cough; normal appetite and attitude; no exercise 

intolerance. Medication management and taurine supplementation was recommended. She will be rechecked in 

June 2018. 

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 

Grain Free Easy to Digest Salmon, Sweet Potato, & Pumpkin Recipe 


| Best By Date 


Sender information 


B6 

USA 


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

https://eon.fda.gov/eon//browse/EON-350359 


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

https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport jspa?decorator=none&e=0&issueType=12& 
 


issueld=366747 


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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Report Details - EON-350359 

ICSR: 2044946 


Type Of Submission: Initial 


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


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


Reporting Type: Voluntary 


Report Submission Date: 2018-04-02 15:19:51 EDT 


Reported Problem: 
 Problem Description: 


Date Problem Started: 
 02/26/2018 


Concurrent Medical 

Problem: 


Yes 


Pre Existing Conditions: 


Outcome to Date: 


Product Information: Product Name: 


Product Type: 


Lot Number: 


Package Type: 


Product Use 

Information: 


Manufacturer 

IDistributor Information: 


Purchase Location 

Information: 


Animal Information: Name: 


Type Of Species: 


Type Of Breed: 


Gender: 


Reproductive Status: 


Weight: 


Age: 


Assessment of Prior 


A heart murmur was auscultated on a routine exam and patient was diagnosed on 

2/26/18 witn moderate dilated cardiomyopathy - ruleout idiopathic vs. taurine 

/amino acid responsive - with moderately decreased left ventricular contractility. 

Patient is on a grain free diet - Nature's Recipe Salmon and Sweet Potato. It is 

suspected that some grain free diets provide insufficient levels of taurine, 

_contributingto the development of dilated cardiomyopathy. At presentation, 

i ihad no cough; normal 2ppetite and attitude; no exercise intolerance. 


‘management and taurine supplementation 
was recommended. She

will be rechecked in June 2018. 


B6 

Unknown 


Grain Free Easy to Digest Salmon, Sweet Potato, & Pumpkin Recipe 


Pet Food 


BAG 


Description: Daily as main diet 


Perceived 
Relatedness to 

Adverse Event: 


Probably related 


Name: 	 The J.M. Smucker Co. 


Manufacturer
Type(s): 

Address: 1 Strawberry Lane 


Orrville 

Ohio 

44667 

United States 


Contact: Phone: (888) 550-9555 


Web 

Address: 
www.naturesrecipe.com 





Possess One or 
More Labels from 


This Product: 


Yes 


Dog 

Spaniel - Cocker American 


Female 


Neutered 


11.7 Kilogram 


13 Years 


Good 


FOUO- For Official Use Only 
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Health: 


Number of Animals 

Given the Product: 


Number of Animals 
Reacted:



 


Owner Information: Owner 
Information 


provided: 


No 


Healthcare Professional 
Information: 


Practice Name: CVCA Cardiac Care for Pets 


Contact: Name: 


Phone: 
 B6 

Email 


Practice Name: 


Contact: 


Address: 


United States 


Type of 
Veterinarian: 

Referred veterinarian 




Date First Seen: 02/26/2018 


Permission to 
Release Records 


to FDA: 


Yes 


Sender Information: 
 Name: 


Address: 


B6 

United States 


Contact: 
 Phone: 


Permission To Contact 
Sender: 


Yes 


Preferred Method Of 
Contact: 


Email 


Reported to Other 

Parties: 
Other 





Additional Documents: 


Attachment: Echo Report 2-26-2018.pdf 


Description: : Echo Report 2/26/18 


Echocardiogram
Type: 
: 

Attachment: Echo Data 2-26-18.pdf 


Description: : Echo Data 2/26/18 


Type: : Echocardiogram 


FOUO- For Official Use Only 
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Patient Demographics 


Study Date: 02/26/2018 


Accession #: Alt ID: 

Gender. Ht: Wt: 25Ib 130z BSA: 

Referring Physician: 

Physician of Record: 

Comments: 

. 

Performed By:; B6 ! 

Adult Echo: Measurements and Calculations 

2D 

LVIDd (2D) 

LVPWd (2D) 

1VSs (2D) 

LVIDs (2D) 

LVPWs (2D) 

EDV (2D-
Teich) 

ESV (2D-
Teich) 

SV (2D-Teich, 

FS (2D-Teich) 

EF (2D-Teich), 

EDV (2D-
Cubed) 

ESV (2D-
Cubed) 

SV (2D-
Cubed) 

FS (2D-Cubed: 

EF (2D-Cubed: 

Acd 
LV Vol 

LV Length 

LV Area 

MCs 
LV Vol 

LV Length 

LV Area 

LVLd (A4C) 

LVLs (AdC) 

LVAd (A4C) 

LVAs (A4C) 

EDV (A4C) 

ESV (A4C) 

LV Mass 
(Cubed) 

IVS % (2D) 

LVPW % (2D) 

IVS/LVPW (2D) 

SV (A4C) 

EF (A4C) 

1VSd (2D) 

RVIDd/LVIDd 

RVIDA (2D) 

LA Area 

LA Dimen (2D) 

LA/Ao (2D) 

AoR Diam (2D) 

HR - AV 

B 6 B 6 B 6 
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MMode 

1VSd (MM) 

LVIDd (MM) 

LVPWd (MM) 

IVSs (MM) 

LVIDs (MM) 

LVPWs (MM) 

IVS/LVPW 
(MM) 

EDV (MM-
Teich) 

ESV (MM-
Teich) 

SV (MM-
Teich) 

FS (MM-Teich 

EF (MM-Teich 

EDV (MM-
Cubed) 

ESV (MM-
Cubed) 

SV (MM-
Cubed) 

EF (MM-
Cubed) 

FS (MM-
Cubed) 

VS % (MM) 

LVPW % (MM) 

RVIDd (MM) 

LA Dimen 
(MM) 

AoR Diam 
(MM) 

LA/Ao (MM) 

MV EPSS 

B 6 B 6 B 6 

Doppler 

LVOT Vmax 

Max PG 

Vmax 

AV Vmax 
Max PG 

Vmax 

AV 

"
VTL 
Mean PG

Vmean 

AVVR 

MR Vmax 

Max PG 
Vmax 

MV Peak E Vel 

Vel 

PG 

MVPeakAVel{ 

Vel 

PG 

MV E/A 

Med E" Vel 

LatE" Vel 

E/MedE” 

E/LatE" 

Med A" Vel 

Lat A"~ Vel 

E*/A" Medial 

E/A" Lateral 

TR Vmax 

Max PG 
Vmax 

PV Vmax 

Max PG 

Vmax 

B6 B6 B6 

Other Measurements sy 

Dimensions: Diameters 

LVID/Ao (2D) 

EF & Volume: Simpson's 

Sphericity Id 

EDVI 
ESVI 
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Dimensions: Diameters 

LVEDDN 
 B6 

LVID/Ao (2D) 


Images 


Signature 


Signature: 


Name(Print): Date: 
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CVCA, Cardiac Care for Pets_ 


B6 CVCA 

' Cardiac Care for Pets 


www.cvcavets.com 


Species: Canine 

Breed: Cocker Spaniel 

Sex: 

Age: 13 years and 2 months old 

Weight: 11.7kg. / 25.79 Ibs 


Cardiac Evaluation Report 

Exam Date: 02/26/2018 


Diagnosis 

* Moderate dilated cardiomyopathy - ruleout idiopathic vs. taurine/amino acid responsive 

* Moderate mitral valve regurgitation as source of heart murmur 

* Mild tricuspid valve regurgitation 

* Borderline secondary left atrial chamber dilation 

* Moderate eccentric left ventricular chamber dilation with moderately decreased contractility 

* No evidence of congestive heart failure 


Medications 

ablets - Give 1/2 tablet twice daily for 4 days then increase to 1 tablet twice daily thereafter. 


Begin Taurine 500 mg twice daily. 

* You may purchase the taurine at any health food or nutrition store opmww uritanspride com



In 5 days, BS6_...is eating and feeling well: 

* Begin B6 tablets - Give 1/4 tablet once daily for4 days then increase to 1/4 tablet twice daily 

thereafter: 


* Continue wifl‘é B6 Eother meds as prescribed by 


Please call if you notice a decrease in appetite, vomiting, lethargy, weakness or any other signs of iliness while 

beginning/adjusting the medications. 


* Please allow 24-48 hours for CVCA to process prescription refill requests. 

•Please continue all medications as outlined unless otherwise directed by CVCA or your primary care 

veterinarian. 

* Please check all medications and dosages on your discharge report against the pharmacy labels. 


Please Note 
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B6


* Please 	 see our website www.cvcavets.com for more information about, dilated cardiomyopathy. 



Nutrition Recommendations: 



« 

o 

Continue current diet and try to avoid salty foods/ treats. For more information about sodium content of various foods, 


please visit: 



Dog: 	http://vettuftsedu/wp-content/uploads/reduced_sodium_diet_for_dogs.pdf 

 


o Treats: edu/wp-content/uploads/treats_for_dogs_with_hitp:/vettufts heart_diseasepdf




Activity R " 



Continue routine exercise/activity/play as tolerated to maintain a slow resting heart rate. 


Please try avoid bursttvpe acfivity, as this increases the arrhythmia risk and avoid exercise in the 
 hothumid weather. 



* Please try to wart B6 for 5-10 minutes with walking prior to moderate activity and take more rests during 


more vigorous activi 



is at mild increased risk for signs due to her heart disease. Please monitor for signs of cough, 


iculty. exercise intolerance, weakness, fainting, lethargy, etc...If vou.note any 
of these symptoms,
 please

 

6 ias these symptoms may indicate worsening of; 6 heart disease. 



Dental Health: 

* 	 Dental health is important.to.orevent.tartar and 
 for overall health - Please discuss home dental care practices with Dr.

 

Ideally brushing B6 teeth to aid in the prevention of tartar. 



= Avoid elective anesthesia, IV/SQ fluid therapy and corticosteroids (prednisone) due the severity 

heart disease. Please call CVCA for recommendations, if quires these therapies. 


Avoid intravenous or subcutaneous fluid therapy in the future, if possible. If fluid therapy is indicated for: 



in the future, please contact C' 


* Avoid elective anesthesia, as{_ is at increased risk for complications due to the degree of cardiac disease. 


If anesthesia is necessary in the se contact CVCA for recommendations for monitoring and anesthetics. 



Reevaluation 


* Please recheck witl ‘eterinary Hospital.in.2.weeks for a follow up examination and blood 


chemistry profile wi Bl Please forward these results when available. 


* Please recheck witl i iVeterinary Hospital.exen.4:6 months for a follow up examination and blood 


chemistry profile with elecirolytes and as recommended by __ B6___:Please forward these results when available. 


* Please recheck with CVCA in 4-5 months for a follow up col ‘examination. plood pressure, and 


echocardiogram. Please contact us or schedule an earlier a B6 as any problems or symptoms 


indicative of worsening heart disease or if recommended by 



Visit Summary 


Heart Rate: 92 BP: 140mmhg Cuff size/location: LFL 



History: New.murmur.onreutine. exam 
 need;
	 

B6 	 i on a grain free (salmon/ sweet potato) diet 



Physical Exam Findings: QAR-H; nervous/ skittish but did okay; mm pink; difficult fundic exam OD due to cataract 


but NSL; no cough with tracheal palpation; H/L: 92 bpm; relatively regular rhythm; loud grade 2/6 systolic murmur PMI 


MV; eupneic RR 32 brpm; mild increase BV tones; abd palp tense/ WNL; femoral pulses fair 



Echocardiographic Findings 


Borderline increase in LA size; mild MV thickening /myxomatous type change with mild dynamic prolapse AML; upper 


side of mild to moderate dynamic centrally directed mitral regurgitation jet; normal MR velocity; moderate LV dilation / 


globoid eLVH with moderately decreased measurements of contractility/ systolic function with M mode as well as 2 D 



04/02/2018 
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EF; EPSS 1.2 cm; normal E/A TMI; normal E/e’; mild TR with RVSP estimate 41 + 5 mm HG; right heart size 


unremarkable; normal hepatic veins on brief evaluation; no pleural or pericardial effusion; 



Comments 

Deat 


Thank you for sendingt B6 itosee uswithi B6 itoday. ihas moderate dilated 


cardiomyopathy with moderate left ventricular dilation and systolic dysfunctioii Bt 6ily Borderline left atrial 


enlargement. Cockers.can_have 3 taurine responsive dilated cardiomyopathy and we discussed getting a baseline 


plasma tauring but; __opted for the see if she responds to taurine supplementation approach. With the 


history of; B6 this & secondary to myocardialiniun/myocardial infarction but | 
 think this is less likely.
 Due

 
to the presénce of volume overload, we have beguni ___B6____ion therapy. The goal of therapy is to slow down the 


progression of the disease and to delay the onset of congestive heart failure. Over time, there will be progressive 


chamber.dilatinn.and.systolic dysfunction as well as possible congestive heart failure. We will continue to closely 



B6 eart disease via serial echocardiography and institute further therapy when progression is 


urse of therapy..it.is_important to monitor the renal function and electrolytes by periodic 



chemistry profiles. At this time, I administration, although we 


will likely add it in the future. W& ai& iopétal thaf will continue to do well and remain compensated for her 


dilated cardiomyopathy. | am keeping my fingers ¢iossed shié'is taurine responsive. 


We appreciate your continued referrals and the trust you place in CVCA to co-manage your cardiac patients. We look 


forward to working with you on this case and others. In an effort to continue to improve CVCA's service to both you 


and your clients, please visit our website at www.cvcavets.com and complete our online referring veterinarian survey. 



. Sincerely, 


B6 __DVM, DACVIM (Cardiology) 



Information fol 1 CVC B6 04/02/2018 

| 
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B6 

Created: 07/13/2018 02:57:02 PM 


Species: Canine 


Breed; Boston Terrier 



Echocardiogram Report 



This report describes evaluation of echocardiography. 


The left ventricle is severely dilated with poor contractility. A large jet of mitral regurgitation is 

apparent. The left atrium is moderately dilated. 


A small jet of tricuspid regurgitation is apparent. The right atrium and ventricle dilated. 


The systolic pressure gradient across the tricuspid valve is mildly elevated 



The LVOT and RVOT flows are laminar with normal velocity. No pericardial lesions are noted. 



SUMMARY: 

1. Dilated cardiomyopathy with severe left-sided cardiomegaly and mild right sided 

cardiomegaly 

2. Mitral and tricuspid regurgitation 

3. Mild pulmonary hypertension 


CONCLUSION: The pulmonary hypertension may be due to pulmonary congestion associated 

with DCM or non-cardiac pulmonary pathology. No radiographic evidence of cardiogenic edema 

is apparent on recent referral thoracic radiographs. 


ncerely, 
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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; Glover, Mark; Jones, Jennifer L; Nemser, Sarah; Palmer, Lee 


Anne; Peloquin, Sarah; Queen, Jackie L 


Sent: 2/25/2019 4:38:27 PM 


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


Attachments: 2059961-report.pdf; 2061171-report.pdf; 2059961-attachments.zip; 2061171-attachments.zip 



EON-380714 shares a household with these reports: EON-376361 — EON-373457 



From: Rotstein, David 

Sent: Monday, February 25, 2019 6:20 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 

<Sarah.Peloquin@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

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



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 receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.gov. 
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Report Details - EON-373457 

ICSR: 2059961 


Type Of Submission: Initial 


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


Type Of Report: Both 


Reporting Type: Voluntary 


Report Submission Date: 2018-12-10 20:13:49 EST 


Reporter is the Animal 
Owner: 


Yes 


Reported Problem: Problem Description: 0 vet to check her Platelets and MCH which were low last August and 

Bl quesfloned me about the food | was feeding my dogs. When | said 


‘TOTYVHG grain she asked me to include BPN due to amount of cardiac issues 

that could be associated with No Grain food and bigger number in Goldens. | 

agreed but never thought tha i would come back elevated since she was 

OFA certified and cardiologist said her heart was an Athlete conditioning. She 

was always jumping fences and very active. | had notice her not very active lately 

but thought she was not adjusting to going outside with a muzzle to prevent her 

-from.eating junk all the time- the reason she got sick last year. Her BNP count is 






i and | am completely devastated from having a healthy female, previously 

heart tested to this diagnosis. [ have contacted the cardiologist to have 

eechocardiogram done and | am waiting for an appointment. | would like to check if 

there is any funding from FDA at this time to help cover some of the expenses 

since | will probably have to test all others and the amount of money is too much 

for me at this time. | would appreciate any help if possible and | will be glad to 

provide all her information to help investigations being done on this matter. DCM 

is a serious |ssue and many pet owners trying to do the best for their nefs wil| be 
devastat od is the main cause. Thanks for your attention tq 



B6 


sltuatlon 
 B6 i 

Date Problem Started: 12/04720678 

Concurrent Medical 

Problem: 

No 


Outcome to Date: Unknown 


Product Information: 
 Product Name: taste of the wild Sierra Mountain 


Product Type: Pet Food 


Lot Number: 


Package Type: BAG 


Package Size: 30 Pound 


Purchase Date: 11/23/2018 


Number Purchased: 


Possess Unopened 

Product: 


Possess Opened 
Product: 


Yes 


Storage Conditions: food container 


Product Use 

Information: 


Description: Food was given twice daily 


First Exposure 
Date: 


11/30/2018 


Last Exposure 

Date: 

12/07/2018 


Time Interval 
between Product 

Use and Adverse 


Event: 


6 Months 


Product Use 
Stopped After the 


Onset of the 

Adverse Event: 


Yes 


Adverse Event Unknown 


FOUO- For Official Use Only 
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Manufacturer 

[Distributor Information: 


Purchase Location 

Information: 


Animal Information: Name: 


TypeOf Species: 
 


Type Of Breed: 


Gender: 


Reproductive Status: 


Pregnancy Status: 


Lactation Status: 


Weight: 


Age: 


Assessment of Prior 
Health: 






Number of Animals 

Given the Product: 


Number of Animals 

Reacted: 


Owner Information: 


Healthcare Professional 

Information: 


Sender Information: Name: 



Address: 


Abate After 

Product Stop: 


Product Use 

Started Again: 


Perceived 

Relatedness to 

Adverse Event: 


Other Foods or 

Products Given 


to the Animal 

During This Time 


Period: 


Name: 


Address: 


Dog ' 


Retriever - Golden 


Female 


Intact 


Not Pregnant 


Not lactating 


68 Pound 


3 Years 


Excellent 


9 


1 


practice Name: 


Contact: 


Type of 

Veterinarian: 


Date First Seen: 


Permission to 

Release Records 



to FDA: 



B 6 


No 


Probably related 


No 


chewy com 


online 

Pennsylvania 

United States 


United States 


Primary/regular veterinarian 



12/04/2018 



Yes 



United States 



Contact: phone: 
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Permission To Contact 
Sender: 

Yes 

Preferred Method Of 
Contact: 

Phone 

Reported to Other 
Parties:

None 
 

Additional Documents: 

Attachment: 18-12-05-1041.pdf (Unable to load attachment) 

Description: Last Blood work with elevated result 

Type: Laboratory Report 

FOUO- For Official Use Only 3 
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Report Details -	 EON-376361 

ICSR: 	 2061171 


Type Of Submission: Initial 


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


Type Of Report: Adverse Event (a symptom, 

reaction or disease associated with the product) 



Reporting Type: Voluntary 



Report Submission 	 Date: 2019-01-14 16:58:04 EST 


Reported Problem: Problem Description; 



Date Problem Started: 

01/02/2019 



Concurrent Medical 


Problem: 


Outcome to Date: 



Product Information: Product Name: 



Product Type: 



Lot Number: 


Package Type: 


Product l:'se 


Information: 



Manufacturer 


[Distributor Information: 



Purchase Location 


Information: 



Animal Information: Name: 



Type Of Species: 


Type Of Breed: 



Gender: 



Reproductive Status: 


Pregnancy Status: 


Lactation Status: 


Weight: 


Age: 

Assessment of Prior 


Health: 


Number of Animals 

Given the Product: 


Number of Animals 

Reacted: 


Owner Information: 



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 enlaraement. BNP 
 and troponin 
 mildly elevated,


troponin 3_ B6i Taurine WNL é B6 ‘Changing to Pro Plan Sensitive Skin 


[Stomach dry and will recheck in 3 months 



No 



Stable 



Taste of the Wild Sierra Mountain dry 



Pet Food 



BAG 


Description: 		 See diet history for more details. TOTW fed June, 2018 to 


present; Acana Heritage Free Run Poultry before that 



Retriever - Golden 



Female 



Intact 



Not Pregnant 


Not lactating 


30.4 Kilogram 



3 Years 

Excellent 


7 



Owner 

Information 


provided: 

Yes 






Contact: 



Address: 
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Contact: Name: Lisa Freeman 

Healthcare Professional 

Information: 

Practice Name: Tufts Cummings School of Veterinary Medicine 



Phone: (508) 887-4523 

Email: lisa.freeman@tufts.edu 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 

Massachusetts 
01536 
United States 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 

Permission To Contact 
Sender: 

Yes 

Preferred Method Of 
Contact: 

Email 

Additional Documents: 

Attachment: rpt_medical_record_previe\ 

Description: records 

Type: Medical Records 

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

55 Willard Street 

North Grafton, MA 01536 
(508) 839-5395 

All Medical Records 

Client: 

Address: Species: Canine 

Sex: Female 

Home Phong 
‘Work Phone: 
Cell Phone: | 

Referring Information 

B6 
none North Grafton, MA 01536 (_ ) -

Initial Complaint: 
Scanned Record 

i- DCM study 

SOAP Text Jan 22019 11:10AM 

Initial Complaint: 
Drop Off Lab Sample 

Disposition/Recommendations 

Page 1123 
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Client: 
 B6
Patient: 


Foster Hospital for Small Animals 



55 Willard Street



North Grafton, MA 01536 



(508) 839-5395 



ummings 

Veterinary Medical Center 
AT TUFTS UNIVERSITY 


Client: Patient: 



Veterinarian: Species: |Canine 



Patient ID: Breed: Golden Retriever 



Visit ID: 

 Sex: Female 


Age: 
£ 

{B6]Years Old

Lab Results Report 

Accession ID: 



[Test [Results [Reference Range [Units 



- 323 


stringsoft 


Printed Monday, January 14, 2019 
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RDV~----·--·-86 ______ !records 

04•'Sl'p2018 

Jt52b.,., i B6 ; 
I•••••••·• .•••••••·•••'•••••••••·•'•••••• . 
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Client: 
i .Patient: B6 
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Client: 
Patient: 

RDVM 

~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ! i 

! 86 ; ! i 
! i 
! i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

86 

Client 1fnformaUon: i-·-·-·-·-·- ·-·-·- ·-· - ·- ·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
i i ; 86 ; i i 
i i 
i i 
i i 

,.l'.ati"'}l llnfonmtion : 
! 86 ! 

'·c -iril ne, go Iden retrie ver, Fe male, • Gold 
Birtilday: 
i'W:LJ /ered: N i i 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Cardiovascular Exam inati on Summary 

for [_-_----~~---_-_-_] 

r.·~~-~."J wa' ev.tluared af~~~~~~~~~~~~~~~~3!~~~~~~~~~~~~~~~~~~~~J orf~:~:~~lf:~:~:~b£~ji~~~J in lh~-~--~~SJ office. The results of that 
evaluat ion are founcl below. 

Reteried byC:~:~:~:~:~:~~~~:~:~:~:~:~:~] ospital 
Pres,enting Complaint: Congenital cardiac OFA certification 

H i story.::[jil~(j has no history of a murmur w ith no clinical signs of cardiac dsease or heart failure 

Card iovascu lar Physica l Examination : BCS 215, BA R, MM pin k, moist, CRT 2.0 sec, no jugular pulsations, RR 36 BPM , 
lung sounds slightly increasecl but no crackles or wtieeze-s note cl, HR 60-80 BPM with a regularly regular rhythm, no murmur is 
noted, femoral pulse is regular, symmetrical , and equal . 

Diag nosUcs, Perf·om1ed: 
Laboratory Findings: Not recommended or performe d at this e~ aluation . 

J..!J:Jfilli.n. 
7l10racic Rar:iographs: Not recommended or performed at this evaluation. 

Ec hocardiogram- Not recommended or performed at this evaluation. 

illb..e.L 
Ei ectrocrmi.iogram. Not reco mm ende d or p·erforme d as part of this ev aluation 
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Patient: 

RDVM 

!
Client: 

"-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

!-·-·-·----~-~---·-·-___! 

I n-H o sp ital if reatm en ts; None 

Diag no sties, Pending: None 

Cmdiovasou lar Cose Assessment: Normal cardiru ascular phy sical exam 

Med icall lherapyfTreatment Recommendations: None 

Diet R,eoommendatto ns: No change in die1 is reco mmen ded al 1his time. 
··-·-·-·-·-.

_ ~~.J
 

Exerds·e Limitations: No specific limitations are recommen ded based on this evaluation. Please a11oJ, _ ~ o continue to 
set the pace an d rest as needed!. 

Follow-u1p: No follow-up evaluation is incicate d 

If you have any qµestions or concerns, please feel free to call. 
Sincere ly , 

r·-·-·-·-·-·-·-·95-·-·-·-·-·-·-·1 DVM 

DTpfoi18Te"i'iclffiif :.=·c~ rci 0 I o'gy 

MEUICATION SMAY !HAV E PRICE C HANG.ES THAT ARE:BE'10ND O UR CONTROL WEAPOLOGIZE FOR ANY INCONVENIENCE. 

!l'Refill ,requests c:an l>e 1called into U:1e S,peciaJty Cente-r during norm.al husine-ss !hou_rs: 'Mani-Fri Bam-.5pm. We •Nfll not atw~s. lbe .a.bl'eto 
.a.c.aomodate :refill requests .after hours 1or ·on weekends. Vou cani 1piak th:e pries.Gf'"i?tions up a .ft.et"h,ours only if you a.all before 5pm on 
Frida,y . 

MEDICATION !REFILLS (<>11y ftx me<l ie<1tions frorrl.~.~-~-~-~-~~~-~-~-~-~}mdiobgy witti ~ ri;,fill opti<>1) 

WEEKEND OR AFTBR HOU.RS MEDICATION RBFIL L SWIL L HAVEA S20 FEE IF CALLED IN AFTER 5PMON FRIDAY" 
IF VOU CALL BEFO.RE 5PM O N FRI DAV, W EWIH HAVE IT HEADY IFO R PICK UP ANYTIME , EVEN AFTER HOURS A ,ND WEEKENDS 
Tha.nk ym .11 for y our u1nd'erstan.dl ing:! 
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Client: 
Patient: 

1-·-·-· ·-·-·-·-·1 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

IDEXX BNP-112/2019 

-·-·-·-·-13-5-·-·-

c!1en1:C::: ~~~~J Date: Ollllli2.019 ~~~~
ReqoisiLian.Jfi ~ 4lAfl.il ._.

ID.EXX. V<!tGmne::t l-llffi-433-9917 

TUFTSUN IVI RSITY 
!  ! Patient 86

Spec~L.ANrn E 
Brea:!: GOLD E.N_Rf.lll I EVE. 
Gender: FE.MALE. ~PAYED 
Age: OY 

O\RDl(J>ET 1proBN P- O\NLNE 

CARDI OPET p1roBNP 

-CANINI. 

[·-·-·-·-·-·! 

L l 
O >rTYlll!llls: 

.~~-.

l C'ardi opeii: prc-aJt,j"P QO! - 1500 pmol/ L 

Ac #t·.-·- ·L·-·-·~ 
b)' 'L·-·-·-- ·-·-·j 

CE$ ' D:n ---~~----·-
o n1.,,ed -~-~----

0-900pmal1L 

200 WE.HBO RO RD 
NORTii GR AFTDN, M.=ach11Setrs 015:36 
51l!l-8.39-ii395 

Account #SIJJ33 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

' ' ; 86 ; i i 
i 
i 
i 
i 
i i 
i i 
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··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Client: ! B 6 ! i i 

Patient: i i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

CBC/CHEM - 112/2019 

DUPLICATE 

Tufts Cummings School OfVetel'iuuy Mroiciue 
200Weslboro Road 

North Grafton , l\M. 01536 

Provider: r-·-·-·-·-·-·-·-·s-s·-·-·-·-·-·-·-·-i 

Phone number.: 
Collection Date: 1/212019 11:22 AM 

11212019 I:1 7 PM Approval date: 

Sex:F 
Age.: 3 

Species: Canine 
Breed: Golden Rel:reiver 

oroer Location: V31042'EB"aikiey"Fiiiid°L"ipitor Study 
Sample ID 1901020129 

CBC, Comprehensive, Sm Animal (Research) 

SMA.CHUNSkJ 
\\BC (ADVl!\.) 
RBC (Advia) 
Hemoglobin (ADVM.) 
Hematocrit (Advia) 
MCV (ADVl!\.) 
MCH (ADVLI\) 
MCHC ~!\.DVL!\.) 
RDW (ADVIA) 
Platelet Cowll: (Advia) 

~ 1 /02 /1 9 1 :1 7 PK 

l\foan Platelet Volume 
(Advia) 

0 1 / 0 2/1 9· 11: 4 1 AM 

Platelet Crit 
01/02/1'> 1 1 : 41 AM 

Reticulocyte Count ~!\. dvi a) 

Absolute Reliculocyle 
CoU!ll (Ad-.ia) 

86 

1 0 - 25 p l atel.eta per l OOx f i ,e,l d ( es timated C01.1Ilt or 200 1 OOQ- 50ID ,,. OOO/i.1l ) 

Pl atelet c l uops ( i r p:!iesent~ and s anple a ge (q r.eate.r than 4 ho'Llra) Gan 

reB1!:1l t i n a fa laely inc reased MPV . 

i-·-Eis-·: 
Plate:i~t. Cri t i s invalid when c lumped plate.lets a re p re a,ent _ 

I nterpretati on or !Pl tl:t i a unctl.ear in spe:c.i e s othe r than c;aninea 

!-~-~i 
i_ ______ ! 

Microscopic Exam of Blood Smear (Advia) 

SIVIACHUNSkJ 
SegNeuts. (%) 
L j'lllpho cyte s (%) 
Monocytes (%) 
E osinophils (%) 
Nudeated RBC 

0 1 / 02 / 1 9, 11: 41 AM 

f-·-·· 
! i 
! i 
! i 
! i 

iss! 
! i 
! i 
! i 
! i 
! i 
L·-·-·~ Whi te b l ood c .. 11 count has been oor:re:cte:d for the pre~oe of m 1c l e a ted 

re.<i b l o-ocl c el.l a 

Ref. Ranq e/Fe male~ 

4-40-1 5-10 KJul 
5 _80 -8 -50 l\·ilul 
13-3-20.5 gldl 

39-55 % 
64_5-77_5 fl.. 
2U-25_9pg 

3 1 ~- 343 gldl 
11.9-15_2 

173-48 6 KJul 

8-29-13-20 fl 

0. 129-0.403 % 

0.20.-L60% 
14-7- 11 3_7 K/uL 

Ref. Ranq e/Female~ 

43 -86 % 
7-47% 
l -15 % 
0-16 % 

0-l / IOOWBC 

Seg Neutrophils (Abs) 
Ad via 
L j'lllphs (Abs) Advia 
Mono (Abs) Advia 
Eosinophils (Abs) Advia 
WBC Morphology 
E chi noc:ytes 

!-·-·-·-·1 
! i 
! i 
i ! 

iB6! 
! i 
! i 
! i 

lN0 Kio1pholog1cAl>nom:ialilies 
Occasional 

Research Chemistry Profile - Small Animal (Cobas) 

2_80-1 L50K/ul 

J _00-4-80 KJul 
0-1 0-1-50 K/ul 
000- 140 K/uL 

.Sampl eID: 190102012911 
Ths report ccnti tllles. _. (Final) 

Rev:iewed by ___ _ 
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~~~~:~t: [_-_-_----~-~----_-_] 
CBC/CHEM - 112/2019 

Tufts Cummings School OfVetel'iuuyMroiciue 
200Weslboro Road 

North Grafton, }.M. 01536 

DUPLICATE 

N=7ii>
Phone number.: 

Collection Date: 1/212019 11:22 AM 
Approval date: 

: [~~~------------~-~----_-_-_-_-_-_-_-_-] Se~ F 

11212019 1:1 7 PM 

Age: 3 
Species: Canine 

Breed: Golden Relreiver 

Research Chemistry ProfHe - Small Animal (CobasJ (confd) 

DNOYES 
Gluoose 
Urea 
Creatinine 
Phosphorus. 
Calcium 2 
Magnesium2+ 
Total Protein 
Albumin 
Globulins 
A/G Ratio 
Sodium 
Chloride 
Potassium 
tC02(Bicaro) 
AGAP 
NAIK. 
Total Bilirubin 
Alkaline Phosphatase 
GGT 
ALT 
AST 
Creatine Kinase 
Cholesterol 
Trig\ ycerides. 
Amyias.e 
Osmolality (calcu.laled) 

Sampl e!D: 190102012912 

86 

REPR INT: Orig. prinl:ing on 112.12019 (Final) 

Page 17/23 

Provider: i-·-·-·-·-·-·-·-·-ss-·-·-·-·-·-·-·-·-i 
Clroer Location: ~32U'IZZ:l3"iinffefrllii{l"L{pitor Study 

Sample ID 1901020129 

Ref. Ranqe/Female~ 

67-135 mg/dL 
8-30 mg/dl 

0.6"2.0 mg/dl 
2.6-7.2 mg/dl 

9.4-1 L3 mgldl 
1.8-3.0 mEq/L 

5-5-7-8 g/dl 
2.8 -4.0 g/dl 
2J-42g/dl 

0.7-1.6 
140-1 50 mEqll 
106-116 mEq/L 
3.7-5.4 mEq.11 

14-28 mEq/L 
8.0-19.0 

29-40 
0. 10-0.30 mgldl 

12-127 UIL 
G-1 0 UIL 

14-86 UIL 
9-54 UIL 

22-422 UIL 
82-355 mg/dl 
30~338 mg/d1 

409-1 250 UIL 
291-315 mmol!L 

Re-virn<ed by: ___ _ 
Pagel 
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Client:
Patient:

diet history 1/2/19

CARDIOLOGY DIET HISTORY FORM

Pet's name:

Please answer the following questions about your pet.

Owner's name: Today’s date:
1/2/19

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

2. Have you noticed a change in your pet's appetite over the last 1-2 weeks? (check all that apply)
Eats about the same amount as usual
Seems to prefer different foods than usual

Eats less than usual
Other

Eats more than usual

3. Over the last few weeks, has your pet (check one)
Lost weight Gained weight Stayed about the same weight Don’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 Fed since
Nutro Grain Free Chicken, Lentil, & Sweet Potato Adult dry 1 1/2 cup 2x/day Jan 2018
85% lean hamburger microwaved 3 oz 1x/week Jan 2015
Pupperoni original beef flavor treat 1x/day

How often?

Aug 20151/2
Rawhide treat 6 inch twist 1x/week Dec 2015
Taste of the Wild Sierra Mountain Dry 1 1/2 cup 2x/day June 2018
Hill's Science Adult Salmon Veggie canned 2 spoons 2x/day Sept 2018
Triumph Small Original Biscuits treat 1 biscuit 10x/day July 2017
Oravet Dental Hygiene  Chews treat 1 1/week July 2018
American Journey Salmon & Sweet Potato Dry 1 1/2 cup 2x.day Aug 2017-May 18
Old Mother Hubbard Classic Biscuit Treat 1 Bisc 10x/day Jul 17/May 18
Victor Hero Grain Free dry 1 1/2 2x/day Feb 2018
Whole Earth Farm Dry 1 1/2 Jun 17-Jul 172x/day
Acana Heritage Free Run Poultry Dry 1 1/2 2x/day

*Any additional diet information can be listed on the back of this sheet
Jul 15-Jun 17

5. Do you give any dietary supplements to your pet (for example: vitamins, glucosamine, fatty acids, or any other
supplements)? Yes No If yes, please list which ones and give brands and amounts:

Brand/Concentration Amount per day
Taurine Yes No
Carnitine Yes No
Antioxidants Yes No
Multivitamin Yes No
Fish oil LYes No spoon
Coenzyme Q10 Yes No
Other (please list):
Example: Vitamin C Nature's Bounty 500 mg tablets - 1 per day

6. How do you administer pills to your pet?
I do not give any medications

J put them directly in my pet's mouth without food after they eat regular food
I put them in my pet's dog/cat food
I put them in a Pill Pocket or similar product dry foodI put them in foods (list foods):



Client" :-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Patien~: i 86 i 
'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

diet history 1/2/19 

Pu 11°' JAJ~ Id M/ cu1 -f1 c w~ I lt - JU nt 2-01) 

/6/vtl g!LC(rtk IAJ r1 clti-- fV..{J . 

(:eh 14/ ~fuly tot~ 

tDr.tctd 
C .h 2.-eJl!_, 
Sk(}vt~.-
1-kt tfl 
lba na-r.1t 
r~ctSh 
1wiv1 Ak-fv 
Llvw 
(;/~du 01 &itJ) s a1/{/ s f ) Jc a1fs 
In~ 
C/rvc Jtvn 6 re {Vj~ 

lLn~ Cool 

fuf/,},vrr~-?<f 
/Jrm-t11 Ca,'1'! }J vt /r nA( 'ltJ I Id fJ/ {).J /li,,,,v 
f'a I nvo n 0 1-/ 

/JJ v ;,,o1"'k ;~/cir 
·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·-·-·-·-·-·-·-·-·-· -·-·-·-·-·-·· 

86 I 
[°'- ~re Dog s 

-·-·-·~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 
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Client: :·-·-·-·-·-·-

8 6
·-·-·-·-·-·-·-·-·-·1 

Patient 
. '
i i 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_! 

UCDavis Taurine Level 

1-·-135-·1 :~ r·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 

L·-·-·Amiho Acid Laboratory Sample Submission Form 

Telephone: 530-752·5058, hx: Sl0-7S2-4698 

; 86 ! 
i ! 
i ! 
i ! 
i 

Amino Acid Laboratory, 1089 Veterinary 
i 

Medicine Drive, Davis, Ca 95616 i!·-·

! 
! 

-·9·5·-·~..,. ·· ·-· ,,n:.~~ r ·-·_! 
'Tl-:.1 ":2trl'sl Can I ne 
TRUR I NE ..},,kf.5 

Qll 
Li thtu-m Hi11par-J. n Email : ucd.aminoacid.lab@ucdavis.edu 

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

Veterinarian Contact: r·-·-·-·-·-B-G·-·-·-·-·-! 
""-·-·-·-·-·- -·-·-·-·-·-·-·J-------- ----- - ---

Clinic/Company Name: Diii o.n.mg. 8dWXll d\ljl Me' • Clr*1ll! fldl••w' + ... , 

Address: 200 ·.·.·--.m Rrwl_ Nmlb GrDI MA D1f'M9 

Telephone: ....Bl&l81..NIM 

Tax ID: ____ ___ __ _ 

.. -·-·-·-·-·-·-·-·-·-·-·-·-

Patient Name: i 86 ! ....._ ________________________ ,J---- - Species: _t=-G.=-=-~ \.:....1:....:1-.J.-=---- -
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·• 

Owner's Name: i 8 6 ! 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-j 

Current DJ,et: __ ....::..:.....,__,_......,.,_....:...:..-"""--k_,-"""-'-' ..... ~ c,_\------~------
Sample typ,e: P -asrna W~~I od Urine Food Other ---~-

Test: ~J Complete Amino Adds Other.---~~--
Tauri n~_.R~-~l:JJ~~Jlab use only) ,·-·-·-·-·-·-·-·-·-·-·· 
Plasma: i 86 i Whole Blood: J 86 [ Urine: food: 

~---·-·-·-·-·-·-·-·-·-' i.·-·-·-·-·-·-·-·-·-·-·· -----

Plasma (nMol/rn~) Whole Blood (nMoVml) 

Normal Range No known risk 

for deficiency 

Normal Range No known risk 

for deficiency 

Cat 80·120 >40 300-600 >200 

Dog 60-120 >40 200-~50 >150 

* Please note with the recent increase in ·the number of dogis screened for taiurine deficiency, we 

are seeing dogs with vaitues within the reference ranges: (or above the •110 known risk for deficiency 

range") yet are sti ll exhibiting signs of cardiac disease. Veterinarians are welcome to contact our 

lii!boratory for assistance in evaluating your pati1ent's results. 
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~~~~:~t: r.·~--~--~--~--~-~~~--~--~--~-·~.J 
Vitals Results 

; 

1/2/2019 10: 17:06 AM Weight (kg) 86 ! 
' ; 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Patient History 

12/13/2018 10:44 AM 

12/27/2018 12:24 PM 

01/02/201910:00 AM 
01/02/201910:17 AM 
01/02/201910:21 AM 
01/02/201911:06 AM 
01/02/201911:06 AM 
01/02/201911:42 AM 

01/02/201911:45 AM 
01/02/201911:45 AM 
01/02/201912:14 PM 

Appointment 

Appointment 

UserForm 
Vitals 
Treatment 
Purchase 
Purchase 
UserForm 

Purchase 
Purchase 
Email 

86 
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Cummings 
Vreterinarv Medical Center 
AT Tl!JFTS UNIVERSITY 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
! i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--~ 

86; 

l/lO{lO~ 

D~~~~~~~~~13~~~~~~~~~J 

n-. )1JU tw rerermy L~:~:~:~:~:~~~:~:~:~:~:J u.. pd.. :L~~~J 

lhiDk:you.. 

r.·~.-~.-~.-~.-~.-~.-~.-~.-~.-~.-~$.~f.·~.-~.-~.-~.-~.-~.-~.-~.-~.J ~ DAOJIM (Glniology) 

Fosb!!r lb;pitill fur Smillll Annals; 
~ Willilnl SIRd 
Ncrth Glatcn,. MA 01S36 
Te leplui.e (SCB) 839-5395 
.=...: (SCB) 839-7951 

Wp:/fvebned.tufts.edu/ 

caine Golden Aetriewer Crean 
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Cummings 
Vreterinarv Medical Center 
AT Tl!JFTS UNIVERSITY 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

I BG I 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·..: 

l/lO{lO~ 

lhiDk:you.. 

c~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~] ~ DAOJIM (Glniology) 

Fosb!!r lb;pitill fur Smillll Annals; 
~ Willilnl SIRd 
Ncrth Glatcn,. MA 01S36 
Te leplui.e (SCB) 839-5395 
.=...: (SCB) 839-7951 

Wp:/fvebned.tufts.edu/ 
~--·-·-·-·-·-·-·-·-·-·-) 

i 86 ! Female 
'tinne._GDlden Aetriewer Crean 

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

~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

To: Cleary, Michael*; HQ Pet Food Report Notificationj 86 ! 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 

Sent: 5/20/2019 3:05:29 PM 

Subject: Acana Heritage Poultry dry: Darcy Adin - EON-388255 

Attachments: 2067176-report.pdf 

A PFR Report has been received and PFR Event [EON-388255] has been created in the EON System. 

A "PDF" report by name "2067176-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388255 
ICSR #: 2067176 
EON Title: PFR Event created for Acana Heritage Poultry dry; 2067176 

AE Date 02/14/2019 Number Fed/Exposed 

Best By Date Number Reacted 

Animal Species Dog Outcome to Date 

Breed Shepherd Dog - German 

Age 4 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067176 
Product Group: Pet Food 
Product Nam~;_.A~ana Heritage Poultry dry 

1 

1 

Stable 

Description! ___ ~-~--.! presented to the UF Cardiology Service for a 5 month history of progressive exercise 
intolerance and increased respiratory rate and effort. Patient was diagnosed with Dilated Cardiomyopathy. She 
has been rechecked once 5/15/19 - clinically stable but no improvement noted on echocardiogram. Her blood 
taurine results were discordant so she has been on supplementation 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 

FDA-CVM-FOIA-2019-1704-017510 



Number of Animals Reacted With Product: 1 

Product Name 

Acana Heritage Poultry dry 

Sender information 
Darcy Adin 
2015SW16th Ave 
2015SW16th Avenue 
Gainesville, FL 32608 
USA 

Lot Number or ID 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-38825 5 

Best By Date 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=O&issueType=l2& 
issueld=405432 

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

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

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

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

FDA-CVM-FOIA-2019-1704-017511 



Report Details - EON-388255 

ICSR: 

Type Of Submission: 

Report Version: 

Type Of Report: 

Reporting Type: 

Report Submission Date: 2019-05-20 10:58:30 EDT 

Reported Problem: 

Product Information: 

Animal Information: 

2067176 

Initial 

FPSR.FDA.PETF.V.V1 

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

Voluntary 

Problem Description: r·s·s-·!presented to the UF Cardiology Service for a 5 month history of progressive 
'exercise intolerance and increased respiratory rate and effort. Patient was 
diagnosed with Dilated Cardiomyopathy. She has been rechecked once 5/15/19 -
clinically stable but no improvement noted on echocardiogram. Her blood taurine 
results were discordant so she has been on supplementation 

Date Problem Started: 02/14/2019 

Concurrent Medical 
Problem:

Yes 
 

••• Exisung cond••onr ---------·05·------

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

-·----·---------------- -------------------------

; 
; 

Outcome to Date?·-sfa6ie-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 

Product Name: Acana Heritage Poultry dry 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information:

Description: 
 

2 cups dry food fed twice per day Patient also has been 
receiving deer antlers once per week since Aug 2015 as 
treats/chews. 

First Exposure 
Date:

08/01/2015 
 

Last Exposure 
Date: 

02/14/2019 

Time Interval 
between Product 
Use and Adverse 

Event: 

3 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Yes 

Adverse Event 
Abate After 

Product Stop: 

Unknown 

Product Use 
Started Again: 

No 

Perceived 
Relatedness to
Adverse Event:

ossibly related P
 
 

other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Manufacturer
/Distributor Information:

 
 

Purchase Location 
Information: 

1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Name: L-·-·-·-·-~·~·-·-·-·-J Type Of Species: Dog 

FOUO- For Official Use Only I 
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Sender Information: 

Additional Documents: 

Type Of Breed: Shepherd Dog - German 

Gender: Female 

Reproductive Status: Intact 

Pregnancy Status: Not Pregnant 

Lactation Status: Not lactating 

Weight: 36 Kilogram 

Age: 4 Years 

Assessment of Prior 
Health: 

Good 

Number of Animals 
Given the Product:

1 
 

Number of Animals
Reacted

 1 
: 

Owner Information: Owner 
Information 

provided: 

No 

Healthcare Professional 
Information: 

Practice Name: University of Florida 

Name: 

Contact: Name: Darcy Adin 

Phone: (614) 582-9798 

Other Phon~-~--~--~--~--~--~--~--~--~--~~-~~-·~.-~.-~.-~.-~.-~.-~.-~.J 
Email: adind@ufl.edu 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Darcy Adin 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: 6145829798 

Permission To Contact 
Sender: 

Yes 

Preferred Method Of 
Contact:

Email 
 

Reported to Other 
Parties: 

None 

Other PhoneC~:~:~

Phone: 

:~:~:~:~.$.(~:~:~:~:~:~J 
Email: adind@ufl.edu 

FOUO- For Official Use Only 2 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification[-_-_-_-_-_-_-_-_-_-_-_-_-~~----_-_-_-_-_-_-_-_-_-_-_] 

Sent: 5/20/2019 3:04:4 7 PM 

Subject: Blue Buffalo Large Breed Adult: Darcy Adin - EON-388253 

Attachments: 2067174-report.pdf 

A PFR Report has been received and PFR Event [EON-388253] has been created in the EON System. 

A "PDF" report by name "2067174-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388253 
ICSR #: 206717 4 
EON Title: PFR Event created for Blue Buffalo Large Breed Adult, Paul Newman Dog Biscuits various, Spring 
Hill Fish Oil; 2067174 

; 

86 ; ; ; 

AE Date 
; ; Number Fed/Exposed ; ; ; ; 
! ! 
; ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·" 

Best By Date Number Reacted 

Animal Species Dog Outcome to Date 

Breed Doberman Pinscher 

Age 11 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067174 
Product Group: Pet Food, Other 

1 

1 

Died Euthanized 

Product Name: Blue Buffalo Large Br~.~~1-.A9J!ltJ>E.~ul Newman Dog Biscuits, various, Spring Hill Fish Oil 

Description: Patient had been stable o(·-·-·----~~----·-·-·__i for dilated cardiomyopathy for the past two years prior to 
presentation at UF Cardiology. A few weeks prior to presentation, he was started on["_~--~--~--~--~-~--~--~--~--~"_] for coughing 
episodes. The day of presentation, an EKG performed at the primary care veterinarian showed a ventricular 
arrythmia. On presentation to UF Cardiology, patient had collapsed suddenly and was in cardiopulmonary arrest. 
After CPR and d~--~--~--~)~.~~--~--~--~]bolus, he converted to sinus tachycardia. Patient was diagnosed with dilated 
cardiomyopathyi 86 iwas euthanized two days later due toi·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·ss-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

L·-·-·-·-·-·-·-·~ '-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 
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: Died Euthanized 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 

Blue Buffalo Large Breed Adult 

Paul Newman Dog Biscuits, various 

Spring Hill Fish Oil 

Sender information 
Darcy Adin 
2015SW16th Ave 
2015SW16th Avenue 
Gainesville, FL 32608 
USA 

Lot Number or ID 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-388253 

Best By Date 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=O&issueType=l2& 
issueld=405430 

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-388253 
ICSR: 

Type Of Submission: 

Report Version: 

Type Of Report: 

Reporting Type: 

Report Submission Date: 2019-05-20 10:54:51 EDT 

Reported Problem: 

Product Information: 

2067174 

Initial 

FPSR.FDA.PETF.V.V1 

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

Voluntary 

Problem Description: Patient had been stable orl~~~~~~~~}fef.~~~~~~~~~~or dilated cardiomyopathy for the past 
two yea rs prior to presentation aUJE._C.ard.inlogy. A few weeks prior to 
presentation, he was started on i 86 !or coughing episodes. The day of 
presentation, an EKG performed'·aHfie-i:i"ri.miiry care veterinarian showed a 
ventricular arrythmia. On presentation to UF Cardiology, patientb.ad_CQ.U.apsed 
suddenly and was irr·-·-·-· ·-·-·-·-·-95·-·-·-·-·-·-·-·-·-·1 After CPR and ai 86 !bolus, he 
converted to sin us tach-ycar-ciTa~·Patle.nf was.cliag nosed with di 1'atecr-·-·-·-·· 
c.ard.i.rumlnoathv,i-·-95·-·was euthanized two days later due to·-·-·-·-·-·-iis-·-·-·-·-·: 
j ________ J~~----·-·,___l ··-·-·-·-·-·-! '·-·-·-·-·-·-·-·-·-·-·-·---·~ 

Date Problem Started: :_ __________ 8-~·-·-·-·-·-J 

Concurrent Medical 
Problem:

Yes 
 

Pre Existing Conditions: was diagnosed with dilated cardiomyopathy two years prior to presentation 
Cardiology and had been previously stable on L~~~~~~~~~~f~~~~~~)or the past two 

_l.'.~.9 C~~~~~~.~~r:~8-~:J?~5-o..._u_n_C!~.~~!1! ~~-8-~~~~~~~~~1i!1_.!~~-P-~~t_f o._r_~~~~~~~~~~~c.~.~-~-~-~-~-~J 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·--~-6-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·Jwas also 
on r·-·-·-·ss-·-·-·lof unknown dose and frequency and Spring Hill Fish Oil 1 pill per 
day~·-·-·-·-·-·-·-·-· 

Outcome to Date: Died Euthanized 
Date of Death r·-·-·-·-·-·-·-·-B5-·-·-·-·-·-·-·-·-·1 

~--------------------

Product Name: Spring Hill Fish Oil 

Product Type: Other 

Lot Number: 

Product Use
Information

 Description: 1 pill daily as supplement 
: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Paul Newman Dog Biscuits, various 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: used as treats patient also received fat free greek yogurt 
once per day since 2015 and raw carrots as treats 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

First Exposure 
Date: 

01/01/201 O 

Product Name: Blue Buffalo Large Breed Adult 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 2 cups dry fed twice per day 

First Exposure 
Date:

r

12/31/2007 
 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Last Exposurei 
Date~·-·-·

86 i 
-·-·-·-·-·-·-·-·-·-·-·-·' 

Time Interval 9 Years 

FOUO- For Official Use Only I 
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Animal Information: 

Sender Information: 

between Product 
Use and Adverse 

Event: 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

No 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Name: 

Type Of Species: Dog 

Type Of Breed: Doberman Pinscher 

Gender: Male 

Reproductive Status: Neutered 

Weight: 38 Kilogram 

Age: 11 Years 

Assessment of Prior 
Health: 

Good 

Number of Animals 
Given the Product: 

1 

Number of Animals 
Reacted: 

1 

Owner Information: Owner 
Information 

provided: 

No 

Healthcare Professional 
Information:

Practice Name: University of Florida 

Name: 

 
Contact: Name: Darcy Adin 

Phone: (614) 582-9798 

Other Phone:[:~:~:~:~:~:~:~:~~~:~:~:~:~:~:~:~:] 
Email: adind@ufl.edu 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Darcy Adin 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 
Other Phone: r-·-·-·-·-·-·-9-5-·-·-·-·-·-·-! 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

Email: adind@ufl.edu 
~ 
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Additional Documents: 

Permission To Contact 
Sender:

Yes 
 

Preferred Method Of 
Contact:

Email 
 

Reported to Other 
Parties:

None 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: 
r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1 

Cleary, Michael*; HQ Pet Food Report Notification;! 
i-·-

86 i 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 

Sent: 5/20/2019 2:57:01 PM 

Subject: Honest Kitchen Turkey dehydrated: Darcy Adin - EON-388245 

Attachments: 2067168-report.pdf 

A PFR Report has been received and PFR Event [EON-388245] has been created in the EON System. 

A "PDF" report by name "2067168-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388245 
ICSR #: 2067168 
EON Title: PFR Event created for Honest Kitchen Turkey dehydrated, N and D Venison and Quinoa dry, Taste 
of the Wild Prey (Angus Beef and Lentils); 2067168 

AE Date 03/13/2019 Number Fed/Exposed 

Best By Date Number Reacted 

Animal Species Dog Outcome to Date 

Breed Great Dane 

Age 4.5 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067168 
Product Group: Pet Food 

1 

1 

Stable 

Product Name: Honest Kitchen Turkey dehydrated, N and D Venison and Quinoa dry, Taste of the Wild Prey 

(Angus, Beef, and Lentils) .-·-·-·-·-·-·· 
Description: A few days beforei 86 ! was seen by UF Cardiology, he presented to a specialty clinic for a minor 
orthopedic complaint, at which ti.n1e-·a~ ECG revealed an abnormal rhythm. On 3/10, [.~.~~Jbecame inappetant 
and vomited twice. On 3/11, patient presented to primary care veterinarian, and on 3/12, patient presented to an 
emergency clinic where thoracic radiographs revealed mild to moderate cardiomegaly. He was referred to 
cardiology on 3/13, where he was diagnosed with Dilated Cardiomyopathy. Anorexia resolved after 2 weeks. 
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 

N and D Venison and Quinoa dry 

Honest Kitchen Turkey dehydrated 

Taste of the Wild Prey (Angus, Beef, and Lentils) 

Sender information 
Darcy Adin 
2015SW16th Ave 
2015SW16th Avenue 
Gainesville, FL 32608 
USA 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-388245 

Lot Number or ID Best By Date 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=O&issueType=l2& 
issueld=405422 

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-388245 
ICSR: 

Type Of Submission: Initial 

2067168 

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

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

Reporting Type: Voluntary 

Report Submission Date: 2019-05-20 10:45: 1 O EDT 

Reported Problem: 

Product Information: 

Problem Description: A few days before! 86 Was seen by UF Cardiology, he presented to a specialty 
clinic for a minor drt'f'iOf)'~dis;J;:_Qmplaint, at which time an ECG revealed an 
abnormal rhythm. On 3/1 O,! 86 ibecame inappetant and vomited twice. On 3/11, 
patient presented to primarfcare veterinarian, and on 3/12, patient presented to 
an emergency clinic where thoracic radiographs revealed mild to moderate 
cardiomegaly_ He was referred to cardiology on 3/13, where he was diagnosed 
with Dilated Cardiomyopathy. Anorexia resolved after 2 weeks. 

Date Problem Started: 03/13/2019 

Concurrent Medical 
Problem:

Yes 
 

Pre Existing Condit ions: [~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~] 
Outcome to Date: Stable 

Product Name: Taste of the Wild Prey (Angus, Beef, and Lentils) 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information:

Description: 3/4 cup fed twice per day 

First Exposure 
Date: 

03/13/2018  

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Last Exposure 
Date: 

03/13/2019 

Time Interval 
between Product 
Use and Adverse 

Event: 

1 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Yes 

Adverse Event 
Abate After 

Product Stop:

Unknown 

 

Product Use 
Started Again:

No 
 

Perceived 
Relatedness to 
Adverse Event:

Possibly related 

 

other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Product Name: N and D Venison and Quinoa dry 

Product Type: Pet Food 

Lot Number: 

Product Use Description: 1 3/4 cup fed twice per day 

FOUO- For Official Use Only I 

FDA-CVM-FOIA-2019-1704-017523 



Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

First Exposure 
Date: 

12/13/2018 

Last Exposure 
Date: 

03/13/2019 

Time Interval 
between Product
Use and Adverse 

Event:

3 Months 
 

 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Yes 

Adverse Event 
Abate After 

Product Stop: 

Unknown 

Product Use 
Started Again: 

No 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

Other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Product Name: Honest Kitchen Turkey dehydrated 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 1/4 cup fed once per day Patient also receives lung pieces 
and beef and duck jerky as treats. 

FOUO- For Official Use Only 

Manufacturer 

First Exposure 
Date: 

01/01/2015 

Last Exposure
Date:

 03/13/2019 
 

Time Interval 
between Product 
Use and Adverse 

Event: 

4 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Unknown 

Yes 

Adverse Event 
Abate After 

Product Stop: 

Product Use 
Started Again:

No 
 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

Other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

2 
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Animal Information: 

Sender Information: 

Additional Documents: 

/Distributor Information: 

Purchase Location
Information

 
: 

Name: 

Type Of Species: Dog 

Type Of Breed: Great Dane 

Gender: Male 

Reproductive Status: Neutered 

Weight: 86.1 Kilogram 

Age{~§JYears 
Assessment of Prior 

Health: 
Good 

Number of Animals 
Given the Product: 

1 

Number of Animals 
Reacted: 

1 

Owner Information: Owner 
Information 

provided: 

No 

Healthcare Professional 
Information:

Practice Name: University of Florida 

Name: 

 
Contact: Name: Darcy Adin 

Phone: (614) 582-9798 

Other Phone :[~~~~~~~~~~ff ~~~~~~~~~~~~~J 
Email: adind@ufl.edu 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Darcy Adin 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 
other Phone: f-·-·-·-·-·-·95·-·-·-·-·-·-·i 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Email: adind@ufl.edu 

Permission To Contact 
Sender: 

Yes 

Preferred Method Of
Contact:

 Email 
 

Reported to Other 
Parties:

None 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Mich a e I *; HQ Pet Food Re po rt Not ificat io n[_-_-_-_-_-_-_-_-_-_-_-_-_----~-~----_-_-_-_-_-_-_-_-_-_-_-_-J 

Sent: 5/20/2019 2:57:23 PM 

Subject: Natural Balance Venison: Darcy Adin - EON-388246 

Attachments: 2067170-report.pdf 

A PFR Report has been received and PFR Event [EON-388246] has been created in the EON System. 

A "PDF" report by name "2067170-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388246 
ICSR #: 2067170 
EON Title: PFR Event created for Natural Balance Venison Sweet Potatoes, Pedigree chicken and rice, Dr. 
Lyon's dental treat (mint), Smart Bones Smart Sticks (peanut butter), Cosequin DS; 2067170 

AE Date 04/03/2019 Number Fed/Exposed 

Best By Date Number Reacted 

Animal Species Dog Outcome to Date 

Breed Sheepdog - Shetland 

Age 10 Years 

District Involved PFR-Florida DO 

Product information 
Individual Case Safety Report Number: 2067170 
Product Group: Pet Food, Other 

1 

1 

Stable 

Product Name: Natural Balance Venison, Sweet Potatoes, Pedigree chicken and rice, Dr. Lyon's dental treat 
(mint), Sma~_.B.QP._~s Smart Sticks (peanut butter), Cosequin DS 
Descriptiont.-.~~---iws referred to UF Cardiology after her primary care veterinarian noted a Grade 2/6 left 
systolic murmur. She has been slowing down some over the past year, but still runs and plays regularly. [)!f}rns 
a !-·-·-·-·-·-·-·-9-5-·-·-·-·-·-·-·i. Patient was diagnosed with primary mitral regurgitation with systolic dysfunction. 

S Initial h°6m1ssfo-ii-TypeJ: 
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 

Natural Balance Venison, Sweet Potatoes 

Dr. Lyon's dental treat (mint) 

Pedigree chicken and rice 

Cosequin DS 

Sender information 
Darcy Adin 
2015SW16th Ave 
2015SW16th Avenue 
Gainesville, FL 32608 
USA 

Lot Number or ID 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-388246 

Best By Date 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=O&issueType=l2& 
issueld=405423 

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

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

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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 
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you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-388246 
ICSR: 

Type Of Submission: 

Report Version: 

Type Of Report: 

Reporting Type: 

Report Submission Date: 2019-05-20 10:48:05 EDT 

Reported Problem: 

Product Information: 

2067170 

Initial 

FPSR.FDA.PETF.V.V1 

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

Voluntary 

Problem Description: i-·1i6.Jws referred to UF Cardiology after her primary care veterinarian noted a 
G·rade 2/6 left systolic murmur. She h~§--~~13n slowing down some over the past 
year, but still runs and plays regularlyL.!'1.~U has ~--·-·-·-·-·-·-95-·-·-·-·-·-·-1 Patient was
diagnosed with primary mitral regurgitation with sysfolic-dysfuncfl"on. 

 

Date Problem Started: 04/03/2019 

Concurrent Medical 
Problem: i

Yes 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·! 

Pre Existing Conditions:l B 6 l 

i ! 
i--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 

Outcome to Date: Stable 

Product Name: 

Product Type: Other 

Lot Number: 

Product Use 
Information:

Description: 
 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

1/2 tablet once daily as joint supplement 

Product Name: Smart Bones Smart Sticks (peanut butter) 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 5 inch treat given once per week 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: 

First Exposure 
Date: 

01/01/2016 

Dr. Lyon's dental treat (mint) 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 3 inch treat fed once per week 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

First Exposure 
Date: 

01/01/2018 

Product Name: Pedigree chicken and rice 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 1/4 cup fed once per day 

First Exposure 
Date: 

01/01/2012 
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Animal Information: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Time Interval 
between Product 
Use and Adverse 

Event: 

7 Years 

Product Use
Stopped After the

Onset of the
Adverse Event:

 No 
 
 
 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

Other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Product Name: Natural Balance Venison, Sweet Potatoes 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 1/2 cup dry fed twice per day Patient also receives 2TBSP 
100% pure pumpkin once daily and 1/2 hard boiled egg 
white once per week. 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Name: 

First Exposure 
Date:

10/01/2010 
 

Time Interval 
between Product 
Use and Adverse 

Event: 

9 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

No 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

Other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Type Of Species: Dog 

Type Of Breed: Sheepdog - Shetland 

Gender: Female 

Reproductive Status: Neutered 

Weight: 11.5 Kilogram 

Age: 1 0 Years 

Assessment of Prior 
Health: 

Good 

Number of Animals 
Given the Product: 

1 
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Sender Information: 

Additional Documents: 

Number of Animals 
Reacted: 

1 

Owner Information: Owner 
Information 

provided: 

No 

Healthcare Professional 
Information: 

Practice Name: University of Florida 

Name: 

Contact: Name: Darcy Adin 

Phone: (614) 582-9798 
Other Phone: r-·-·-·-·-·-·-·ss·-·-·-·-·-·-·-·: 

... ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
Email: adind@ufl.edu 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Darcy Adin 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 

Other Phone: c~:~:~:~:~:~:~:~~:~:~:~:~:~:J 
Email: adind@ufl.edu 

Permission To Contact 
Sender:

Yes 
 

Preferred Method Of
Contact:

 Email 
 

Reported to Other 
Parties: 

None 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification[~:~:~:~:~:~:~:~:~:~:~:~:~~$.~:~:~:~:~:~:~:~:~:~:~:~:] 
Sent: 5/20/2019 3:05:50 PM 

Subject: Origins 6 Fish Grain Free dry: Darcy Adin - EON-388256 

Attachments: 2067173-report.pdf 

A PFR Report has been received and PFR Event [EON-388256] has been created in the EON System. 

A "PDF" report by name "2067173-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388256 
ICSR #: 2067173 
EON Title: PFR Event created for Origins 6 Fish Grain Free dry, Dasuquin (Nutramax) Glucosamine MSM 
Chonroitan ASU; 2067173 

AE Date 03/19/2019 Number Fed/Exposed 

Best By Date Number Reacted 

Animal Species Dog Outcome to Date 

Breed GreatDane 

Age 7 Years 

District Involved PFRr-·-B-G-·
·-·-·-·-·-·

-·i DO
 

 
i·- -·-!

Product information 
Individual Case Safety Report Number: 2067173 
Product Group: Pet Food, Other 

1 

1 

Stable 

Product Na~~:_.Q~!,~ins 6 Fish Grain Free dry, Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU 
DescriptionL_.~-~--__j presented to UF Cardiology with a history of persistent cough for the past 2-3 months 
which acutely became more frequent with episodes of wheezing and hacking. Patient was diagnosed with atrial 
fibrillation and dilated cardiomyopathy. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
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Number of Animals Reacted With Product: 1 

Product Name 

Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU 

Origins 6 Fish Grain Free dry 

Sender information 
Darcy Adin 
2015SW16th Ave 
2015SW16th Avenue 
Gainesville, FL 32608 
USA 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-388256 

Lot Number or ID Best By Date 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=O&issueType=l2& 
issueld=405433 

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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Report Details - EON-388256 
ICSR: 

Type Of Submission: 

Report Version: 

Type Of Report: 

Reporting Type: 

Report Submission Date: 2019-05-20 10: 51 :4 7 EDT 

Reported Problem: 

Product Information: 

2067173 

Initial 

FPSR.FDA.PETF.V.V1 

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

Voluntary 

Problem Description: !:~:~:~~~~:~]presented to UF Cardiology with a history of persistent cough for the past 
2-3 months which acutely became more frequent with episodes of wheezing and 
hacking. Patient was diagnosed with atrial fibrillation and dilated cardiomyopathy. 

Date Problem Started: 03/19/2019 

Concurrent Medical 
Problem: 

Yes 

Pre Existing conditionsf·-·-·-·

i
j 

-·-·-·-B·-·-·-·-6·-·-·-·-·-·-·-·-·-·-·-·-

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

 i 
i 

i i 
i

Outcome to Date:

 i 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
 Stable 

Product Name: Dasuquin (Nutramax) Glucosamine, MSM, Chonroitan, ASU 

Product Type: Other 

Lot Number: 

Product Use 
Information: 

Description: joint supplement daily 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Origins 6 Fish Grain Free dry 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information:

Description: 2 cups fed twice per day 
 

Manufacturer 

First Exposure 
Date: 

03/01/2013 

Last Exposure 
Date: 

03/19/2019 

Time Interval 
between Product 
Use and Adverse 

Event: 

6 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Yes 

Adverse Event 
Abate After 

Product Stop: 

Unknown 

Product Use 
Started Again: 

No 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

other Foods or
Products Given 

to the Animal 
During This Time 

Period:

 Yes 

 

FOUO- For Official Use Only I 
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Animal Information: 

Sender Information: 

Additional Documents: 

/Distributor Information: 

Purchase Location 
Information: 

Name: 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i i ; 86 ; i i 
~---·-·-·-·-·-·-·-·-·-·-·-·-·i 

Type Of Species: Dog 

Type Of Breed: Great Dane 

Gender: Male 

Reproductive Status: Intact 

Weight: 65 Kilogram 

Age: 7 Years 

Assessment of Prior
Health:

 Good 
 

Number of Animals 
Given the Product: 

1 

Number of Animals 
Reacted: 

1 

Owner Information: Owner 
Information 

provided: 

No 

Healthcare Professional 
Information: 

Practice Name: University of Florida 

Name: 

Contact: Name: Darcy Adin 

Phone: (614) 582-9798 
Other Phone r·-·-·-·-·-·-·-9-5-·-·-·-·-·-·-·-! 

~--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
Email: adind@ufl.edu 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Darcy Adin 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 
other Phonef·-·-·-·-·-·-ss·-·-·-·-·-·-·j 

1..--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
Email: adind@ufl.edu 

Permission To Contact
Sender

 Yes 
: 

Preferred Method Of
Contact:

 Email 
 

Reported to Other
Parties:

 None 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 

To: Cleary, Michael*; HQ Pet Food Report Notification;i·-·-·

i..·

-·-·-·-·-·-·-·-·-·-·-·-9·5·-·-·-·-·-·-

·-·-·-·-·-·-·-·-·-·-·-·-·

·-·-·-·-·-·-·-·j 

-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-! 

Sent: 5/20/2019 3:05:09 PM 

Subject: Pure Balance Salmon and Potato dry: Darcy Adin - EON-388254 

Attachments: 2067175-report.pdf 

A PFR Report has been received and PFR Event [EON-388254] has been created in the EON System. 

A "PDF" report by name "2067175-report.pdf'' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-388254 
ICSR #: 2067175 
EON Title: PFR Event created for Pure Balance Salmon and Potato dry, 4Health Salmon and Potato canned, 
Milkbone peanut flavor dry mini treats, Spring Valley Fish Flax and Borage Oil, Good Morning Healthy Joints; 
2067175 

AE Date 02/20/2019 

Best By Date 

Animal 
Species 

Dog 

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

Age 10 Years 

District 
Involved 

PFR-r
i

-·-BEi°-·-·oo 
..·-·-·-·-·-·-·-·-! 

Product information 
Individual Case Safety Report Number: 2067175 
Product Group: Pet Food, Other 

Number 
Fed/Exposed 

1 

Number Reacted 1 

Outcome to Date Stable 

Product Name: Pure Balance Salmon and Potato dry, 4Health Salmon and Potato canned, Milkbone peanut 
flavor dry mini treats, Spring Valley Fish, Flax, and Borage Oil, Good Morning Healthy Joints 
Description: Patient presented to the UF Cardiology Service after roughly two weeks of coughing. When 
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coughing initially started, patient was seen by primary care veterinarian and was treated with r·-·-·-·-·-·-·Eis·-·-·-·-·-·-·1 
C~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~JOn 2/19 /19, [~:~:~~J presented to his p rimary·-care-veter1iiar1an 
again. He had cyanotic mucous membranes, an enlarged heart, and pulmonary edema. Patient was referred to UF 
and was diagnosed with Dilated Cardiomyopathy. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time of last observation: Stable 
Number of Animals Treated With Product: 1 
Number of Animals Reacted With Product: 1 

Product Name 

Spring Valley Fish, Flax, and Borage Oil 

Milkbone peanut flavor dry mini treats 

Pure Balance Salmon and Potato dry 

Good Morning Healthy Joints 

Sender information 
Darcy Adin 
2015 SW 16th Ave 
2015SW16th Avenue 
Gainesville, FL 32608 
USA 

Lot Number or ID 

To view this PFR Event, please click the link below: 
https://eon.fda.gov/eon//browse/EON-388254 

Best By Date 

To view the PFR Event Report, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=O&issueType=l2& 
issueid=40543 l 

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 
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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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Report Details - EON-388254 

ICSR: 

Type Of Submission: 

Report Version: 

Type Of Report: 

Reporting Type: 

Report Submission Date: 

Reported Problem: 

Product Information: 

2067175 

Initial 

FPSR.FDA.PETF.V.V1 

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

Voluntary 

2019-05-20 10:56:29 EDT 

Problem Description: Patient presented to the UF Cardiology Service after roughly two weeks of 
coughing. When coughing initially started, patient was seen by primary care 

__ v_eie.rine.dan..arntw.as..trn.a~d with [~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~] 
i 86 i On 2/19/19,C_~-~-~] presented to his primary care 
'·veterinifrfaii"-agafri-.·-Re-fraa' cyanotic mucous membranes, an enlarged heart, and 
pulmonary edema. Patient was referred to UF and was diagnosed with Dilated 
Cardiomyopathy. 

Date Problem Started: 02/20/2019 

Concurrent Medical 
Problem:

Yes 
 

Pre Existing Condit ions: 
i
.f §~.~~!.~.9.~._qi?Rrl_~~§.9._v.Y.[th[~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-6-~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~
 86 D at that time. Patient also receives Spring Valley Fish, 
'Ffax~·-and"Bo·rage·-orr-o"ri"C"e daily and Good Morning Healthy Joints twice daily. 

~~J 

Outcome to Date: Stable 

Product Name: Good Morning Healthy Joints 

Product Type: Other 

Lot Number: 

Product Use 
Information: 

Description: 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

supplement given twice daily 

Product Name: Spring Valley Fish, Flax, and Borage Oil 

Product Type: Other 

Lot Number: 

Product Use 
Information: 

Description: supplement given once daily 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: Milkbone peanut flavor dry mini treats 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information:

Description: 
 

used as treats 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

Product Name: 

First Exposure 
Date: 

01/01/2012 

Other Foods or 
Products Given 

to the Animal 
During This Time 

Period:

Yes 

 

4Health Salmon and Potato canned 

FOUO- For Official Use Only I 
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Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 1 TPSP fed twice per day 

Manufacturer 
/Distributor Information: 

Purchase Location 
Information: 

First Exposure 
Date: 

01/01/2016 

Last Exposure 
Date: 

02/20/2019 

Time Interval 
between Product 
Use and Adverse 

Event: 

3 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Yes 

Adverse Event 
Abate After 

Product Stop: 

Unknown 

Product Use 
Started Again:

No 
 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

other Foods or
Products Given 

to the Animal
During This Time

Period:

 Yes 

 
 
 

Product Name: Pure Balance Salmon and Potato dry 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 1 cup dry food fed twice per day 

First Exposure 
Date: 

01/01/2016 

FOUO- For Official Use Only 

Last Exposure 
Date: 

02/20/2019 

Time Interval 
between Product
Use and Adverse 

Event:

3 Years 
 

 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Yes 

Adverse Event 
Abate After 

Product Stop: 

Unknown 

Product Use 
Started Again: 

No 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

other Foods or
Products Given 

 Yes 

2 
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Animal Information: 

Sender Information: 

Additional Documents: 

Manufacturer
/Distributor Information:

 
 

Purchase Location 
Information: 

to the Animal 
During This Time 

Period: 

Name: 
r·-·-·-·13-s-·-·-·-1 
i-·-·-·-·-·-·-·-·-·-
 Dog Type Of Species:

·-·-! 

Type Of Breed: Cattle Dog - Australian (blue heeler, red heeler, Queensland cattledog) 

Gender: Male 

Reproductive Status: Neutered 

Weight: 24 Kilogram 

Age: 10 Years 

Assessment of Prior 
Health: 

Fair 

Number of Animals 
Given the Product:

1 
 

Number of Animals 
Reacted: 

1 

Owner Information: Owner 
Information 

provided:

No 

 

Healthcare Professional 
Information: 

Practice Name: University of Florida 

Contact: Name: Darcy Adin 

Phone: (614) 582-9798 
other Phoner-·-·-·-·-·-·-·-s-6·-·-·-·-·-·-·-·1 

)·

Email: 
-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

adind@ufl.edu 

Name: 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Darcy Adin 

Address: 2015SW16th Ave 
2015SW16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: Phone: 6145829798 

Other P hon{~~~~~~~~~~~~-~~~~~~~~J 
Email: adind@ufl.edu 

Permission To Contact
Sender:

 Yes 
 

Preferred Method Of 
Contact:

Email 
 

Reported to Other
Parties:

 None 
 

FOUO- For Official Use Only 3 
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From: PFR Event <pfreventcreation@fda.hhs.gov> 


To: Cleary, Michael *; HQ Pet Food Report Notificatior; _ 


Sent: 5/20/2019 2:56:40 PM 


Subject: Taste of the Wild Pacific Salmon Grain Free: Darcy Adin - EON-388244 


Attachments: 2067171-report.pdf 


A PFR Report has been received and PFR Event [EON-388244] has been created in the EON System 


A "PDF" report by name "2067171-report.pdf" is attached to this email notification for your reference. 


Below is the summary of the report 


EON Key: EON-388244 

ICSR #: 2067171 

EON Title: PFR Event created for Taste of the Wild Pacific Salmon Grain Free, Red Barn Bully sticks and 


slices, Sam's Club Chicken Jerky, Nubs Chicken Treats, Nudges Chicken Jerkey; 2067171 


AE Date 03/19/2019 Number Fed/Exposed | 1 


Best By Date Number Reacted 1 


Animal Species Dog Outcome to Date Stable 


Breed American Pit Bull Terrier 


Age 7.5 Years 


District Involved 


Product information 

Individual Case Safety Report Number: 2067171 

Product Group: Pet Food 

Product Name: Taste of the Wild Pacific Salmon Grain Free, Red Barn Bully sticks and slices, Sam's Club 


Nubs Chicken Treats, Nudges Chicken Jerkey 

presented to UF Cardiology for evaluation of a heart murmur and arrhythmia disc; 


his primary care veterinarian. | _ihad a recent history of a progressively worsening cough. On ECG. 

had intermittent ventricular premature complexes (right bundle branch block). as diagnosed with mitral 


regurgitation with systolic dysfunction 

Submission Type: Initial 

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

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: | 


Product Name Lot Number or ID | Best By Date 


Sam's Club Chicken Jerky 


Nudges Chicken Jerkey 


Red Barn Bully sticks and slices 


Nubs Chicken Treats 


Sender information 

Darcy Adin 


2015 SW 16th Ave 


2015 SW 16th Avenue 

Gainesville, FL 32608 

USA 


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

https://eon.fda.gov/eon//browse/EON-388244 


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

https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport jspa?decorator=none&e=0&issueType=12& 

issueld=405421 


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. 
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Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Report Details - EON-388244 

ICSR: 2067171 


Type Of Submission: Initial 


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


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


Reporting Type: Voluntary 


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


Reported Problem: 
 Problem Description: 


Date Problem Started: 
 03/19/2019 


Concurrent Medical 

Problem: 

Yes 




Pre Existing Conditions: 
 History issues, but no other relevant medical history. Patient 

is on Hea o collar as preventatives. 


Outcome to Date: 
 Stable 


Product Information: Product Name: 


Product Type: 
 Pet Food 


Lot Number: 


Product Use 

Information: 

Description: 2-3 slices fed 2-3 times per day as a treat 




First Exposure 
Date: 


02/01/2019 


Manufacturer 

IDistributor Information: 


Purchase Location 

Information: 


Product Name: 
 Nubs Chicken Treats 


Product Type: 
 Pet Food 


Lot Number: 


Product Use 

Information: 

Description: one bone once per day as a treat 




First Exposure 
Date: 


10/01/2017 


Manufacturer 

[Distributor Information: 


Purchase Location 

Information: 


Product Name: 
 Sam'’s Club Chicken Jerky 


Product Type: 
 Pet Food 


Lot Number: 


Product Use 

Information: 


Description: fed as treats 2-3 slices, 2-3 times per day 


First Exposure 

Date: 

01/01/2018 


Manufacturer 

[Distributor Information: 


Purchase Location 

Information: 


Product Name: 


Product Type: 
 Pet Food 


Lot Number: 


Product Use 

Information: 


Description: treats - 1 tick per day 


First Exposure 08/01/2018 


resented to UF Cardiology for evaluation of a heart.murmur and 

arrhythmia discovered by his primary care veterinari: B6 had a recent 

history of a progressively worsening cough. On ECG, 

ventricular premature complexes (right bundle branch Bt 

diagnosed with mitral regurgitation with systolic dysfunction. 


Red Bam Bully sticks and slices 


FOUO- For Official Use Only 1 
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Date: 


Manufacturer 

[Distributor Information: 

Purchase Location 
Information: 

Product Name: Taste of the Wild Pacific Salmon Grain Free 

Product Type: Pet Food 

Lot Number: 

Product Use 
Information: 

Description: 2 cups fed once per day 

First Exposure 
Date: 

01/01/2017 

Last Exposure 

Date: 
03/19/2019 

Time Interval 
between Product 
Use and Adverse 

Event: 

2 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

Yes 

Adverse Event 
Abate After 

Product Stop: 

Unknown 

Product Use 
Started Again: 

No 

Perceived 
Relatedness to 
Adverse Event: 

Possibly related 

Other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Manufacturer 
[Distributor Information: 

Purchase Location 
Information: 

Animal Information: Name: 

Type Of Species: Dog 

Type Of Breed: American Pit Bull Terrier 

Gender: Male 

Reproductive Status: Neutered 

Weight: 35.9 Kilogram 

Age: 7.5 Years 

Assessment of Prior 
Health: 

Good 

Number of Animals 
Given the Product: 

1 

Number of Animals 
Reacted: 

1 

Owner Information: Owner 

Information 
provided: 

No 

Healthcare Professional 
Information: 

Practice Name: University of Florida 
.

Contact: Name: Darcy Adin 

FOUO- For Official Use Only 2 
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Phone: (614) 582-9798 

adind@ufl.edu 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Sender Information: Name: Darcy Adin 

Address: 2015 SW 16th Ave 
2015 SW 16th Avenue 
Gainesville 
Florida 
32608 
United States 

Contact: phone: 6145829798 

Permission To Contact 
Sender: 

Yes 

Preferred Method Of 
Contact: 

Email 

Reported to Other 
Parties: 

None 

Additional Documents: 

FOUO- For Official Use Only 3 
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From: 	 Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-


DROTSTEI> 


To: Norris, Anne; DeLancey, Siobhan; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren; Nemser, 

Sarah; Glover, Mark; Ceric, Olgica; Jones, Jennifer L 


Sent: 7/12/2018 8:50:07 PM 

Subject: historical DCM case-FW: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog 


Food (Grain Free) 

Attachments: 2051919-report.pdf 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


i U.S. FOOD & DRUG 

ADMINISTRATION 


mon -

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 


to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

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


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

Sent: Thursday, July 12, 2018 4:48 PM 

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

<HQPetFoodReportNotification@fda.hhs.gov>; usha.gulati@doveltech.com 


j Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food (Grain Fre 


A PFR Report has been received and PFR Event [EON-359051] has been created in the EON System 


A "PDF" report by name "2051919-report.pdf" is attached to this email notification for your reference 


Below is the summary 	of the report: 


EON Key: EON-359051 

ICSR #: 2051919 

EON Title: PER Event created for Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food 

(Grain Free); 2051919 


AE Date 02/12/2018 Number Fed/Exposed 


Best By Date 	 Number Reacted 1 
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Product Name 

Animal Species Dog Outcome to Date Died Euthanized 


Breed Saluki 


Age 12 Years 


District Involved | PFE_B6 DO 


Product information 

Individual Case Safety Report Number: 2051919 

Product Group: Pet Food 

Product Name: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food (Grain Free) 


Description: In CY 2012, my Saluki as part of a targeted cardiac study conducted at Michigan State 


University. As part of the stud wore a Holter vest and received an echocardiogram. The results of his 

screening indicated no heart issu ects - his heart was healthy. On February 12, 2018 

both my vet and a veterinary cardiologist as having congestive heart failure, severely advanced dilated 

cardiomyopathy, heart arrhythmia and a grossly enlarged left heart ventricle (left ventricle was nearly 2x it's 

normal size while the right ventricle was normal sized). He was placed on a host of cardiac medications that 

helped improve his quality of life for several weeks, but the disease had pro; 

made the decision to euthanize him. Prior to his diagnosis in February 2018. . B6_was aging gracefully and was 

an overall healthy, active dog. He developed a cox ne morning and upon vet check we received the shocking 

diagnosis. For several years we had been feeding i B8 ;Kirkland Signature Nature's Domain Salmon Meal & 


Sweet Potato Grain-Free dog food. Occasionally we alternated between this food and the chicken based grain 

free dog food (same brand). Purchased in large 35 Ib bags at Costco. Neither the cardiologist who diagnosed 


nor the team at MSU were able to explain to me why i hat he developed such serious, severe heart 


disease at age 11/12 after being cardiac cleared in CY 2012 id have two litter-mates who died very young 

1 arrhythmia (they died under the age of four); but the rest of the dogs in the litter were heart healthy as was 


I read the FDA report issued today, July 12, 2018 (FDA Investigating Potential Connection Between Diet 

and Cases of Canine Heart Disease) with great shock and sadness. Based upon what I have read and my own 

experience with my dog, I am extremely concerned that the Kirkland brand grain-free dog food I have used for 

years (containing peas, potatoes and potato starch as high-content ingredients), may have led to to my dog's 


severe heart disease, suffering and eventual death. Until he awoke with a cough that morning in February 2018, 

we had no indication whatsoever that he was so sick with advanced heart disease. The FDA report encouraged 

pet owners to report cases of DCM in dogs suspected of having a link to diet - this is why I am reaching out to 


you today regarding my experience. If ecords regarding his heart disease from my vet, MSU or the 

cardiologist will be helpful in your research to identify/confirm that these grain-free diets are a contributing 

factor or are the root cause of DCM in these dogs , please let me know. Thank you 

Submission Type: Initial 

Report Type: Both 

Outcome of reaction/event at the time of last observation: Died Euthanized 

Number of Animals Reacted With Product: 1 


Lot Number or 

D 

Best By 


Date 

FDA-CVM-FOIA-2019-1704-017549
 



Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog 

Food (Grain Free) 


Sender information 


B6 

USA 


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


https://eon.fda.gov/eon//browse/EON-359051 


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

https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport jspa?decorator=none&e=0&issueType=12& 


issueld=375675 




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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Report Details - EON 


ICSR: 2051919 


Type Of 	Submission: Initial 


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


Type Of 	 Report: Both 


Reporting Type: Voluntary 


Report Submission Date: 2018-07-12 16:40:22 EDT 


Reporter is the Animal 
Owner: 

Yes 




Reported Problem: Problem Description: 	 In CY 2012, my Saluki ‘was part ofa targeted cardiac study conducted at 

Michigan State University. As part of the stud: ore a Halter vest and 

received an echocardiogram. The results of his screening in e.d no heart 
issues/defects- his heart was healthy. On February 12, 2018;



_B6 i was 


diagnosed by both my vet and a veterinary cardiologist as having congestive 

heart failure, severely advanced dilated cardiomyopathy, heart arrhythmia and a 
grossly enlarged left heart ventricle (left ventricle was nearly 2x it's normal size 
while the right ventricle was normal sized). He was placed on a host of cardiac 
medications that helped improve his quality of life for several weeks, but the 
disease had progressed too far. On: 












euthanize him. Prior to his diagnosis in February 2018, i was aging gracefully 
and was an overall healthy, active dog. He developed a one morning and 

upon vet che K eceived the shocking diagnosis. For several years we had 






irkland Signature Nature's Domain Salmon Meal & Sweet 


Potato Grain-Free dog food. Occasionally we alternated between this food and 

the chicken based grain free dog food (same brand). Purchased in large 35 Ib 

bags at Costco. Neither the cardiologist who diagnose nor the team at 

MSU were able to explain to me why it was that he developed such serlous 

severe heart disease at age 11/12 after being cardiac cleared in CY 20120 

did have two litter-mates who died very young from arrhythmia (they died ui 

th e of four); but the rest of the dogs in the litter were heart healthy as was 


| read the FDA report issued today, July 12, 2018 (FDA Investigating 

Potential Connection Between Diet and Cases of Canine Heart Disease) with 

great shock and sadness. Based upon what | have read and my own experience 

with my dog, | am extremely concerned that the Kirkland brand grain-free dog 

food | have used for years (containing peas, potatoes and potato starch as high-

content ingredients), may have led to to my dog's severe heart disease, suffering 

and eventual death. Until he awoke with a cough that morning in February 2018 , 

we had no indication whatsoever that he was so sick with advanced heart 

disease. The FDA report encouraged pet owners to report cases of DCM in dogs 

suspected of having a link to diet - this is why | am reaching out to you today 

regarding my experience. | records regarding his heart disease from my 

vet, MSU 	 or the cardiologist will be helpful in your research to identify/confirm that 

these grain-free diets are a contributing factor or are the 	 root cause of DCM in 

these dogs , please let me know. Thank you. 


Date Problem Started: 02/12/2018 


Concurrent Medical 
Problem: 


Yes 


Pre Existing Conditions: InCY 201 	 which was cured by neutering. 


Outcome to Date: Died Euthanized 


Date of Death 


Product Information: Product Name: 	 Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food 

(Grain Free) 


Product 	Type: Pet Food 


Lot Number: 


Package Type; BAG 


Package 	Size: 35 Pound 


Possess Unopened 

Product: 
No 





Possess 	Opened 
Product: 

No 




Stored in 	 a plastic dog food bin (sealed lid) in hall closet. 


FOUO-	 For Official Use Only 1 
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Storage Conditions: 


Product Use 

Information: 


Description: 
 Fed daily for several years to my dog. 


Manufacturer 

[Distributor Information: 


Purchase Location 

Information: 


Name: 

Animal Information: Name: 


Type Of Species: 
 Dog 

Type Of Breed: 
 Saluki 


Gender: 
 Male 


Reproductive Status: 
 Neutered 


Weight: 
 60 Pound 


Age: 
 12 Years 


Assessment of Prior 

Health: 


Good 


Number of Animals 

Reacted: 


Owner Information: 


Healthcare Professional 

Information: 


Practice Name: 


Contact: 
 Name: 


Phone: 
 B6


United States 


Type of 

Veterinarian: 


Primary/regular veterinarian 


Date First Seen: 
 04/12/2018 


Permissionto 

Release Records 


to FDA: 


Yes 


Practice Name: 


First Exposure 

Date: 


05/01/2016 


Last Exposure 

Date: 


Time Interval 

between Product 

Use and Adverse 


Event: 


2 Years 


Product Use 

Stopped After the 


Onset of the 

Adverse Event: 


No 


Perceived 

Relatedness to 

Adverse Event: 


Probably related 


Other Foods or 

Products Given 


to the Animal 

During This Time 


Period: 

Yes 








Address: 


Costco (bought in-store and online) 


B6 

United States 


FOUO- For Official Use Only 2 
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Contact: Name: 


Phone: 


Address: 


B6 

United States 

Type of 
Veterinarian: 

Referred veterinarian 

Date First Seen: 02/12/2018 

Permission to 
Release Records 

to FDA: 

Yes 

Sender Information: Name: 

Address: 

Contact: Phone: B6 

Email: 

Permission To Contact 
Sender: 

Yes 

Preferred Method Of 
Contact: 

Email 

Reported to Other 

Parties: 
None 

Additional Documents: 

FOUO- For Official Use Only 3 
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From: 	 Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-

ANNE.NORRIS> 


To: 	 Rotstein, David; DeLancey, Siobhan; Palmer, Lee Anne; Queen, Jackie L; Carey, Lauren; 

Nemser, Sarah; Glover, Mark; Ceric, Olgica; Jones, Jennifer L 


Sent: 7/12/2018 9:00:34 PM 

Subject: RE: historical DCM case-FW: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato 


Dog Food (Grain Free) EON-359051 


Thanks, Dave. That's a sad one. 


From: Rotstein, David 

Sent: Thursday, July 12, 2018 4:50 PM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Glover, Mark 


<Mark.Glover@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer.Jones@fda.hhs.gov> 

Subject: historical DCM case-FW: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food 

(Grain Free): EON-359051 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


i U.S. FOOD & DRUG 

ADMINISTRATION 


men -

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

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


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

Sent: Thursday, July 12, 2018 4:48 PM 

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

<HQPetFoodRegonNotlficatlon@fda hhs.gov>; usha.gulati@doveltech.com 


Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food (Grain Fre: 

EON-359051 


A PFR Report has been received and PFR Event [EON-359051] has been created in the EON System 


A "PDF" report by name "2051919-report.pdf" is attached to this email notification for your reference. 


Below is the summary 	of the report 


FDA-CVM-FOIA-2019-1704-017554
 



EON Key: EON-359051 

ICSR #: 2051919 

EON Title: PFR Event created for Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food 


(Grain Free); 2051919 


AE Date 02/12/2018 Number Fed/Exposed 


Best By Date Number Reacted 1 


Animal Species Dog Outcome to Date Died Euthanized 


Breed Saluki 


Age 12 Years 


District Involved 


t information 

ual Case Safety Report Number: 2051919 


Product Group: Pet Food 


Product Name: Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food (Grain Free) 


Description: In CY 2012, my Saluki as part of a targeted cardiac study conducted at Michigan State 


University. As part of the study, {_ B6_} wore a Holter vest and received an echocardiogram. The results of his 

screening indicated no heart issues/defects - his heart was healthy. On February 12, 201 was diagnosed by 

both my vet and a veterinary cardiologist as having congestive heart failure, severely advanced dilated 

cardiomyopathy, heart arrhythmia and a grossly enlarged left heart ventricle (left ventricle was nearly 2x it's 

normal size while the right ventricle was normal sized). He was placed on a host of cardiac medications that 

helped improve his quality of life for several weeks, but the disease had progressed too far. O 

made the decision to euthanize him. Prior to his diagnosis in February 2018 was aging gracefully and was 

an overall healthy, active dog. He developed a cough one morning and upon vet check we received the shocking 

diagnosis. For several years we had been feeding Kirkland Signature Nature's Domain Salmon Meal & 


Sweet Potato Grain-Free dog food. Occasionally we alternated between this food and the chicken based grain 

free dog food (same brand). Purchased in large 35 Ib bags at Costco. Neither the cardiologist who diagnosed 


nor the team at MSU were able to explain to me why it was that he developed such serious, severe heart 

disease at age 11/12 after being cardiac cleared in CY 2012 id have two litter-mates who died very young 

from arrhythmia (they died under the age of four); but the rest of the dogs in the litter were heart healthy as was 


ecords regarding his heart disease from my vet, MSU or the 

cardiologist will be helpful in your research to identify/confirm that these grain-free diets are a contributing 

factor or are the root cause of DCM in these dogs , please let me know. Thank you. 


FDA-CVM-FOIA-2019-1704-017555
 

I read the FDA report issued today, July 12, 2018 (FDA Investigating Potential Connection Between Diet 

and Cases of Canine Heart Disease) with great shock and sadness. Based upon what I have read and my own 


experience with my dog, Iam extremely concerned that the Kirkland brand grain-free dog food I have used for 

years (containing peas, potatoes and potato starch as high-content ingredients), may have led to to my dog's 

severe heart disease, suffering and eventual death. Until he awoke with a cough that morning in February 2018 , 


we had no indication whatsoever that he was so sick with advanced heart disease. The FDA report encouraged 


pet owners to report cases of DCM in dogs suspected of having a link to diet - this is why I am reaching out to 

you today regarding my experience. If 



Product Name 

Submission Type: Initial 

Report Type: Both 

Outcome of reaction/event at the time of last observation: Died Euthanized 

Number of Animals Reacted With Product: 1 


Lot Number or 
D 

| Best By 

Date 

Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog 

Food (Grain Free) 


Sender information 


B6 

USA 


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


https://eon.fda.gov/eon//browse/EON-359051 


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

https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport jspa?decorator=none&e=0&issueType=12& 
 


issueld=375675 


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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Report Details - EON-359051 

ICSR: 2051919 


Type Of 	Submission: Initial 


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


Type Of 	 Report: Both 


Reporting Type: Voluntary 


Report Submission Date: 2018-07-12 16:40:22 EDT 


Reporter is the Animal 
Owner: 


Yes 


Reported Problem: Problem Description: 	 In CY 2012, my Saluki \was part ofa targeted cardiac study conducted at 

Michigan State University. As part of the stud: wore a Holter vest and 

received an echocardiogram. The results of his screening indiy 

issues/defects - his heart was healthy. On February 12, 201 

diagnosed by both my vet and a veterinary cardiologist as ha 

heart failure, severely advanced dilated cardiomyopathy, heart arrhythmia and a 

grossly enlarged left heart ventricle (left ventricle was nearly 2x it's normal size 

while the right ventricle was normal sized). He was placed on a host of cardiac 

medications that helped improve his quality of life for several weeks, but the 
disease had progressed too far. On 



e decision to 


euthanize him. Prior to his diagnosis in February 2018 _vas aging gracefully 

and was an overall healthy, active dog. He developed gh one morning and 

upon vet check eceived the shocking diagnosis. For several years we had 
been feedin, 



irkland Signature Nature's Domain Salmon Meal & Sweet 


Potato Grain-Free dog food. Occasionally we alternated between this food and 

the chicken based grain free dog food (same brand). Purchased in large 35 Ib 

bags at Costco. Neither the cardiologist who diagnose 




nor the team at 

MSU were able to explain to me why it was that he developéd such serious, 

severe heart disease at age 11/12 after being cardiac cleared in CY 2012, 

did have two litter-mates who died very young from arrhythmia (they died ui 

th e of four); but the rest of the dogs in the litter were heart healthy as was 


H | read the FDA report issued today, July 12, 2018 	(FDA Investigating 

ial Connection Between Diet and Cases of Canine Heart Disease) with 


great shock and sadness. Based upon what | have read and my own experience 

with my dog, | am extremely concerned that the Kirkland brand grain-free dog 

food | have used for years (containing peas, potatoes and potato starch as high-

content ingredients), may have led to to my dog's severe heart disease, suffering 

and eventual death. Until he awoke with a cough that morning in February 2018 , 

we had no indication whatsoever that he was so sick with advanced heart 

disease. The FDA report encouraged pet owners to report cases of DCM in dogs 

suspected of having a link to_diet - this is why | am reaching out to you today 

regarding my experience. | records regarding his heart disease from my 

vet, MSU or the cardiologist Will5& helpful in your research to identify/confirm that 

these grain-free diets are a contributing factor or are the root cause of DCM in 

these dogs , please let me know. Thank you. 


Date Problem Started : 02/12/2018 


Concurrent Medical 
Problem: 


Yes 


Pre Existing Conditions: : InCY 201 	 ich was cured by neutering. 


Outcome to Date: : Died Euthanized 


Date of Death 


Product Information: Product Name: 	 Kirkland Signature Nature's Domain Salmon Meal & Sweet Potato Dog Food 

(Grain Free) 


Product 	Type: : Pet Food 


Lot Number: 


Package 	Type: BAG 


Package 	Size : 35 Pound 


Possess Unopened 

Product: 

No 


Possess 	Opened 
Product: 


No 


Stored in 	 a plastic dog food bin (sealed lid) in hall closet. 


FOUO-	 For Official Use Only 1 
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Storage Conditions: 


Product Use 

Information: 


Manufacturer 
[Distributor Information: 





Purchase Location 

Information: 


Animal Information: Name: 


Type Of Species: 
 Dog 
Type Of Breed: 
 Saluki 

Gender: 
 Male 

Reproductive Status: 
 Neutered 

Weight: 
 60 Pound 

Age: 
 12 Years 

Assessment of Prior 

Health: 

Good 



Number of Animals 

Reacted: 


Owner Information: 


Healthcare Professional 

Information: 


Practice Name: 

Description: Fed daily for several years to my dog. 

First Exposure 
Date: 

05/01/2016 

Last Exposure 
Date: 

Time Interval 
between Product 
Use and Adverse 

Event: 

2 Years 

Product Use 
Stopped After the 

Onset of the 
Adverse Event: 

No 

Perceived 
Relatedness to 
Adverse Event: 

Probably related 

Other Foods or 
Products Given 

to the Animal 
During This Time 

Period: 

Yes 

Name: 

Address: 

B6 

Costco (bought in-store and online) 

United States 

Contact: Name: 

Phon 

Address: 

United States 
Type of 

Veterinarian: 

Primary/regular veterinarian 

Date First Seen: 04/12/2018 

Permissionto 
Release Records 

to FDA 

Yes 

Practice Name: 

FOUO- For Official Use Only 2 
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Contact: Name: 


Phone:: 


Address: 


Type of 
Veterinarian: 

Referred veterinarian 

Date First Seen: 02/12/2018 

Permission to 
Release Records 

to FDA: 

Yes 

Sender Information: Name: 

T B 6 

United States 

Contact: Phone: 

Email: 

Permission To Contact 
Sender: 

Yes 

Preferred Method Of 
Contact: 

Email 

Reported to Other 

Parties: 
None 

Additional Documents: 

FOUO- For Official Use Only 3 
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Pets Name Diet 	 Diagnosis Breed Age | Sex | How long 

on diet 

Taurine 


Deceased 
 Dilated cardiomyopathy, 
 Dobe 
 Sy 
 Fs 
 | 	5y—entire 

life 
Congestive heart failure, 


Ventricular premature 

contractions, Ventricular 

tachycardia (short runs) 


Kirkland Natures 

Domain Turkey 


meal and sweet 

potato 



 Dilated Cardiomyopathy 
 Boxer 
 Fs 
 Fs 
 | 	 4years 


Congestive Heart Failure, 


deceased 
 GoldenRet 
 |12 
 | Mi 


Orijen dog food 
 *Allergic to Grains* 
 Pointer 
 7 
 fs 
 4y 


Dilated Cardiomyopathy 


Orjien Freeze 


Dried 

The real Meat 


Company Air Dired 


Dilated Cardiomyopathy 
 Golden 
 Sy 
 MI 
 | 	 Meat Comp 

(grain free) 

Started 7-29-


18 

Already sending to Dr. Stern at UC 


Davis and Dr. Jones 
 B 6 


Blue Buffalo 


Salmon & Potato 

DCM 
 Bichon mix 
 | 12y 
 | 	mn 


Go -from Canada 
 | 	 Dilated Cardiomyopathy, Atrial 

Fibrillation, Congestive Heart 

Failure (historicallyy DCM-r/o 

idiopathic or secondary to the 

grain free diet 


G Dane 
 4y 
 mn 


Perform Ultra 

Grain Free lamb 

and rice 


ed 	 Cardiomyopathy 
 | 	 golden 


Blue buffalo senior 
 | 	DCM 
 Dane 
 8y 
 mi 
 | 	 2years 


Instinct Raw Boost 

Lamb GF — now on 

Blue Buffalo. Beef 
heart for taurine 

BID 


| Dilated Cardiomyopathy--Occult, 
Ventricular Premature 

Contractions 



 | 	 Dobe 
 8y 
 | mn 
 [ 	 Forashort 

time (2 


bags) 


| 
| 

Dilated Cardiomyopathy, 

Congestive Heart Failure, Atrial 

Fibrillation, Syncope 


golden 
 9y 
 fs 


Alpha dog grain 

free chicken 


Dilated Cardiomyopathy, 

Subaortic Stenosis (SAS), Aortic 

Insufficiency 


Dogue de 

Bordeaux 


6y 
 |mn 

| 

Unknown brand 
 DCM 
 beagle 
 14y 
 | Mn 
 | 14y 
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Blue Wilderness DCM 	 Lab 9 MN 


Natures Recipe 
e 

Dilated carqiomyopalhy, Early 
left congestive heart failure 

Beagle/ 
Border 


collie 


12, MN | 2y 


B6 	 Blue buffalo 	 Dilated cardiomyopathy, afib Dobe 8 Mi
 B 

Unsure Dilated cardiomyopathy, 

Pulmonary hypertension, Sinus 
tachycardia, Congestive heart 

failure


labradoodle | 11y | mn | 11y (whole 

life) 


Changed to NonGF 

4 months ago 


| 

Blue Wilderness 
chicken (dry and 

canned) 	

Dilated cardiomyopathy, 
Pulmonary hypertension, 

Ventricular premature 

contractions (frequent), 

Congestive heart failure 


Lab mix 2y MN | 2y —whole 

ife 
\
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From: 	 Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=CF7C8BD53B6C45A39318A596ACEA7C53-

LPALMER> 


To: Rotstein, David; Jones, Jennifer L; Carey, Lauren 

Sent: 8/24/2018 6:03:17 PM 

Subject: RE: FYl-poss case-FW: canine taurine levels and DCM 

Attachments: 2015 genetics DCM.PDF 


Please note -	 B5 


Age of onset can also affect prognosis. There is a juvenile 

form of DCM in Portuguese water dogs. where age of onset 

is measured in weeks frombirth [43. 44]. while in most other 

cases age of onset is measured in years [45] 


From: Rotstein, David 

Sent: Friday, August 24, 2018 1:12 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: FYl-poss case-FW: canine taurine levels and DCM 


Thanks -we will watch 	 for it 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


ipd U.S. FOOD & DRUG 

ADMINISTRATION 


Bouo- e 

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: Jones, Jennifer L 


Sent: Friday, August 24, 2018 1:10 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.qov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov> 


Subject: FYl-poss case-FW: canine taurine levels and DCM 


Portuguese Water dogs 


Jennifer Jones, DVM 


Veterinary Medical Officer 

Tel: 240-402-5421 


FDA-CVM-FOIA-2019-1704-017562
 



P U 5. FO0D & ORUG - e

ADMINBTRATION 


From: Freeman, Lisa [mailto:Lisa.Freeman@tuftsedu] 
 

Sent: Friday, August 24, 2018 11:02 AM 


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


Subject: FW: canine taurine levels and DCM 


FYI - subsequent email indicated dogs were eating Acana. | reinforced the importance of reporting. 


I'm rechecking 2 of our dogs today so will send updates. 


| got the box for food and will send that Monday 

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 


petfood: or 


From: B6 i 

Sent: Friday, August 24, 2018 8:27 AM 

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


Subject: canine taurine levels and DCM 


Hello Dr. Freeman, 


| own a four year old Potuguese Water Dog who whelped a litter of pups last year. One of those 

puppies recently died suddenly from DCM at 15 mo. | alerted the other puppy owners and several 

have had heart ultrasounds on their dogs. Another puppy has mild DCM and another has a little valve 

leakage but no DCM. Both my bitch and the sire of this litter, and their sires and dams were tested for 


and all were normal 1-1. 


So, my question is, could this be diet related? | am going to contact the FDA with this information, but 

thought I'd investigate also. 


Thank you for your time, 
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6 ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 


To: Palmer, Lee Anne; Rotstein, David; Carey, Lauren 

Sent: 8/24/2018 6:11:05 PM 

Subject: RE: FYI-poss case-FWV: canine taurine levels and DCM 


Yes indeed, these dogs get a juvenile form of DCM. Contrary to most other breeds that get adult onset! Thanks, 

Lee AnneJ 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Palmer, Lee Anne 


Sent: Friday, August 24, 2018 2:03 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: FYl-poss case-FW: canine taurine levels and DCM 


Please note —| B5 : 


Age of onset can also affect prognosis. There is a juvenile 

form of DCM in Portuguese water dogs. where age of onset 

is measured in weeks frombirth [43. 44]. while in most other 

cases age of onset is measured in years [45]. 


From: Rotstein, David 


Sent: Friday, August 24, 2018 1:12 PM 

To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov> 


Subject: RE: FYI-poss case-FW: canine taurine levels and DCM 


Thanks -we will watch for it 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


i U.S. FOOD & DRUG 

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. 
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From: Jones, Jennifer L 


Sent: Friday, August 24, 2018 1:10 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 

Carey, Lauren <Lauren Carey@fda.hhs.gov> 

Subject: FYI-poss case-FW: canine taurine levels and DCM 


Portuguese Water dogs 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


(P24 U.S. FOOD & DRUG

AGMiNisTRATION 


From: Freeman, Lisa [mailto:Lisa.Freeman@tuftsedu] 
 

Sent: Friday, August 24, 2018 11:02 AM 

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

Subject: FW: canine taurine levels and DCM 


FYI - subsequent email indicated dogs were eating Acana. | reinforced the importance of reporting. 


I'm rechecking 2 of our dogs today so will send updates. 


I got the box for food and will send that Monday 

Thanks 

Lisa 


Lisa M. Freeman, DVM, PhD, DACVN 

Board Certified Veterinary Nutritionist™ 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 


From:; B6 

Sent: Friday, August 24, 2018 8:27 AM 

To: Freeman, Lisa < > 
 
lisa.freeman@tuftsedu.
Subject: canine taurine levels and DCM 


Hello Dr. Freeman, 


| own a four year old Potuguese Water Dog who whelped a litter of pups last year. One of those 

puppies recently died suddenly from DCM at 15 mo. | alerted the other puppy owners and several 

have had heart ultrasounds on their dogs. Another puppy has mild DCM and another has a little valve 

leakage but no DCM. Both my bitch and the sire of this litter, and their sires and dams were tested for 


and all were normal 1-1. 


So, my question is, could this be diet related? | am going to contact the FDA with this information, but 

thought I'd investigate also. 
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for your time, 
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6 ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren 
Sent: 8/1/2018 1:20:04 PM 
Subject: FW: heart disease and grain-free nutrition 

FYI-from Dr. Adin. 

Possible PFR-DCM 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Jones, Jennifer L 

Sent: Wednesday, August 01, 2018 9:19 AM 

To: 'Darcy Adin' <dbadin@ncsu.edu> 


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

Subject: RE: heart disease and grain-free nutrition 


Thank you, Dr. Adin. 

If the owner believes the dogs' illness was related to the food, he can submit the pet food report to FDA: 


https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm182403.htm 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Darcy Adin [mailto:dbadin@ncsu.edu] 

sent; July 25, 2018 4:26 PM 


I am so sorry for your loss! Yours is a familiar story that has been lived by others. It sounds like your pups could have been 

similarly affected like some other dogs that we have seen and reported. 


I would be happy to look at their records and this may indeed help us. Did either of them have an echocardiogram 

performed? Sending the information to this email would be best. 


Thank you for reaching out, 

Take care 

Darcy 


> On Jul 25, 2018, at 4:07 P! 

> 


> Hello, 

> 


> | read about your study in the NY Times (I am sure that you are inundated with similar messages today). My family has a 


case that you may be interested in. We had two Boston Terriers that, although were three years apart in age, developed 

severe heart disease in parallel. We finally had to put them down this past fall (they were ages 9 and 12). 

> 


> Two years prior we had switched to a grain free diet (California natural - kangaroo and red lentils). The youngest one had 

allergies and was licking her paws obsessively. The older one had no allergies, but we switched them both to the same 

food out of convenience. 

> 

> The dogs had been perfectly healthy (other than the alergies). We had extensive testing done (xrays on both, an mri on 

the younger one). We would be happy to have the vet send their information to you if it would be helpful. Incidentally, we 
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> If not, | completely understand (and sorry for the bother), but | wanted to reach out in case you are looking for other 


related case. 

> 

> Best, 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-


DROTSTEI> 


To: Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 

Sent: 8/1/2018 1:21:13 PM 

Subject: RE: heart disease and grain-free nutrition 


Will be on the look out. thanks 


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 

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: Jones, Jennifer L 

Sent: Wednesday, August 01, 2018 9:20 AM 


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

<Lauren.Carey@fda.hhs.gov> 

Subject: FW.: heart disease and grain-free nutrition 


FYI-from Dr. Adin. 

Possible PFR-DCM 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Jones, Jennifer L 

Sent: Wednesday, August 01, 2018 9:19 AM 

To: 'Darcy Adin' <dbadin@ncsu.edu> 

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

Subject: RE: heart disease and grain-free nutrition 


Thank you, Dr. Adin. 

If the owner believes the dogs' illness was related to the food, he can submit the pet food report to FDA: 


https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm182403.htm 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Darcy Adin [mailto:dbadin@ncsu.edu] 

S y, July 25,2018 4:26 PM 
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I 

1.am so sorry for your loss! Yours is a familiar story that has been lived by others. It sounds like your pups could have been 

similarly affected like some other dogs that we have seen and reported. 


would be happy to look at their records and this may indeed help us. Did either of them have an echocardiogram 

performed? Sending the information to this email would be best. 


Thank you for reaching out, 

Take care 

Darcy 


> On Jul 25, 2018, at 4:07 P! 

> 

> Hello, 

> 


> | read about your study in the NY Times (I am sure that you are inundated with similar messages today). My family has a 

case that you may be interested in. We had two Boston Terriers that, although were three years apart in age, developed 

severe heart disease in parallel. We finally had to put them down this past fall (they were ages 9 and 12). 

> 


> Two years prior we had switched to a grain free diet (California natural - kangaroo and red lentils). The youngest one had 

allergies and was licking her paws obsessively. The older one had no allergies, but we switched them both to the same 

food out of convenience. 

> 


> The dogs had been perfectly healthy (other than the alergies). We had extensive testing done (xrays on both, an mri on 

to have the vet send their information to you if it would be helpful. Incidentally, we 


> If not, | completely understand (and sorry for the bother), but | wanted to reach out in case you are looking for other 

related case. 

> 


> Best 
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From: Darcy Adin <dbadin@ncsu.edu> 

To: Jones, Jennifer L 

CcC: Peloquin, Sarah 

Sent: 8/2/2018 2:03:25 AM 
Subject: Re: heart disease and grain-free nutrition 

Thank you Jennifer - | suggested that to the owners so hopefully they will do that. | reviewed one of the dogs 

echocardiogram report, and while it says CHF due to degenerative mitral valve disease, the numbers indicate significant 

myocardial failure which is consistent with DCM. 


Thanks for all your work with this. 

Take care 

Darcy 


>0On Aug 1, 2018, at 9:18 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 

> 


> Thank you, Dr. Adin. 


> If the owner believes the dogs' illness was related to the food, he can submit the pet food report to FDA: 

> 


> https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm182403.htm 

> 


> 


> Jennifer Jones, DVM 

> Veterinary Medical Officer 


> Tel: 240-402-5421 


Original Message: 

> From: Darcy Adin [mailto:dbadin@ncsu.edu] 


Wednesday, July 25, 2018 4:26 PM 


Re: heart disease and grain-free nutrition 


> | am so sorry for your loss! Yours is a familiar story that has been lived by others. It sounds like your pups could have 

been similarly affected like some other dogs that we have seen and reported. 

> 


> | would be happy to look at their records and this may indeed help us. Did either of them have an echocardiogram 


performed? Sending the information to this email would be best. 

> 


> Thank you for reaching out, 

> Take care 

> Darcy 

> 


>>On Jul 25, 2018, at 4:07 PM, 

>> 


>> Hello, 

>> 


>> | read about your study in the NY Times (I am sure that you are inundated with similar messages today). My family has 

a case that you may be interested in. We had two Boston Terriers that, although were three years apart in age, developed 

severe heart disease in parallel. We finally had to put them down this past fall (they were ages 9 and 12). 

>> 


>> Two years prior we had switched to a grain free diet (California natural - kangaroo and red lentils). The youngest one 

had allergies and was licking her paws obsessively. The older one had no allergies, but we switched them both to the same 

food out of convenience. 

>> 


>> The dogs had been perfectly healthy (other than the alergies). We had extensive testing done (xrays on both, an mri on 
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the younger one). We would be happy to have the vet send their information to you if it would be helpful. Incidentally, we 


>> If not, | completely understand (and sorry for the bother), but | wanted to reach out in case you are looking for other 

related case. 

>> 


>> 

>> 


FDA-CVM-FOIA-2019-1704-017572
 



From: 	 Reimschuessel, Renate </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=4C00C47AE2794134B2906D6B9252FCF6-

RREIMSCH> 


To: Katherine.Huebner@fda.hhs.go 

Ccc: Ceric, Olgica 

Sent: 8/7/2019 7:08:24 PM 

Subject: FW: VET LIRN updates for AVMA? 

Attachments: Vet-LIRN update for AVMA-08-07-2019-v1.docx; Vet-LIRN update for AVMA-08-07-2019-v1.pdf 


Katherine 

Olga forward your message to me. 

Here is Vet-LIRN'’s update 


I'm including the word file in case you want to incorporate into a CVM group document 


Please let me know if you need additional info or if something isn’t clear. 


Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN 

Phone 1- 240-402-5404 

Fax 301-210-4685 

http:/wrenwfda.gov/ AnimalVeterinary/ScienceResearch/ucm247334htm 
 


From: Ceric, Olgica 

Sent: Friday, August 2, 2019 6:48 AM 


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

Subject: Fwd: VET LIRN updates for AVMA? 


See below 


From: Huebner, Katherine <Katherine.Huebner@fda.hhs.gov> 

Date: August 1, 2019 at 10:51:59 PM GMT+2 


To: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov> 


Subject: VET LIRN updates for AVMA? 


Hi Olga, 


| will be heading to the AVMA council meeting for public health on behalf of Diana Link this September to 

provide CVM updates. Are there any updates that you would like me to share about Vet LIRN? Updates will be 

provided verbally and in writing, and may be shared with others outside the group. If you have any new updates 

since Diana last summary (see attached), please send to me by August 22. 

Thanks! 


Katherine (Kate) Huebner, VMD 

Veterinary Medical Officer 


Center for Veterinary Medicine 

Office of Surveillance and Compliance 

Division of Surveillance - Medical Review Team 

U.S. Food & Drug Administration 

Tel: 240-402-4347 

katherine.huebner@fda.hhs.gov 


FDA-CVM-FOIA-2019-1704-017573
 



it U.S. FOOD & DRUG 

ADMINISTRATION 


@om- o 


FDA-CVM-FOIA-2019-1704-017574
 



Withheld in Full as B5
 



Withheld in Full as B5
 



From: 	 Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-

SARAH.PELOQ> 


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

cc: Jones, Jennifer L; Nemser, Sarah; Ceric, Olgica; Reimschuessel, Renate 

Sent: 8/29/2018 12:54:31 PM 

Subject: 

Attachments: 


Update: one more mrx 	attached for prior hx of repeated% B6 


From: Peloquin, Sarah 


Sent: Tuesday, August 28, 2018 8:31 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Carey, 

Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Ceric, 


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

Subject: 800.267 EON-358522 alo GF 


Interview +/- food pending 

Will ask if necropsy was performed 


4 yr MN Great Dane 

mrx_per. Q. 

h/o 




. no other existing health conditions per cardio mrx; eats GF Halo 


ER visit for tachycardia; coughing, vomiting, and leth x1 week; PE: irregular heart rhythm, intermittent 

ropped pulses, harsh bilat BV sounds; EKG a tachycardia, absent/buried p waves, irregular RR interval; tFAST 


uid, minimal LV contract, incr LA size; aFAST peritoneal fluid a transferred to Tufts 

iTufts: HR 210 230 grade 2/6 murmur, weak pulses; echo a severe dllated Lv w/ marked decr contract, 


S, 


echeck at Tufts; not eating well, lethargic; gallop, murmur 2/6; echo a large volume ascites, no 

pl /pericard effusnon EKG a a-fib, HR 220, rare VPCs; abdominocentesis removed 3.2 L straw fluid; BW 

showed eleva ey values; added B6 i 

Died at home; B6 


From: Rotstein, David 

Sent: Monday, July 9, 2018 9:13 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@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> 

Subject: more DCMFW: Halo grain-free dry food (exact variety unknown): Lisa Freeman - EON-358522 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 
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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: PFR Event [mailto:pfreventcreation@fda.hhs.gov] 

Sent: Monday, July 09, 2018 9:00 AM 

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


<HQPetFoodReportNotification@fda.hhs.gov>;: Bé 

Subject: Halo grain-free dry food (exact variety unknown): Lisa Freeman - EON-358522 


A PFR Report has been received and PFR Event [EON-358522] has been created in the EON System 


A "PDF" report by name "2051557-report.pdf" is attached to this email notification for your reference. 


Below is the summary of the report 


EON Key: EON-358522 

ICSR #: 2051557 

EON Title: PFR Event created for Halo grain-free dry food (exact variety unknown); 2051557 


AE Date Number Fed/Exposed 


Best By Date Number Reacted 1 


Animal Species Dog Outcome to Date Stable 


Breed Great Dane 


Age B6: Years 


District Involved | PFR-New England DO 


Product information 

Individual Case Safety Report Number: 2051557 

Product Group: Pet Food 

Product Name: Halo grain-free dry food (exact variety unknown) 

Description: DCM and CHF Taurine not measured 

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 Reacted With Product: | 


Product Name Lot Number or ID | Best By Date 


Halo grain-free dry food (exact variety unknown) 


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-358522 


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

https://eon fda.gov/eon//EventCustomDetailsAction!viewReport jspa?decorator=none&e=0&issue Type=12& 

issueld=375146 


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

cc: Reimschuessel, Renate; Jones, Jennifer L; Ceric, Olgica 

Sent: 9/28/2018 1:40:35 PM 

Subject: 

Attachments: 


Owner interview attached 

Food pending (RR Nutrish) 

Will request prior mrx from rdvm 


From: Peloquin, Sarah 


Sent: Thursday, September 20, 2018 1:02 PM 


To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee 


Anne <LeeAnne.Palmer@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 

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


<Jennifer.Jones@fda.hhs.gov Igica <Olgica.Ceric@fda.hhs.gov> 

Subject: 800.267 EON-365002; multi 


Interview +/- food pending 

Normal tau 


6 yr MN Great Dane 

B6 


2/17/18: rdvm visit for coughing/gagging at home; pulse ox 98%, BW unremarkable, T4 wnl (1.9); non-synch 

, tachycardic w/ irregular rhythm; 4DX neg; EKG a A fib; rec ASAP cardio consult 


rardio consult; 2/6 L sys murmur, weak arterial pulse, irregular tachycard, mild dyspnea, norm BV 

rads a mod-marked gen cardiomegaly, pulm vasc/parenchyma consistent with decomp CHF and cardio 


pulm edema; EKG a A-fib w/ rapid ventric resp rate, HR 250; echo a thin LV wall w/ marked decr contract and 


dilation, dilated RV/RA, mod dil LA, trace pleural effusion, FS 19.93%; dx DCM, CHF, A fib; hosp overnight for 


try a VPCs and non-sustained V tach; sent home witk B6 

ref 0-900) : i 

8: recheck cardio, doing well at home home coughs 1-2x/day, e/d well, good exercise tolerance; grade 3/6 


holosys murmur, fair arterial pulse, irregularly irregular rhythm, normal resp; echo a thin LV walls with 

progressively incr LV size and marked decr contract, marked LA dil, dilated RA/RV, FS 16.73%; EKG a A fib w/ 


rapid ventric resp rate, HR 200, rare isolated VPCs; incr ! B6 irec 

recheck echo 4-6 mos 


Diet history: Blue Seal Natural 26 puppy-14 mos; Nature’s Variety Instinct Raw Boost chicken 14 mos-January 

2018; Rachael Ray Nutrish chicken/veggies January 2018-present; Nutro GF chicker/lentil/SP January 2018--? 


From: Rotstein, David 

Sent: Wednesday, September 12, 2018 8:11 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 

<Sarah.Peloguin@fda.hhs.gov>; Queen, Jackie L <Jackie.Queen@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

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

EON-365022 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 
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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.qgov. 


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

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

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

<HQPetFoodReportNotification@fda.hhs.gov>;: B6 

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


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


A "PDF" report by name "2054861-report.pdf" is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2054861-attachments.zip" 

and is attached to this email notification. 


Below is the summary of the report: 


EON Key: EON-365022 

ICSR #: 2054861 

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

and Veggie dry; 2054861 


AE Date B6 Number Fed/Exposed | 1 


Best By Date Number Reacted 1 


Animal Species Dog Outcome to Date Stable 


Breed Great Dane 


Age 6 Years 


District Involved | PFR-New England DO 


Product information 

Individual Case Safety Report Number: 2054861 
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Product Group: Pet Food 

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

Description: DCM and CHF, Owner was feeding Natures Variety until ~1/8/18 then switched to Rachel Ray. 

Presented to ER for coughin ‘r DCM and CHF diagnosed (with atrial fibrillation). Taurine not measured 

and diet not changed. Re-evalliatéd 9710/18 and no improvement. Whole blood taurine pending and owner is 

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

answer any additional questions 

Submission Type: Initial 

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

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

Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: 1 


Product Name Lot Number or ID | Best By Date 


Nature's Variety Instinct Raw Boost Chicken dry 


Rachel Ray Nutrish Chicken and Veggie dry 


Sender information 

Lisa Freeman 

200 Westboro Rd 

North Grafton, MA 01536 


USA 


Owner information 


BG USA 


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


https://eon.fda.gov/eon//browse/EON-365022 


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

https://eon.fda.gov/eon/EventCustomDetailsAction!viewReport.jspa?decorator=nonede=08issueType=128& 

issueld=381781 


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

To: Burkholder, William 
Sent: 5/19/2018 1:06:27 AM 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Renate Reimschuessel V.M.D. Fh.D. Vet-LIRN 

Phone 1-240-402-5404 

Faz 301-210-4685 

http:/iwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 


From: Burkholder, William 


Sent: Friday, May 18, 2018 5:04 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 

<Randall. Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 


<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 

<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Bill 

What Socrates is really supposed to have said: **The only true wisdom is in knowing that you know nothing.” 
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From: Palmer, Lee Anne 


Sent: Friday, May 18, 2018 2:09 PM 

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

<Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov> 

vSubject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


‘I also cleaned up and BS E(added a few things). Thanks — hope we can figure 

this one out! 

Lee Anne 


From: Jones, Jennifer L 

Sent: Friday, May 18, 2018 1:54 PM 


To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Paimer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall. Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


B5 

Any other ideas or suggestions? 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Hartogensis, Martine 

Sent: Friday, May 18, 2018 11:58 AM 


To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Thank you Jen! Sounds good and looking forward to the meeting. 

Martine 


From: Jones, Jennifer L 


Sent: Friday, May 18, 2018 6:42 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 
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Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


B5 

B5 


Jennifer Jones, DVM 


Veterinary Medical Officer 

Tel: 240-402-5421 ’L 
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From: Hartogensis, Martine 

Sent: Thursday, May 17, 2018 7:52 PM 

To: DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 


<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Yes, excellent work! i B5 


B5 

Thanks in advance! 


Martine 


From: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov> 


Date: May 17, 2018 at 2:27:35 PM EDT 


To: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov>, Hartogensis, Martine 


<Martine. Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 


<David.Rotstein@fda.hhs. gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall Lovell(@fda.hhs.gov>, Reimschuessel, 


Renate <Renate.Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 


<Sarah.Nemser(@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Indeed! Brands mentioned included California Naturals, Rachel Ray, Ellen DeGeneres’ Halo brand - esp the 

vegan formulation - and a few other niche brands I didn’t catch. 


From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov> 


Date: May 17, 2018 at 2:14:48 PM EDT 


To: DeLancey, Siobhan <Siobhan.Delancey(@fda hhs.gov>, Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, 


Renate <Renate.Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric(@fda.hhs.gov>, Nemser, Sarah 

<Sarah.Nemser(@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Hah! Perfect timing! We're all heading down the same path... 
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From: DeLancey, Siobhan 


Sent: Thursday, May 17, 2018 2:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

As luck would have it, I'm at CE today listeningt talk about nutrition and 

cardiomyopathies. See attached slide 


From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Date: May 17, 2018 at 2:06:04 PM EDT 


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


Rotstein, David <David.Rotstein@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris(@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 


Ceric, Olgica <Olgica.Ceric(@fda.hhs.gov>, Nemser, Sarah <Sarah Nemser(fda.hhs.gov> 


Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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From: Hartogensis, Martine 

Sent: Thursday, May 17, 2018 11:59 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 


Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 


Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 

Excellent work Jen!! 


Martine 


From: Jones, Jennifer L 


Sent: Thursday, May 17, 2018 11:29 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 


Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 


Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


B5 

Please see the PPT for the rationale/summary 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Rotstein, David 
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Sent: Monday, May 14, 2018 10:22 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: R CM and meetign with Cardiac Care for Pets 


B5 i Once we get a better handle on a specific cause, we can work on that. 


From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Date: May 14, 2018 at 9:09:17 AM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones, 


Jennifer L <Jennifer.Jones(@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 

Norris, Anne <




Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey@fda.hhs.gov>, Lovell, 


Randall A <Randall.Lovell(@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

This is very interesting. ! BS 


i BS i 

Martine 


From: Palmer, Lee Anne 

Sent: Friday, May 11, 2018 4:30 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

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


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


From: Rotstein, David 


Sent: Friday, May 11, 2018 4:14 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 

Lee Anne, 


B5
This is fantastic 


From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov> 

Date: May 11, 2018 at 4:06:05 PM EDT 
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To: Rotstein, David <David.Rotstein(@fda.hhs.gov>, Hartogensis, Martine <Martine Hartogensis(@fda.hhs.gov>, 


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

Cc: Burkholder, William <William Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey@fda.hhs.gov>, Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


B5 


From: Rotstein, David 

Sent: Wednesday, May 9, 2018 4:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


Sounds very intriguing!!! 


From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov> 


Date: May 9, 2018 at 4:09:18 PM EDT 


To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 


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

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov> 
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I spoke with
Good Afternoon,

Subject: RE: DCM and meetign with Cardiac Care for Pets 


B5 

BS 


From: Hartogensis, Martine 


Sent: Wednesday, May 9, 2018 2:17 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Paimer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Subject: RE: DCM and meetign with Cardiac Care for Pets 

Awesome, thank you Dave! 


Martine 


From: Rotstein, David 


Sent: Wednesday, May 09, 2018 2:06 PM 

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


<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov

Cardiac Care for Pets. He is going to look into times/dates with the cardiologists 

there and we can set the meeting up from that point. 

Just some basic information; 
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Subject: RE: DCM and meetign with Cardiac Care for Pets 


As a side note, there is a facebook page dedicated to this issue: 

https://www.facebook.com/groups/1952593284998859/about/ 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 
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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: Hartogensis, Martine 

Sent: Tuesday, May 08, 2018 10:58 AM 


To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.qov>; Palmer, 


Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Subject: RE: DCM 

Thank you Jen and Dave! Very interesting and sounds like you all are on i B6


B6 

Keep us posted! 

Thanks again! 

Martine 
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Hi Martine, 


I'm happy to share more info as needed. 

Jen 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[ U.S. FOOD & DRUG -


From: Rotstein, David 


Sent: Tuesday, May 08, 2018 9:45 AM 


To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Subject: RE: DCM 

Martine, 


Jen and | spoke with cardiologists from NCSU and a few other institutions. That's how we were able to get the 

information. 


Looping in Jen. 

Thanks for the update! 

dave 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


ip U.S. FOOD & DRUG 

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: Hartogensis, Martine 


Sent: Tuesday, May 08, 2018 9:00 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Subject: RE: DCM 

Thank you Dave! We did not go around yesterday because the Vet-LIRN folks came in for their routine 

presentation. 
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BS 

Might be a good opportunity for us to partner with some cardiology folks.... 

Martine 


From: Rotstein, David 

Sent: Monday, May 07, 2018 1:13 PM 


To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 


Subject: Re: DCM 

Martine. 


B5 

There's a way to go on this moving forward. 

Dave 


From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Date: May 7, 2018 at 1:03:13 PM EDT 


To: Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: DCM 

Hi Dave! 

Do you have any more details on the DCM and grain free diet issue? 

Martine 
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B6

From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-

JENNIFER.JO> 


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

cc: Ceric, Olgica; Nemser, Sarah; Reimschuessel, Renate 

Sent: 9/10/2018 11:45:21 AM — 

Subject: RE: 800.267-DCM Cluster-EON-351879; B6 Freeman-vet-BIue Buffalo Basics salmon and 


potato dry food - regular and grain-free 

Attachments: T_20735.pdf 


FYIl-Updated Tau-WB} 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


i v Foop & oRUG 5 


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 <Olgica.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-35187 reeman-vet-Blue Buffalo Basics salmon and potato 

dry food - regular and grain-free 


MRx summary-part of DCM cluster; 


B6 7 yr MC Doberman Pinscher Mix 


Presenting complaint 4/3/2018: vaccines, no concerns a stal B6 recheck 4/4: diarrhea 

5x today, diarrhea/urination in house after starting the drugs, vet gave; B6 & 


i B6 i 


PE 4/3: crt 2 sec, arrhythmia-irregularly irregular, short stretches of tachycardia, Gr I1/VI murmur, clear lungs & 

eupneic, mild flank alopecia 


-4/4: HR 170, irregularly irregular rhythm, Gr I/VI left apical pansystolic murmur, moderate synchronous 

pulses 

Labs: 4/4 Echo: moderate DCM (LV > RV), mod LA dilation, Afib 


4/4 ECG: Afib 

Whole blood Tau: 29 (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 during bouts of diarrhea, Stewards freeze dried beef liver treats; takes Omega 3 fish oil, just began 


H B6 takes Rx with Natural balance or Merricks canned food (varied 

flavors), occ Pill Pockets-grain free; 

Prior Mhx:; B ; 
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Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[ U.S. FOOD & DRUG

ADMINISTRATION TEEN 


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 

<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>; 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 


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> 

Subject: Blue Buffalo Basics salmon and potato dry food - regular and grain-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 
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Product Name 

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 

(rotates between regular and grain free version of this diet). Recently, diagnosed with DCM and whole blood 

taurine was 29 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. 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: | 


Lot Number or 

D 

Best By 


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.gov/eon//browse/EON-351879 


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

https://eon.fda.gov/eon//EventCustomDetails Action!viewReport jspa?decorator=none&e=0&issueType=12& 


issueld=368267 
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This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 

information pursuant to your signed Acceptance of Commission 


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


that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 


The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 


through your local district FDA office. 


Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods(@fda.hhs.gov immediately. 
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From: loshuaA Stern.sisten@ucdavis.edu> 
To: i B 

cc: T REIMSERTESSEN, Rénate 
Sent: 8/17/2018 2:40:11 PM 
Subject: Re: Diet and Taurine Table - EON-359970 

I believe the FDAs link which I typically share provides plenty of information and direction for clients. 


https://www.fda.gov/animalveterinarv/safetvhealth/reportaproblem/ucm 182403 .htm 


Thanks for your continued work on this issue Dr. Reimschuessel. 


Best 


Josh 


Joshua Stern, DVM, PhD, DACVIM (Cardiology) 

Associate Professor of Cardiology 

Department of Medicine & Epidemiology 


~Linivassituof California Davis; CCAH Room 258 

B6 cell (530)752.2475 office 


stern@ucdavis.edu 


Associate Editor - Journal of Veterinary Cardiology 

www.journals.elsevier.com/journal-of-veterinary-cardiolog 


On Aug 17,2018, at 7:10 AM,i __B6 i< B6 b wrote: 


Dr. Reimschuessel, 


We are getting more cases reported in our Facebook groups of low taurine, DCM, and deaths caused by DCM. 1 

feel we need to have a stand alone file that will provide people with detailed information on how to submit their 

case to the FDA. We have the portal address you provided, but do you have an existing document we could post 

that explains the process, what to expect, what records they need to have ready, how they will be contacted, etc.? 


Thank you for anything you can provide to us. I have copied Dr. Stern on this message. 


B6 


On Wed, Aug 1, 2018 at 6:53 AM, Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs.gov> wrote: 


Dea 

Thank y: ry much for providing the link and the information. 


I would encourage you to ask the contributing owners (or general site users) to report their cases to FDA, using 

the portal link below. 


It is important to have their information officially recorded and documented by FDA 
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A consumer report can be submitted through the Safety Reporting Portal: 


https://www.safetyreporting.hhs.gov 


Again, thank you for sharing the links to your data. 


Dr. Reimschuessel 


Renate Reimschuessel VM.D. Ph.D. Director Vet-LIRN 

Phone 1- 240-402-5404 

Fax 301-210-4685 


http: www fila, gov Animal\eterinary ScienceResearch uem - him 


From [mailt 


Sent: Wednesday, August 1, 2018 9:33 AM 

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


Subject: Diet and Taurine Table 


Dr. Reimschuessel, 


My name is and I was contacted by:_ regarding our online Diet and Taurine 

Table. The "Diet and Taurine Table" is available for online viewing to members of the "Taurine Deficiency in 

Golden Retrievers" and "Taurine-Deficient Dilated Cardiomyopathy" FaceBook groups, however, anyone with 

the link to the table is able to view it. For security, the table is maintained outside of Facebook in a dedicated 

Google Drive account. No one has access to modify the table except myself. 


The purpose of the "Diet and Taurine Table" allows dog owners the opportunity to share information about 

taurine levels, taurine-deficient Dilated Cardiomyopathy (DCM) and the food their dogs were fed prior to testing. 

It is not intended to show how dogs with low taurine, DCM or Congestive Heart Failure (CHF) were medically 

treated. All dogs submitted must have been taurine tested by a licensed laboratory. Taurine test results in either 

the LOW or NORMAL range are accepted. 


Every Friday I create a PDF snapshot of the table that is printer-friendly. I think that may have been what 

sent you. The online table will provide you more information. 
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To view the online table, please use this link: 


B6 


Owners complete an online questionnaire and their responses are automatically entered into the table. Here is the 


link to the online submission form that feeds the table: 


https://goo.gl/forms/0dnUZ6nosuR9IDHRR2 


If you have any questions regarding the form, please let me know. It is simply a spreadsheet and all the data can 

be extracted to a .csv file 


Thank you, 
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE> 


To: Rotstein, David; Norris, Anne; Hartogensis, Martine; Jones, Jennifer L; Burkholder, William; 

Reimschuessel, Renate 


cc: DeLancey, Siobhan 

Sent: 8/13/2018 7:04:20 PM 

Subject: RE: Food Safety News Query: DCM follow-up 


| think that's very good, Anne. | support your approach. J 


From: Rotstein, David 


Sent: Monday, August 13, 2018 3:02 PM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Burkholder, 

William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov> 


Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


That will work! 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


ipd U.S. FOOD & DRUG 

ADMINISTRATION 


mon -

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: Norris, Anne 

Sent: Monday, August 13, 2018 3:01 PM 


To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


B5 iPlease advise if you see anything you'd recommend changing. 
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From: Palmer, Lee Anne 

Sent: Monday, August 13, 2018 10:55 AM 


To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Burkholder, 


William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 


Rotstein, David <David.Rotstein@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


Hi — just a few additional comments. 


From: Hartogensis, Martine 


Sent: Monday, August 13, 2018 10:51 AM 


To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, 


Anne <Anne.Norris@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee 


Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


Added to #3. 


From: Carey, Lauren 

Sent: Monday, August 13, 2018 10:28 AM 


To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, 

Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 


Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


My comments below. 


From: Jones, Jennifer L 


Sent: Monday, August 13, 2018 9:45 AM 


To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 
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Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate 


<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 


Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


My comments below. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG /(,-;a 


From: Norris, Anne 

Sent: Monday, August 13, 2018 9:34 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Jones, Jennifer L 


<Jennifer. Jones@fda.hhs.gov>; 
Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee 


Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: Food Safety News Query: DCM follow-up 


Good morning! 
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Thanks, 


Anne 


Anne Norris 

Strategic Initiatives 


Office of the Director 

Center for Veterinary Medicine 

U.S. Food & Drug Administration 

0:240-402-0132 

M: 240-704-0579 

Anne Norris@fda.hhs.gov 


il U.S, FOOD & DRUG 

ADMINISTRATION 
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From: 

To: 

cc: 

Sent: 
Subject: 

Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-
ANNE.NORRIS> 

Hartogensis, Martine; Carey, Lauren; Jones, Jennifer L; Burkholder, William; Reimschuessel, 

Renate; Rotstein, David 
DeLancey, Siobhan 

8/13/2018 7:01:06 PM 
RE: Food Safety News Query: DCM follow-up 

B5 ?Iease advise if you see anything you'd recommend changing. 

Thanks, 
Anne 

From: Palmer, Lee Anne 

Sent: Monday, August 13, 2018 10:55 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Burkholder, 

William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Rotstein, David <David.Rotstein@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


Hi — just a few additional comments, 


From: Hartogensis, Martine 


Sent: Monday, August 13, 2018 10:51 AM 


To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, 


Anne <Anne.Norris@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Paimer, Lee 

Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


FDA-CVM-FOIA-2019-1704-017605
 



Added to #3. 


From: Carey, Lauren 

Sent: Monday, August 13, 2018 10:28 AM 


To: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, 

Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cec: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


My comments below. 


From: Jones, Jennifer L 


Sent: Monday, August 13, 2018 9:45 AM 


To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 


Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 


<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


My comments below. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG

prvinrtyrel 


From: Norris, Anne 

Sent: Monday, August 13, 2018 9:34 AM 


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


<Jennifer.Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee 


Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Subject: Food Safety News Query: DCM follow-up 


Good morning! 
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Thanks, 


Anne 


Anne Norris 

Strategic Initiatives 


Office of the Director 

Center for Veterinary Medicine 

U.S. Food & Drug Administration 

0:240-402-0132 

M: 240-704-0579 

Anne.Norris@fda.hhs.gov 
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From: 	 Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073-

MHARTOGE> 


To: 	 Carey, Lauren; Jones, Jennifer L; Norris, Anne; Burkholder, William; Reimschuessel, Renate; 

Rotstein, David; Palmer, Lee Anne 


cc: DeLancey, Siobhan 

Sent: 8/13/2018 2:51:27 PM 

Subject: RE: Food Safety News Query: DCM follow-up 


Added to #3. 


From: Carey, Lauren 


Sent: Monday, August 13, 2018 10:28 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, 

Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: Food Safety News Query: DCM follow-up 


My comments below. 


From: Jones, Jennifer L 


Sent: Monday, August 13, 2018 9:45 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 


Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 


<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Subject: RE: Food Safety News Query: DCM follow-up 


My comments below. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[C4} U.S. FOOD & DRUG

KEwinaTAATION RN 


From: Norris, Anne 


Sent: Monday, August 13, 2018 9:34 AM 

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

<Jennifer.Jones@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee 


Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: Food Safety News Query: DCM follow-up 


Good morning! 
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Thanks, 


Anne 


Anne Norris 

Strategic Initiatives 


Office of the Director 

Center for Veterinary Medicine 

U.S. Food & Drug Administration 

0:240-402-0132 

M: 240-704-0579 

Anne Norris@fda.hhs.gov 
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From: Norris, Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=891982B43D804C9396555BAF36C73DE1-

ANNE.NORRIS> 

To: Jones, Jennifer L; DeLancey, Siobhan; Hartogensis, Martine; Burkholder, William; Rotstein, 

David; Palmer, Lee Anne; Carey, Lauren; Peloquin, Sarah 
cc: Ceric, Olgica; Reimschuessel, Renate 
Sent: 12/7/2018 1:13:58 PM 
Subject: RE: FYI-DCM Article-FW: article 

Thanks! 


From: Jones, Jennifer L 


Sent: Friday, December 7, 2018 8:07 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 


<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Peloquin, Sarah 

<Sarah.Peloquin@fda.hhs.gov> 

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

<Renate.Reimschuessel@fda.hhs.gov> 

Subject: FYI-DCM Article-FW: article 


From Dr. Adin. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG /,4-‘ .

AOMINISTRATION 2 


From: ADIN,DARCY BRITTAIN <adind@ufl.edu> 

Sent: Friday, December 07, 2018 7:49 AM 


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

Subject: article 


Hi Jen, 


Just thought I'd share out diet DCM paper from NCSU with you. Itis available for sharing but won't be in the 

journal til 2019. 


It was great to talk this week and hear all the progress you've made! 


Take care 

Darcy 


Darcy B. Adin, DVM, Diplomate ACVIM (Cardiology) 

Clinical Associate Professor, Cardiology 

University of Florida 

College of Veterinary Medicine 

PO Box 100136 


2015 SW 16 Ave 

Gainesville, FL 32608 

(352) 294-8606 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-
JENNIFER.JO> 

To: hua A Stern; Peloquin, Sarah 

Ccc: . 

9 :42: Sent: 

Subject: RE: Necropsy on nutritionally mediate DCM case 

Thank you, Josh. | contacte yesterday, and we're coordinating the tissue 

collection/histopathology. 

Many thanks for referring her to us!! 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG 


From: Reimschuessel, Renate 


Sent: Wednesday, September 19, 2018 1:08 PM 

To: Joshua A Stern <jstern@ucdavis.edu>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah 

<Sarah.Peloquin@fda.hhs.gov> 

Cci B6 

Subject: RE: Necropsy on nutritionally mediate DCM case 


Thank you so much for assisting in our investigation 

Drs. Jones and Peloquin can help you with logistics of shipping and billing. 


Again — we really appreciate your work. 

Dr. Reimschuessel 


Renate Reimschuessel V.M.D. Ph.D. Director Vet-LIRN 

Phone 1-240-402-5404 


Fax 301-210-4685 

http:/ v fda.govi AnimalVeterinary/ScienceR esearch/ucm247334.him 


From: Joshua A Stern <jstern@ucdavis.edu> 

Sent: Wednesday, September 19, 2018 12:24 PM 


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

Cc: B6 } 

Subject: Necropsy on nutritionally mediate DCM case 


Hi - | was contacted about a dog with DCM that was eating a suspect diet and was euthanized. | advised on 

necropsy procedure ant the clinician did this and collected samples. They now need to make contact with you 

about the process. They are CC’d on this email. 
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Best 


Josh 


Joshua Stern, DVM, PhD, DACVIM (Cardiology) 

Associate Professor of Cardiology 

Department of Medicine & Epidemiology 

University of California Davis; CCAH Room 258 


el (530) 752.2475 office 

tern@ucda du 


Associate Editor - Journal of Veterinary Cardiology 

www.journals.elsevier.com/journal-of-veterinary-cardiology 
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From: Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-

JENNIFER.JO> 


To: Burkholder, William; Rotstein, David; Hartogensis, Martine; Palmer, Lee Anne 

cc: Reimschuessel, Renate; Carey, Lauren; DeLancey, Siobhan; Noris, Anne 

Sent: 8/9/2018 3:28:26 PM 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


BS 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG /,,»X-\

ADMINISTRATION 


From: Burkholder, William 

Sent: Thursday, August 09, 2018 11:25 AM 


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

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


Oh, oh, oh, my head is hurting, but .... 


These are my initial ideas and are not absolutes by any stretch of the imagination. They are only advanced for 

consideration, debate and modification. 


From: Jones, Jennifer L 


Sent: Thursday, August 09, 2018 10:49 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.qov>; 


Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 
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<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


B5 

‘Thoughts? 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG 
KOMINISTRATGN -
 .


From: Rotstein, David 

Sent: Thursday, August 09, 2018 10:47 AM 

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

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 


<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


B5 


From: Burkholder, William <William.Burkholder(@fda.hhs.gov> 


Date: August 9, 2018 at 10:45:04 AM EDT 

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


Palmer, Lee Anne <LeeAnne Palmer(@fda.hhs.gov> 

Cec: Rotstein, David <David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate 

<Renate Reimschuessel@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, DeLancey, Siobhan 

<Siobhan.Delancey(@fda.hhs.gov>, Norris, Anne <Anne Norris@fda.hhs.gov> 


Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


BS 

From: Jones, Jennifer L 

Sent: Thursday, August 09, 2018 10:36 AM 


To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Hartogensis, Martine 


<Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cec: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 


<Renate. Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 


Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


BS 

Jennifer Jones, DVM 

Veterinary Medical Officer 
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Tel: 240-402-5421 


U.S. FOOD & DRUG
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From: Burkholder, William 


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

Sent: Thursday, August 09, 2018 10:26 AM 

Hartogensis, Martine 


<Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 


<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.qov>; DeLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


Lots of people and organizations have guidelines on how to choose a pet food. BS 


B5 

From: Jones, Jennifer L 


Sent: Thursday, August 09, 2018 8:16 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 


<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cec: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 


<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Subject: Vet-LIRN call w/ Vet Cardiologists on 8/8 


An update-we had a call w/ Drs. Darcy Adin (NCSU-cardiologist), Lisa Freeman (Tufts-nutritionist) 

H B6 cardiologist), and Joshua Stern (UC Davis-cardiologist, Golden Retriever study). 
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Jennifer L. A. Jones, DVM 

Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

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

Web: http://wwi.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 
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From: 	 Burkholder, William </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8D5FDA60A4814BD290D84BD28A2A9292-

BBURKHOL> 


To: 	 Jones, Jennifer L; Hartogensis, Martine; Rotstein, David; Palmer, Lee Anne 

cc: Reimschuessel, Renate; Carey, Lauren; DeLancey, Siobhan; Noris, Anne 

Sent: 8/20/2018 2:52:00 PM 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


Looks good to me, Jen. 


Bill 


From: Jones, Jennifer L 

Sent: Monday, August 20, 2018 7:00 AM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Hartogensis, Martine 


<Martine.Hartogensis@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


Thank you, Bil 

I've revised the B5 ‘fstatement to be: 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


PSP U 5. FO0D & ORUS 	 e . 


From: Burkholder, William 


Sent: Monday, August 13, 2018 4:28 PM 


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

<Martine.Hartogensis@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.qov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


B5 
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Bill 


William J. Burkholder, DVM, PhD, DACVN 

Leader, Nutrition and Labeling Team I, HFV-228 


Division of Animal Feeds 

Center for Veterinary Medicine 

7519 Standish Place 

Rockville, Maryland 20855 

Phone: 240-402-5900 

Fax: 240-453-6882 

E-mail: william.burkholder@fda.hhs.gov 


e/l U.S. FOOD & DRUG 

ADMINISTRATION 
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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 have received this e-mail message in error, please e-mail the sender 
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immediately at william.burkholder@fda.hhs.gov. 


From: Jones, Jennifer L 

Sent: Monday, August 13, 2018 11:51 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 


<William.Burkholder@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


| agree. 


B5 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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AomimisTRaTION 


From: Hartogensis, Martine 


Sent: Monday, August 13, 2018 11:00 AM 


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

Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 


<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


Hi, 


Just seeing these 	emails. BS H 

Something worth considering.... 


Martine 


From: Jones, Jennifer L 


Sent: Thursday, August 09, 2018 11:28 AM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.qov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


BS 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Burkholder, William 

Sent: Thursday, August 09, 2018 11:25 AM 


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


Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.qgov>; Carey, Lauren 

<Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 


<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


Oh, oh, oh, my head is hurting, but .... 


These are my initial ideas and are not absolutes by any stretch of the imagination. They are only advanced for 

consideration, debate and modification. 


From: Jones, Jennifer L 

Sent: Thursday, August 09, 2018 10:49 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


B5 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Rotstein, David 

Sent: Thursday, August 09, 2018 10:47 AM 

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

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


<Lauren.Carey@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne 

<Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


B5 


From: Burkholder, William <William Burkholder@fda hhs.gov> 

Date: August 9, 2018 at 10:45:04 AM EDT 


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


Palmer, Lee Anne <LeeAnne Palmer(@fda.hhs.gov> 

Cec: Rotstein, David <David.Rotstein@fda.hhs.gov>, Reimschuessel, Renate 

<Renate Reimschuessel@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, DeLancey, Siobhan 

<Siobhan.Delancey(@fda.hhs.gov>, Norris, Anne <Anne Norris@fda.hhs.gov> 


Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


On the surface | think the suggestion is reasonable, but B5 


BS 


From: Jones, Jennifer L 


Sent: Thursday, August 09, 2018 10:36 AM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 


Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


BS 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


us. FOO0D & DRUG «,-;- . 


From: Burkholder, William 


Sent: Thursday, August 09, 2018 10:26 AM 

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

<Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 

Subject: RE: Vet-LIRN call w/ Vet Cardiologists on 8/8 


Lots of people and organizations have guidelines on how to choose a pet food. BS : 


BS 
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From: Jones, Jennifer L 


Sent: Thursday, August 09, 2018 8:16 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 


<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cc: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; DeLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov> 


Subject: Vet-LIRN call w/ Vet Cardiologists on 8/8 


An update-we had a call w/ Drs. Darcy Adin (NCSU-cardiologist), Lisa Freeman (Tufts-nutritionist) 	 

B6 ;, and Joshua Stern (UC Davis-cardiologist, Golden Ret dy). 


Jennifer L. A. Jones, DVM 

Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

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

Web: hitp:/www fda.qov/AnimalVeterinary/ScienceResearch/ucm247334 htm¥ 
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From: 	 Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-

JENNIFER.JO> 


To: 	 Norris, Anne; Palmer, Lee Anne; Rotstein, David; Reimschuessel, Renate; Edwards, David; 

Hartogensis, Martine; Burkholder, William; DeLancey, Siobhan 


cc: 	 Carey, Lauren; Lovell, Randall A; Ceric, Olgica; Nemser, Sarah; Conway, Charlotte; Atkinson, 

Krisztina Z; Hodges, April 


Sent: 6/11/2018 4:05:55 PM 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 

Attachments: 02-Vet-LIRN-NetworkProceduresVets-12.22.2015.pdf; 800.267 Procedure Rationale-v2.docx; 


800.267-draft-Sample Testing Procedures-v4.doc 


Good morning everyone, 


B5 

Please let me know if you have feedback or comments by COB Friday (6/15). 

Thank you, 


Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[en¥ U.S. FOOD & DRUG
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From: Norris, Anne 


Sent: Tuesday, May 22, 2018 9:24 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 


<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; DeLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 

Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 

<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina. Atkinson@fda.hhs.gov>; Hodges, April 

<April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 


Thank you for explaining.; B5 i 

BS 


From: Palmer, Lee Anne 


Sent: Tuesday, May 22, 2018 9:13 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer 


L <Jennifer. Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 

David <David. Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; Burkholder, 


William <William.Burkholder@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 


Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 


<Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 


<April. Hodges@fda.hhs.gov> 
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Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 


From: Norris, Anne 


Sent: Tuesday, May 22, 2018 8:49 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 


Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 

<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 


<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; DelLancey, 

Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 

Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 


<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 


<April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 


That should be fine. | apologize if we already discussed this, but; B5 

B5 


From: Palmer, Lee Anne 


Sent: Tuesday, May 22, 2018 8:39 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer 

L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, 


David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, 


William <William.Burkholder@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 

Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 


<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 

<April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 


If we go forward, 	 | would recommend; BS 

B5 


From: Rotstein, David 

Sent: Tuesday, May 22, 2018 8:37 AM 

To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 
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Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 


<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DeLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 

Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 

<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 


<April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 


Anne, 


Agreed. 


B5 

David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


il U.S, FOOD & 

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: Norris, Anne 

Sent: Tuesday, May 22, 2018 8:34 AM 

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

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Edwards, David 

<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 


<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; DeLancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Ceric, 


Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 

<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 

<April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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From: Jones, Jennifer L 


Sent: Tuesday, May 22, 2018 8:31 AM 


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

<Renate.Reimschuessel@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Hartogensis, Martine 


<Martine.Hartogensis@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee 


Anne <LeeAnne.Palmer@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 


<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z 


<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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Jennifer Jones, DVM . 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Rotstein, David 


Sent: Tuesday, May 22, 2018 8:25 AM 

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

<David.Edwards@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 


<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L 


<Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 

<Randall. Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z 


<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov> 


Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 
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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: Reimschuessel, Renate 


Sent: Tuesday, May 22, 2018 8:18 AM 

To: Edwards, David <David.Edwards@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 


<William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer 
 L 

<Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 

<Randall.Lovell@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov> 


Subject: RE: 800.267-DCM and meeting with Cardiac Care for Pets 


Just some food for thought.... rr 


Renate Reimschuessel V.M.D. Ph.D. Vet-LIRN 


Phone 1- 240-402-5404 

Fax 301-210-4685 

hitpy/ivwwwefda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 


From: Edwards, David 

Sent: Tuesday, May 22, 2018 7:54 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 


Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 


Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 


<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
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<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 


<Charlotte.Conway@fda.hhs.gov>; Atkinson, Krisztina Z <Krisztina.Atkinson@fda.hhs.gov>; Hodges, April 

<April. Hodges@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Hi everyone, 


Thanks, 

Dave 


From: Rotstein, David 


Sent: Monday, May 21, 2018 7:49 AM 


To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov>; Paimer, Lee Anne <LeeAnne.Paimer@fda.hhs.gov>; Jones, Jennifer L 

<Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 

<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 


<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 

<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 


<Krisztina.Atkinson@fda.hhs.gov>; Hodges, April <April. Hodges@fda.hhs.gov> 


Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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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 

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


From: Hartogensis, Martine 

Sent: Monday, May 21, 2018 7:47 AM 


To: Burkholder, William <William.Burkholder@fda.hhs.gov>; Palmer, Lee Anne 


<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Delancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 


<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 


<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 

<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 


<Krisztina.Atkinson@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Thanks Bill and your concerns are noted! 


B5 

Jen, does CVCA know we need individual complaints for each case? We need to tell them and we may only 

reach a subset of the cases. 


Thank you all for your help and dedication to this fascinating issue! 


Martine 


From: Burkholder, William 


Sent: Friday, May 18, 2018 5:04 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 


Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DeLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 


Cc: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A 

<Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 

<Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Conway, Charlotte 


<Charlotte.Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; Atkinson, Krisztina Z 

<Krisztina.Atkinson@fda.hhs.gov> 


Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Bill 


What Socrates is really supposed to have said: *“The only true wisdom is in knowing that you know nothing.” 


From: Palmer, Lee Anne 


Sent: Friday, May 18, 2018 2:09 PM 

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


<Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Thanks, Jen, very interesting issue! B5 


| also cleaned up and; BS {added a few things). Thanks —hope we can figure 

this one out! 


Lee Anne 


From: Jones, Jennifer L 

Sent: Friday, May 18, 2018 1:54 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov>; DeLancey, Siobhan 

<Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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ANy otreraeas or suggesuons’? 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Hartogensis, Martine 

Sent: Friday, May 18, 2018 11:58 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov> 

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Thank you Jen! Sounds good and looking forward to the meeting. 


Martine 


From: Jones, Jennifer L 


Sent: Friday, May 18, 2018 6:42 AM 


To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; DelLancey, Siobhan 


<Siobhan.Delancey@fda.hhs.gov>; Paimer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


BS 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Hartogensis, Martine 

Sent: Thursday, May 17, 2018 7:52 PM 


To: DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Palmer, Lee Anne 


<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 

<David.Rotstein@fda.hhs.gov> 

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 


Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 

<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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Yes, excellent work! B5 


BS 

Thanks in advance! 


Martine 


From: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov> 

Date: May 17, 2018 at 2:27:35 PM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov>, Hartogensis, Martine 


<Martine. Hartogensis@fda.hhs.gov>, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>, Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne Norris@fda.hhs.gov>, Lovell, Randall A <Randall Lovell(@fda.hhs.gov>, Reimschuessel, 

Renate <Renate. Reimschuessel@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 


<Sarah.Nemser(@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Indeed! Brands mentioned included California Naturals, Rachel Ray, Ellen DeGeneres’ Halo brand - esp the 

vegan formulation - and a few other niche brands I didn’t catch. 


From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov> 


Date: May 17, 2018 at 2:14:48 PM EDT 

To: DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Hartogensis, Martine 


<Martine.Hartogensis(@fda.hhs.gov>, Rotstein, David 

<David Rotstein@fda.hhs.gov> 


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

Cc: Burkholder, William <William Burkholder(@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris@fda.hhs.gov>, Lovell, Randall A <Randall.Lovell(@fda.hhs.gov>, Reimschuessel, 


Renate <Renate.Reimschuessel(@fda.hhs.gov>, Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>, Nemser, Sarah 


<Sarah.Nemser(@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Hah! Perfect timing! We're all heading down the same path... 


From: DelLancey, Siobhan 


Sent: Thursday, May 17, 2018 2:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Lovell, Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah 


<Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


As luck would have it, I'm at CE today listening t talk about nutrition and 
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cardiomyopathies. See attached slide 


From: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Date: May 17, 2018 at 2:06:04 PM EDT 


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


Rotstein, David <David.Rotstein(@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey@fda.hhs.gov>, Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov>, Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>, 


Ceric, Olgica <Olgica.Ceric(@fda.hhs.gov>, Nemser, Sarah <Sarah Nemser(fda.hhs.gov> 


Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 
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From: Hartogensis, Martine 


Sent: Thursday, May 17, 2018 11:59 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 


Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 

Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


Excellent work Jen!! 


B5 

Martine 


From: Jones, Jennifer L 


Sent: Thursday, May 17, 2018 11:29 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov> 


Subject: RE: 800.267-DCM and meetign with Cardiac Care for Pets 


B5 
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Please see the PPT for the rationale/summary 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Rotstein, David 

Sent: Monday, May 14, 2018 10:22 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 


<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


Once we get a better handle on a specific cause, we can work on that. 


From: Hartogensis, Martine <Martine Hartogensis@fda.hhs.gov> 


Date: May 14, 2018 at 9:09:17 AM EDT 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>>, Rotstein, David <David.Rotstein@fda.hhs.gov>, Jones, 


Jennifer L <Jennifer.Jones(@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris(@fda.hhs.gov>, DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov>, Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


_Thisis very interesting! B5 

B5 


Martine 


From: Palmer, Lee Anne 

Sent: Friday, May 11, 2018 4:30 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 


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

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 
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From: Rotstein, David 

Sent: Friday, May 11, 2018 4:14 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 


<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 


Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Lovell, 

Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


Lee Anne, 


This is fantastic. B5 


From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov> 

Date: May 11, 2018 at 4:06:05 PM EDT 


To: Rotstein, David <David.Rotstein@fda.hhs.gov>, Hartogensis, Martine <Martine Hartogensis@fda.hhs.gov>, 


Jones, Jennifer L <Jennifer.Jones(@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris(@fda.hhs.gov>, DeLancey, Siobhan <Siobhan Delancey(@fda.hhs.gov>, Lovell, 


Randall A <Randall.Lovell@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


B5 


B5 
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From: Rotstein, David 


Sent: Wednesday, May 9, 2018 4:13 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Hartogensis, Martine 

<Martine.Hartogensis@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 


Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: DCM and meetign with Cardiac Care for Pets 


Sounds very intriguing!!! 


From: Palmer, Lee Anne <LeeAnne.Palmer(@fda.hhs.gov> 


Date: May 9, 2018 at 4:09:18 PM EDT 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>, Rotstein, David <David.Rotstein@fda.hhs.gov>, 


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

Cc: Burkholder, William <William.Burkholder@@fda.hhs.gov>, Carey, Lauren <Lauren.Carey(@fda.hhs.gov>, 


Norris, Anne <Anne.Norris@fda.hhs.gov>, DeLancey, Siobhan <Siobhan.Delancey(@fda.hhs.gov> 


Subject: RE: DCM and meetign with Cardiac Care for Pets 


From: Hartogensis, Martine 


Sent: Wednesday, May 9, 2018 2:17 PM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Cec: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Subject: RE: DCM and meetign with Cardiac Care for Pets 


Awesome, thank you Dave! 
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Martine 


From: Rotstein, David 

Sent: Wednesday, May 09, 2018 2:06 PM 


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


<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Cc: Burkholder, William <William.Burkholder@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 


Subject: RE: DCM and meetign with Cardiac Care for Pets 


Good Afternoon, 


| spoke witl B6 Lardiac Care for Pets. He is going to look into times/dates with the cardiologists 

there and we can set the meeting up from that point. 


Just some basic information: 


B5 

As a side note, there is a facebook page dedicated to this issue: 


https://www.facebook.com/groups/1952593284998859/about/ 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 
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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: Hartogensis, Martine 


Sent: Tuesday, May 08, 2018 10:58 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, 


Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


Subject: RE: DCM 


Thank you Jen and Dave! Very interesting and sounds like you all are on it! B6 


B6 
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Keep us posted! 


Thanks again! 


Martine 


Hi Martine, 


I'm happy to share more info as needed. 

Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


us FOOD & ORUS -


From: Rotstein, David 

Sent: Tuesday, May 08, 2018 9:45 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Subject: RE: DCM 


Martine, 


Jen and | spoke with cardiologists from NCSU and a few other institutions. That's how we were able to get the 

information. 


B5 

Looping in Jen. 


Thanks for the update! 


dave 
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David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


28 U.S. FOOD & DRUG 

ADMINISTRATION 


Bon- o 

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: Hartogensis, Martine 


Sent: Tuesday, May 08, 2018 9:00 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 

Subject: RE: DCM 


Thank you Dave! We did not go around yesterday because the Vet-LIRN folks came in for their routine 

presentation. 


Might be a good opportunity for us to partner with some cardiology folks.... 


Martine 


From: Rotstein, David 


Sent: Monday, May 07, 2018 1:13 PM 

To: Hartogensis, Martine <Martine. Hartogensis@fda.hhs.gov> 

Subject: Re: DCM 


Martine 


There's a way to go on this moving forward 


Dave 
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From: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Date: May 7, 2018 at 1:03:13 PM EDT 


To: Rotstein, David <David.Rotstein@fda.hhs.gov> 

Subject: DCM 


Hi Dave! 


Do you have any more details on the DCM and grain free diet issue? 


Martine 
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Vet-LIRN Final Case Report 


A. Case Identification: 


Case Number: 800.218 


Vet-LIRN Director: Renate Reimschuessel, VMD, PhD 


Program: Vet-LIRN 


Division Code: HFV — 500 


Other Investigators: 


Jennifer Jones, DVM 	 Vet-LIRN 


Sarah Nemser, MS 	 Vet-LIRN 


Olgica Ceric, DVM, PhD 	 Vet-LIRN 


Jake Guag, MPH Vet-LIRN 


David Rotstein, DVM, MPH 0OS&C CERT 


Lee Anne Palmer, VMD, MPH OS&C DVPS 


Lauren Carey, DVM OS&C DVPS 


B. Descriptive Title of Case: 


Investigation of two dogs with dilated cardiomyopathy after consuming California Natural 


Venison and Green Lentil food and California Natural Kangaroo and Lentil dog foods. 


Address of Vet-LIRN Program Office: 


Mod Il 


Center for Veterinary Medicine 


Office of Research 

8401 Muirkirk Road 

Laurel, MD 20708 


C. 	 Initiation and Completion Date: Initiation Date: 7/13/2017 


Completion Date: 8/22/2017 


Final Report Submission Date: 11/1/2017 
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Case 	Summary 


Complaint: July 13, 2017, Vet-LIRN received consumer complaint, EON-323515, reporting dilated 


cardiomyopathy in two dogs after consuming California Natural Venison and Green Lentil food and 


California Natural Kangaroo and Lentil dog foods. 


Signalmen 

. 
 yr MC Miniature Schnauzer 


yr MC Miniature Schnauzer-deceased 


Signs: syncopal episodes, dyspnea, cough, heart failure 


Medical Records: Vet-LIRN collected and reviewed medical records. 


Name | Clinical Signs Physical Exam Lab Work Significant Medical 

History 

B6 syncopal 

episodes, 

hyporexia 

P 130 bpm, mild increased 

breath sounds-all lung 

fields 

| suspected DCM, taurine & 

carnitine normal; negative 

infectious disease & 

nutritional disease testing 

B6 | | dyspnea, 
cough, 

inappetance, 

regurgitation, 

P 160 bpm, R 64 rpm, pale 
pink mm, Gr I-11/VI left 

apical systolic murmur; 

hypokinetic, synchronous 

femoral pulse, jugular 

venous distention 

| P 11.7, BG 225, ALT 147, 
AST 1006, CK 35,930; 

Toxic NP, PIt 97; 

hepatomegaly, 

biventricular heart failure, 

cardiogenic edema; 

Necropsy: Suspect 

primary non-cardiogenic 

etiology 

Owner Interview: Vet-LIRN did not conduct an owner interview. However, the veterinarian mentioned: 


The owner alternated feedings between the two products 


The owner did not feed anchovies, sardines, or seafood in February or chronically 


The two dogs were from genetically different lineages 


B6 	 had clinical signs at the time; Bg as treated but didn't present with CHF for several 


hs 


dical records for review and leftover open product (Kangaroo flavor) 


“testing. 


Results: The food tested negativ he food taurine level (0.26% estimated Dry Matter 


Basis) was above the minimum level in cats (no AAFCO minimum for dogs). The food carnitine level is 


0.0077% estimated on a Dry Matter Basis. There is no AAFCO carnitine minimum for dogs or cats. It is 


unclear whether or not the food carnitine is low, normal, or high. 
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Conclusion: Dilated cardiomyopathy (DCM) can be caused by a variety of etiologies including, genetic? 


(breed related), toxic>*{ B5 1 


H B5 


B5 	 hnd nutritional deficiency® (e.g. taurine, protein restricted diets with 


stones; carniting deticiency]. THe o genetically unrelated dogs were fed the same foods and began to 


experience clinical signs approximately the same time. The medical records indicate infectious disease 

and 	 nutritional deficiency are unlikely etiologies. 




ecords indicated elevated liver enzymes and 


CK values, which could support a hepatotoxic and ic (cardio +/- muscle) exposure. Becaus 


presented six months after! B6 is unknown so had elevated liver enzymes when Bs was 


ed 1o exposure to doxorubicin or domoic acid. Vet-LIRN tested the lef over 


bag 	 of food from{ B6 iillness time (June 2017), but not from January, when both dogs were initially ill. 

Atestfd 33 ot available. 


The 	 cause of the two dogs’ DCM is unclear, but is likely an environmental toxin exposure. Based 


on the dogs’ blood taurine/carnitine levels and the dry dog food test results, it is unlikely that 


B5 :, taurine, o B5 evels in the food caused the dogs’ illness. 


References: 

1. 	 Sanderson SL. Taurine and Carnitine in Canine Myopathy. Vet Clin Small Anim 36 (2006) 1325— 


1343, 


2. 	 Borde D, Calvert CA, Darien BJ, Guerrero J, and Wall M. Acquired Heart and Blood Vessel 


Disorders in Dogs. Merck Veterinary Manual. Found at: http://www.merckvetmanual.com/dog-


owners/heart-and-blood-vessel-disorders-of-dogs/acquired-heart-and-blood-vessel-disorders-

in-dogs 

Valberg SJ. Toxic Myopathies in Ruminants and Pigs. Merck Veterinary Manual. Found at: 


http://www.merckvetmanual.com/musculoskeletal-system/myopathies-in-ruminants-and-

pigs/toxic-myopathies-in-ruminants-and-pigs 


3. 	

4. 	 Garland T. Overview of Gossypol Poisoning. Merck Veterinary Manual. Found at: 


http://www.merckvetmanual.com/toxicology/gossypol-poisoning/overview-of-gossypol-

poisoning 


5. 	 Ismahil MA, Hamid T, Haberzettl P, Gu Y, Chandrasekar B, Srivastava S, Bhatnagar A, and Prabhu 


SD. Chronic oral exposure to the aldehyde pollutant acrolein induces dilated cardiomyopathy. 


Am J Physiol Heart Circ Physiol 301: H2050-H2060, 2011. 


Supplemental Information: 

01-800.218-EON-32351 CC: Consumer Complaint 


02-800.218-EON-323515+ MedRec: Medical Records 

03-800.218-EON-323515+ Results: Testing Results 


04-800.218-EON-32351. Summary: Vet-LIRN Summary 


B 
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Deputy Director OR Date 


Director OR Date 


Vet-LIRN Director Date 
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Report Details - EON-323515 

ICSR: 2023228 


Type Of Submission: Initial 


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


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


Reporting Type: Voluntary 


Report Submission Date: 2017-07-11 17:06:59 EDT 


Reported Problem: Problem Description: 


Date Problem Started 


Concurrent Medical 

Problem: 


No 


Outcome to Date: 
 Died Euthanized 


Date of Death 


Product Information: Product Name: 
 Alternated between: -California Natural Adult Limited Ingredient Grain Free 

Venison & Green Lentils and Kangaroo & Red Lentils Recipe 


Product Type: 
 Pet Food 


Lot Number: 


UPC: 
 not available 


Package Type: 
 BAG 


Package Size: 
 26 Pound 


Purchase Date: 
 06/01/2017 


Possess Unopened 

Product: 


No 


Possess Opened 

Product: 


Yes 


Storage Conditions: 
 In a cabinet, in the original bag 


Product Use 

Information: 


FOUO- For Official Use Only 


Please note: Dr. Jennifer Jones was consulted priorto submission of this report. 

She would like to be i 3 week history of cough treated 

unsuccessfully witl "13 day history of inappetence and 

vomiting prior to pri fity service for dyspnea. 

Radiographs showed severe pulmonary edema and echocardiogram showed 

severe Dilated Cardiomyopathy. There was an initial response to diuretic therapy 

however, he declined and was placed on the ventilator for respiratory support and 

continued CHF treatment. Attempts to wean off the ventilator were unsuccessful 

and aquaphoresis was performed. He continued to decline despite aggressive 

therapy and was euthanized. Infectious disease testing was negative and taurine 


iti lysis showed adequate levels.Necropsy initially did not 
 |

cause for DCM and supported alveolar injury (possibly ventilator related). A re-


ad been fed Caifornia 

L ith on with lentils along with 

Milo's kitchen treats. We have samples of these foods from 6/17 but not the 

original bags from when h s presented 2/17. These samples were provided at 

the time his housemat: unrelated, older miniature schnauzer) also 

presented with severe DCM@nd CHF. | will enter this dog as a separate affected 

patient Both dogs had extensive infectious disease testing which was negative 

and nutritional amino acid deficiencies were ruled out. Because of this, their 

unrelated lineages (although the same breed, were from different lines), 

dlflerent ages but similar time of presentation | B d clinical signs at the time 


was treated, but didn't present with CHFfor Several months), we are 

cunsldenng common environmental factors which could precipitate DCM, 


contamination or toxin exposure. 


pescription: 	 twice daily feeding The sample we have is from 6/17, 

however, we do not have food samples from 2/17 when 

both dogs started with clinical signs. 


Time Interval 
between Product 

2 Years 




1 
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Manufacturer 

IDistributor Information: 


Purchase Location 


Animal Information: 


Type Of Breed: 
 Schnauzer - Miniature 


Gender: 
 Male 


Reproductive Status: 
 Neutered 


Weight: 
 8.2 Kilogram 

Ag 


Assessment of P 

Health: 


Number of Animals 
 

Given the Product: 


2 

Number of Animals 
 

Reacted: 


2 

Owner Information: 


Healthcare Professional 

Information: 


Use and Adverse 

Event: 


Product Use 

Stopped After the 


Onset of the 

Adverse Event: 

No 





Perceived 

Relatedness to 

Adverse Event: 


Possibly related 


Other Foods or 

Products Given 


to the Animal 

During This Time 


Period: 

Yes 





Address: 
 United States 


g 


Owner 

Information 


provided: 


Yes 


Contact: 


Address: 


practice Name: 


Contact: 


Address: 


Practice Name: 


Contact: 


Name: 


Phone: 


Email: 


B6 

United States 


North Carolina State University, College of Veterinary 

Medicine 


Name: Darcy Adin 


Email: dbadin@ncsu.edu 


1060 William Moore Dr 

Raleigh 

New York 

27607 

United States 


North Carolina State University College of Veterinary Medici 


Name: 


Phone: 9195136694 


FOUO- For Official Use Only 2 
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Sender Information: Name: 


Address: 


Contact: 


Permission To Contact 

Sender: 


Preferred Method Of 

Contact: 


Email 

Reported to Other 

Parties: 


Manufacturer 

Additional Documents: 


Practice Name: North Carolina state University, College of Veterinary Medic 

Contact: Name: 

Other Phon 

Phone: 

Other Phone: 

B 6 

Darcy Adin 

1080 William Moore Dr 
Raleigh 
New York 
27607 
United States 

9195136694 

FOUO- For Official Use Only 
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! ! 

86 r·-·-·-·-·-·-·-·-·-·-·-·-·-:: 
Fax: Admin Small Animal 

Fax: Referral Large Animal 86 ' 
t-·-·-·-·-·-·-·-·-·-·-·-·-.! 

' i.·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·- ·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·..! 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1Client Patient Attending DVM 
r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ r·-·-·0s-·-·1 Case# 212267 

Student
'·scRNAUZER 

Discharging DV~ 

! 86 MC 8.2kg 
' ' Referring DVM · L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 86 

! 

BLACK 

CANINE 
~-------------------------------------;·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-..Admiss ion Date/Timef·- -·-·-·- -·-·-·--135-·-·-·-·-·-·-·-·-·-l Discharge Date/Timei 86 ! Discharge Status:1.·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ..-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 


"*******************************NOTICE OF EUTHANSIA****************************- ********* 

Case Summary 


Diagnosis: 

1) Biventricular congestive heart failure (left significantly worse than right) 
2) Cardiomyopathy (suspect secondary) vs. myocarditis vs. tachycardia-induced cardiomyopathy vs. other 

History: ,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
[ji..6-.Js a 2 and Yz year old male castrated Miniature S9_~_'1?!.IJ~;er who pres~_n_t~.9_.!he NCSU ER on L.-·-·-·-·--·-·-·---- !3-~·--·--·--·--·--·-·j for 
.!§l.?.9!~.9-~.~~§thing and was subsequently transferred to! 86 :cardiology.! 86 !initially developed a cough three weeks ago; Dr. 
! 86 !describes the cough as a wheezing-type cou.gfiT~_§l!._O..C..C..l:!r!~Sl_\!i~~re-frequently at night. When r- ss·-i>howed no signs of 
'Tmj:froverfien't, [~~i!~~:~.lP!~.?.~_n_t~Sl-.t~.Dl.~J~rJ.rn.~ry-veterinarian on~·--cy_,_.EHL _____LK~n~~~--c..o,ugh was suspected"a-sihe underlying cause 
of his cough an L--·----·-·--·-~-6--··--·-·-·---·-__i were prescribe . n :_________!:3-1.!._.____J,L__e_s___;became uninterested in his food and began 
vomiting. The following day! 86 ;continued vomiting and developed labored breathing and subsequently re-presented to the rDVM 
for evaluation. Bloodwork an'cfffioracic radiographs were performed. Bloodwork was reportedly unremarkable at th..i§iJjrn~.~_n_gJIJ~re 

..-"~':~.~-~<?D.~.~!.~._f?,!_~~J?.i!.§l!i?n pneumonia on his radiographs. Nebulization wa~p-~r!~~.IJled and subcut~~f?.?.~.?.-~.~-~<!~,L~.,""""~~""""~·-·-·-·j 
! 86 :were administered for treatment. While in-hospital) 86 ~gurgitated . On! 86 i! 86 ~ad 
'-·improverrienHri-re-s-plrafory effort but he still was not eating; subcutaneous tru-1as~r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·5s--------------··•Twere 

performed again on an outpatient basis. The day of presentation f-86-1 Dr. ;-·-·-·-·sif-·--Tsyrlnge-feill--86 -T5ufiissne·attempted he 
immediately regurgitated.r·- as·-

1 
!developed marked labored breathlii.!ffo11owiniflJiis··~frid was presentecffr)·an emergency hospital. 

Thoracic radiographs were.performed (uploaded in eFilm) and revealed cardiomegaly; a diffuse, severe mixed interstitial to alveolar 
pattern that is most severe caudodorsally; hepatomegaly; and decreased abdominal serosal contrasu·-·96-·-r.vas referred to[~ji~~~Jtor 
further care and ventilation if indicated. "-·-·-·-·-·

r-·-·- ·-·-·-:
l 86 !has a history of developing coffee brown urine, sometimes with clumping, after strenuous activity when it is hot outside. The 
Cilscofored urine typically develops after the activity and lasts 24-36 hours before clearing up. A urinalysis was performed and r-·-·95·-·-1 
primary veterinarian detected crystals in the urine.c~~~~~~Jdiet was changed to an unknown diet to decrease the amount of ~.iY5-t?.!~:-·-' 
prevent stone formation; this diet was ultimately discontinued. other than this, prior to the coughing that began 3 weeks agoL__.~~.--1 
was a normal, healthy dog with no significant medical history. He previously had no respiratory signs or changes in 
drinking/appe1i!.E;.lYrJnation/defecationf.~jif.Jives with one other dog (not a relat ive) who is health>_'. and is currently up to date on his 
vaccinations i 86 !is not current on any flea/tick prevention but receives heartworm preventionr-95·-lis fed California Natural dog
food. '·-·-·-·-·-' '-·-·-·-·-·· 

Physical Exam Findings (on presentation): 
Weight: 8.0 kg BCS: 5/9 
T: 100.2 F 
P: 160 bpm 

R 64 breaths/min 

MMs/CRT pale pink I <2 sec 

Attitude: Alert, responsive 

Hydration: Adequate 


EENT/Oral: No ocular discharge noted, clear ear canals AU, no crust ing/erythema noted; moist/flat nasal planum, no nasal discharge 
noted 
PLN: No peripheral lymphadenopathy noted 
CV/R: Grade 1-llNI left apical systolic murmur, femoral pulses hypokinetic but synchronous; jugular venous distention present; 
normal, albeit tachycardic, rhythm auscultes; dyspneic, inspiratory crackles in all lung fields on bilateral auscultation 
GI/GU: Abdomen tense but non-painful on palpation; cranial abdominal organomegaly noted; no obvious fluid wave or masses noted 
MSK: Appropriate and symmetrical muscling; ambulatory with no observed lameness; full ortho exam not performed due to patient's 
status 
INTEG: Clean hair coat, no evidence of ectoparasites 
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L
N


 

Big 4 - Glu: 135, Azo: 15-20, PCV: 40%, TS: 5.0 g/dL 

Venous blood gas: pH 7.34, PCO2 46, lactate 2.4, HCO3 24.8 

CBC -WBC 9.4, PCV 45, Seg 7.9, Band 0.18, PIt 157 


O
C
P
N
O
O
B
 Chemistry - BUN 19, creat 0.4, Phos 6.2, K4.9, Na 140, TP 4.2 


Blood Pressure - 90 mmHg systolic via Doppler 

Urinalysis (post-lasix) - USG 1.011, otherwise unremarkable 

Cardiac Troponin | - 0.79 

Bap GM - pending 

Vector borne panel - pending 


10. Taurine levels - pending 

11. Carnitine Levels - pending 

12. Echocardiogram - Severely dilated and hypocontractile left and right ventricles, severely dilated left and right atria. Changes 

consistent with DCM (primary vs. 
 secondary) vs. myocarditis vs. pacing-induced vs. other


NEURO: Mentally appropriate, intact cranial nerve reflexes, limited exam performed due to patient's status 


Main Diagnostic: 


Main Diagnostic: 


1. Chemistry - Gluc 225, BUN 29, Creat 0.7, phos 11.7, TP 5.0, ALT 53, CK 709, K 3.3, CI 95, Na 144 

2. Chest radiographs (9:15 AM) - final report pending - Severe generalized cardiomegaly with biventricular heart failure; improved 

from rDVM radiographs taken prior to presentation 

3. Chest radiographs (5:00 PM) - final report pending - Progressive severe diffuse alveolar pattern consistent with worsening 

cardiogenic pulmonary edema; cannot exclude ventilator - induced lung injury and/or pneumonia 


Main Diagnostics { 


1. CBC -WBC 9.9, PIt (clumping), PCV 44, Seg 8.0, Band 0.7 

2. Chem - Gluc 136, BUN 12, Creat 0.7, Phos 4.6, ALT 88, CK 13,621, K 4.3, Na 151, CI 109, AST 577 

3. Coag - PT 9.1, PTT 14, Dimer 189, Fib 539, INR 1.09 

4. Chest radiographs (1:30 AM, immediately post-ultrafiltration) - final report pending - markedly improved pulmonary infiltrates 

consistent with improved cardiogenic edema; residual interstitial to patchy alveolar pattern, decreased caudal cava size consistent 

with hypovolemia 

5. Chest radiographs (11:00 AM) - final report pending - overall improved pulmonary pattern with persistent and in some areas slightly 

more condensed interstitial to patchy alveolar pattern. Consistent with continued improvement of congestive heart failure with 

possible concurrent bronchopneumonia; left lateral image shows suspected hiatal hernia 


Main Diagnostics | B6 

1. CBC - WBC 6.8, PCV 39, Prot 6.9, Seg 4.2, Band 0.54, Toxic Neut Mild, Plt 97 

2. Chem - Gluc 165, BUN 37, Creat 0.9, Phos 8.1, ALT 147, AST 1006, CK 35,930, Na 135, K 3.8, CI 90 

3. Urine Creat - 27.9 

4. Urine Sodium - pending 

5. Chest radiographs (10:00 AM) - final report pending - markedly progressive alveolar pattern consistent with significantly worsened 

cardiogenic edema;, cannot exclude less likely differentials such as ARDS, ALI, hemorrhage, PTE, and pneumonia 

6. ECG - suspect atrial tachycardia 


Main Therapeutics Throughout Hospitalization (PO medications given through NG tube) 


Brief Daily Summary: 

i presented late in the evening o the ER and after a TFAS ing severe cardiomegaly with 
hypocontractiiity of the ventricles in addition to reviewing the rDVM radiograph: B6 yere given. i An 
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echocardiogram was then performed (performed sternally cage-side given patient status) and a diagnosis of severe cardiomyopathy 
(primaiy vs. secondary DCM vs. myocarditis, vs. pacing-induced cardiomyopathy vs. other) and he was quickly given another dose of r-· ·-·-05-· ·-·-1 

L-·-. -. -·-·-· -. -. -·-·' 

:-·--·9-5-·-·l.After the second bolus o(~~:f}was given he was immediately placed on a[~ji.efJcRI at 1 mg/kg/hr and ;-·-·--iis--·-·-lat 
Lb"mcg7kg/min quickly uptitrated to 1 Omcg/kg/min. After 4-6 hours of clinical worsening and the suspicion for respirafoiy·fatig'lie, 

mechanical ventilation was recommended to the owner and pursued. Recheck radiographs (first rads performed atL~~~~~~~] after 
being on ventilation and continued CHF treatment showed continued severe pulmonary infiltrates but significantly improved compared 
to rDVM rads prior to any intervention. Because of this improvement we continued with aggressive CHF management and 
mechanical ventilation. Throughout the day he started to show some worsening clinically while on the ventilator and recheck 
radiogr<!I>_t:l~.w~rn.P.SlJfQiffi§_Q.slJQ!JllQ.~t.~Q.P..M •. _.T,hese radiographs showed worsening of the pulmonary infiltrates despite aggressive 
therapy! 86 ! At that time aquapheresis was discussed with the owner and pursued. This was from 
approximateTY·-1PM~T,A.fjf(ln-cTualng·-sefu-r;·a-ri_d.moving the patient This procedure was performed successfully with no significant 
complications. 

[~~] Immediately after aquapheresis therapy recheck radiographs were performed (approximately 1 :30AM) which showed a 
marked improvement in terms of pulmonary infiltrates. An interstitial to alveolar pattern persisted, mostly ventrally distributed, but was 
significantly improved. He was maintained on mechanical ventilation until approximately 5-6:00 AM when he was slowly weaned off 
ventilation and extubated. He handled this quite well and while sedated as the medications wore off, he clin_ig9!ly_'{l'9_s _ _rnarkedly 
improved froll).J?..r~_s_~ntation. His congestive heart failure medications were ~~~~.~~~.9_§1!._a_ggressive doses ~-·-·-·-·-~~-·-·-·-·-Jat 15-
20mcg/kg/miri_._.~~--.had continued to be at 1 mg/kg/hr CRI since presentatiq __ ·-·-·--~~--·-·-·-·_!was approximately 0.52mg/kg PO TIO 
etc.). Recheck radiographs were performed around 2:00PM which showed an overall improvement in the pulmonary pattern, 
although a ventrally distributed alveolar pattern persisted and in some areas were slightly worse. We continued therapy for CHF and 
the patient was already being covered for,.PD~Jtm.9J1J?_w.it.!Lm~rn.R~D!J!Il._(1.t:J.L$_.?DJi_t;>J9!!.9_\:Y.!!$_.gbg§_\.'.; based on the patient's recent 
history of many antibiotics given including_·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~·~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· e continued to do well until acutely 
worsening was seen during the owner visit approximately 4:00PM (20 minutes into the visit). where his respiratory rate/effort declined. 
He was given another bolus ofC.~~.·~.']on top the CRI, butorphanol, and an increase ir[~~~~~~jif~~~~~~~~J He was able to relax and showed 
slight improvement, although was unable to breathe as comfortably as prior to the episode. He remained tachycardic throughout the 
night but otherwise normal. 

i--·95 -·-: He remained tachycardic throughout the night at approximately 180bpm and the following morning he showed signs of atrial 
Lfacliyc~rdia at a rate of 190bpm. He was weaned off his dobutamine and started on diltiazem boluses followed by a CRI which 
resolved the atrial tach and a sinus tach at 150bpm persisted. He clinically was worse than the day before and repeat chest 
radiographs were performed that showed severe worsening of his pulmonary infiltrates. After discussion with the owner, we elected 
to continue even more aggressive diuretic therapy (multiple boluses otf.'~jf~.·-·pn top of the 1 mg/kg/hr CRI he had been on almost 
since presentation) but by 3:00 PM after only further worsening the decision for euthanasia was made. The owners elected for 
necropsy with private cremation. 

I am sorry for the loss of your patient. Both[j~:~~Ja_!1_d_Qr~C:::::.::~~.~~~:~Jwere absolutely wonderful to work with. If you have any 
questions at all, please do not hesitate to call us at:._·-·-·-·-.!3..~·-·-·-·-·-.1 
r·- ·- ·-·-·-·- ·- ·-·-·- ·- ·-·-·- ·- ·-·~ 

' ' . 86 ! 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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86 !-·-·-·-·-·-·-·-·-·-·-·-·-·1 

Fax: Admin Small Animal 
! !86 ; 

Fax: Referral Large Animal ' ! i 
··-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

; 
l-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_! 

Discharge Status: UNDETERMI 
NED 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· Client Patient ' ;' Attending DVM

Student 

Discharging DV~
Referring DVM 

r·---·-·---·-·--s -5 
·-·-·-·-·-·-·-·-·-·-

-·-·-·---·-·--1 r-·- -86-·-: Case# 216605 

9.9kg

' 

! 
,

'-sc'RNAUZER 

MC 

GRAY&WHITE 

CANINE 
---------

L·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·J i 86
~----------- -------------------L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

CASE SUMMARY 

.J:USI,ORY: -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· ~·-·-·-·-·-·-·-· 

! 86 l a 7 year old male castrated Schnauzer, was presented toi 86 km! 86 ~or episodes of collapse. 

-r--95-·-ifirst collapse episode was in Mid February; he was descriffedloTalrO"ver·ror·oseconds·wrrh no-Tossol consciousness, and he 

·immediately returned to normal a~_e_r~.Cij6,_jhad another collapse epis,Qg~.JW.Q,weeks later, which looked the same and lasted the 

same amount of time as the first.! 86 ffiext episode of collapse waL_J!~._._j after a two hour hike, when he collapsed and screamed, 

which lasted for six seconds, anci"fie-wa~s normal after. r-95-lexperienced another collapse a week after, he whined, it lasted six 

seconds, and was normal after. A week after thatF86.•ihad"another collapse episode, where a puppy ran towards himJ.sii)ried to 

run with him, stopped, got wobbly, stood still, and was-·normal after a few seconds, but did not fall to the floorr-·--·--·-95·-·--·-·-·~1so 

reports that he is panting more than usual. He had a good appetite for treats, but seems more reluctant to eat'nisTo-od'si'rl'ce

February. He does eventually ~~.!.bl~.food if mixed in with some treatsI:~~]s fed Calif~f.O.l<!..f:Jatural, Kangaroo or Venison flavor 

There has been no change witrt_,_E!~.-.J urination or defecation, and is otnerw1se healthy. ! 86 !is up to day on flea and tick 

preventative with a three month r·-·-·-56·-·-·!given on 5/2117, but is not up to day on Heartwo·;:;;;-·p'reventative with Heartgard last given on 

4/26/17. ··-·-·-·-·-·-·-·-' 

':'"·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-··' 
! 

' 

86 

. 
; 

! i
'·-·-·-·-·-·-·-·-·-·-·-·-· ..·-·-·-·-·-·-·-· ..·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·.: 

CV/R: No murmur or arrhythmia auscultated, femoral pulses strong and synchronous, normal bronchovesicular lung sounds noted on 
bilateral auscultation r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i

86 i 
;' 

! !

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-'r-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·- -·-·-·-·-·-·-·-·-·-·-s5-·-·- -·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-] 

t-·-·-·-·-·-·-·-·--·-·-·-·-·-·-·-·-·-·-·-·-··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J
3. Echocardiogram: Moderately to severely decreased LV ejection fraction, LV cavity size is severely increased, severely dilated LA, 

moderate to severe mitral valve regurgitation, anterior and posterior leaflets mild thickened due to endocardiosis, mild tricuspid 

regurgitation, moderately elevated pulmonary artery systolic pressure. Diagnosis: mitral valve endocardiosis with left atrial 

enlargement and heart failure, decreased left ventricular systolic function, suspect dilated cardiomyopathy 

4. ECG: regular sinus rhythm, complexes suggest LV enlargement, ta ll R waves 
5. Thoracic radiographs: Severe left-sided cardiomegaly with moderate left atrial enlargement, unstructured interstitial pattern, and 

mild lobar venous distention: most consistent with left-sided congestive heart failure. ***Final report pending*** 

6. Urinalysis (cytocentesis): USG 1.019, protein negative, quiet sediment 

Pending Lab Results: 
1. Taurine 
2. Carnitine 
3. Vector borne panel 
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4. BAPGM 
5. Troponin-1 
6. T4 
7. Toxoplasma 
8. Neospora 
9 . Chagas 
10. Complete amino acids 

;-IREJ.U.MF..N.I.S. _._, __ -·-·-·- _ -·-·- _ -·-·- _ -·-·- _ -·-·- _ -·-·- _ -·-·-·- _ -·-; 

! ! 86 . 
' ' i-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-j 

ASSESSMENT: 
Thank you for bringing[,~~~6J in to see us! He is a very cute and sweet boy. f'86-]presented to us today for evaluation of progressive 
episodes of collapse. On physical exam today,r-·9-5-·!was stable, but he hacf'mn<:fly increased breath sounds noted in all lung fields. 
During more excitable moments, L)!~~)howed '1ffcre'ksed respiratory effort with an abdominal component to his breathing pattern. We 
consulted with the C:~~~~:~:~cardiology Service, who performed an ECG and echocardiogram. Unfortunately, f--Bs-lechocardiogram 
revealed evidence of mild mitral valve endocardiosis (ie. chronic mitral valve disease) and suspected di latecfc~ii'diomyopathy. Mitral 
valve endocardiosis is a chronic, progressive condition in which the valve leaflets become progressively thickened and no longer 
close appropriately allowing mitral regurgitation. Over time, the left atrium will enlarge and this can lead to congestive heart failure. 
Typically, in patients with mitral valve disease, the systolic heart function/contractility is maintained until late stages of the disease. 
Unfortunate1y,r-·-95-·-1systolic function was significantly decreased, and he showed abnormal dilation of his left atrium and ventricle. 
These findings-w'i.fre-·most consistent with a condition called dilated cardiomyopathy (DCM). DCM is a disease of unknown etiology 
affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes, and Labrador 
Retrievers), but there is a small case report of this disease occurring in Standard Schnauzers. Although the exact mechanism of DCM 
is currently unknown, dietary taurine/carnitine deficiencies, genetics, infectious diseases, and toxins have all been linked to DCM. In 
order to assess for some of these possible causes, we have submitted testing for multiple nutritional deficiencies and infectious 
diseases. Ther-·-·95-·-·:cardio.l,9_g_t§_ervice will call you as these tests become available. DCM leads to poor contractility and low cardiac 
output, and we'sU-spect that! BG !episodes of collapse are most likely due to his low cardiac output during exertion. DCM can also 
lead to fibrosis and remodeling·onhe myocardium, which can lead to secondary arrh:tthmias. Fortunately, we saw no evidence of 
arrhythmias oni-·-·95·-·!ECG today. We performed chest radiographs to evaluate r-·-95 ·-·!heart and lungs, andi-·8 6'lhad evidence of 
left-sided conge.sfive-neart failure on his radiographs and impending right-sided ~onges'tive heart failure on hi·s-ecliocardiogram today. 
We are starting him on three medications to treat his heart disease and congestive heart failure today, and we may consider adding 
additional medications and supplements in the future. Please monitor[~.ffe_sJfor signs of,_vygr~E!,ning of his heart failure such as 
increased exercise intolerance, labored breathing, increased coughing or fa)D!ln~q. Call! 86 i Cardiology or your referring veterinarian 
if any of these signs occur. Also, please start taking respiratory rates when i 86 !is res'tiii'g~This number should improve on his 
medications and remain less than 40 at rest. Please contact us or his primar'/c'c:ire veterinarian if his respiratory rate or effort are 
worsening or you have any other concerns. 

INSTRUCTIONS FOR CARE OF YOUR PET: 
Medications: !-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

86 
' 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J 
Activity I Ca l!!J.9J!.§.~ -·-·-·-·-·· 
Please keep! 86 :quiet until his recheck exam in several weeks i 86 !should be able to regulate his own energy level at home and be 
taken out forLsh'ort bathroom breaks. "-·-·-·-·' 

Diet: 
Please continuei:~:~ij§:Jcurrent diet for the next several weeks. After this, he should be transitioned to a new meat-based commercial 
diet. We recommend that you consider one of the larger pet food brands (i.e. Royal Canin, Hills, lams, Purina). Avoid salty treats, 
such as hot dog or jerky treats. 

Monitoring: .. -·-·-·-·· 
1. Please monitorL._8-~}or signs of cardiac decompensation. This would include lethargy, cough, difficulty breathing (increased 
respiratory rate/effort), worsened abdominal distension, and episodes of collapse or fainting. 
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2. Please monitor[~~~~~~~)esting respiratory rate. In order to do this, you can count the number of times thatL~~~Jbreathes in 15 
seconds and multiply this number by 4 to get the number of breaths per minute. If you notice that this number is increasing or that it is 
consistently greater than 35-40 breaths per minute, then you should have[_ i3_6levaluated by a veterinarian. A mobile app (Cardalis) is 
available to record instant rates and trends in respiratory rates. "-·-·-·-·' 

PLAN FOR RE-EVALUATION OF YOUR PET: 
Please call the Cardiolo..9.Y...§.~ry~<?€?._t9_rr,iorrow to schedule an ap~<?.i_n_~~€?.nt for[j}iC~uring the week of July 1 Oth. You can schedule this 
appointment by calling i 86 ! Please bring a sample ofL_,_13-_~ _,Jcurrent dlet to this appointment for possible testing. He wi ll 
also likely have a bloocl''j:iressure~·cffest radiographs, and a renal panel performed during this appointment to re-evaluate his heart 
failure. 

If you have any questions or concerns before this appointment, please havei·-·as-·1re-evaluated by your primary care veterinarian or 
ther-·-96-·-iEmergency Service. r-·95·-lmay need recheck bloodwork and chest'X~r~ys prior to this appointment if he is not doing well. 
He 'afa-o'may need medication adjustments and potentially hospitalization. 

In order to help expedite medication refills, please visit us online at:-·-·-·-·-·-·-·-"i3'6·-·-·-·-·-·-·-·-·: and select!-·-·-·-·-·-·-·-·-·-·-·-·-·1:35-·-·-·-·-·-·-·-·-·-·-·-·-i 
i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·J i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_! 

, ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-----

! 86 ' 
------{-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~---

! 86 ' 
~-·-·-·-·-·-·-·-·-·-·-5-5-·-·-·-·-·-·-·-·-·-·~ 

i·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i '·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·..; ··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

SMALL ANIMAL EMERGENCY SERVICE TEAM: 

__1::~.9.1,J!ty~·-·-·- ·- ·-·- ·- ·- ·-·-·- ·- ·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-. 
i BG i 
L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·' 

Interns: !·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

86 i 
' ! ! 
L...-·- ·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Technicians: r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 ; 86 ; ! ; 
i ! 
"·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-; 

1.c.lieot.S_eniices.:. -·-·-·- -·-·-·- -·-·-·-·-·-·- -·- -·-·-·- -·-·-·- -·-·-·--·-sir-·-·-·-·-·--·- -·-·-·- -·-·-·--·-·-·--·-·-·--·-·-·--·-·-·-·-·-·-·-·- -·-·-·- -·-·-·-1 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

Referring Veterinarians - please visit us online ati 8 6 ~nd fill out our RDVM Feedback Survey! 
'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

•**The following instructions were provided at discharge*** 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
CLINICIAN: i 8 6 ! 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 

CASE SUMMARY: 
Thank you for entrusting us with the care of your companion. The Discharge Summary will be emailed to you and faxed to your RDVM 
within 24 hours of release/discharge from our facility air-·-·-·-·-·-·-·-·-·-·-·0-s·-·-·-·-·-·-·-·-·-·-·-~f you or your veterinarian do not receive this, 
please contact thef'86-!Emergency Service to request a c-opy:-·Tne·rollowlff!f'w1ff15rietly outline the care your companion should receive 
at home and was ex-piained by our staff at the time of discharge: 

DIAGNOSIS (ES): 
1. Left-sided congestive heart failure 
2. Mitra I valve endocardiosis with left atrial enlargement 
3. Dilated cardiomyopathy 

_.JBEATME.N.-1~.~·- -·-·-·--·-·-·--·-·-·--·--·-·- -·-·-·--·-·-·--·-·-·--· 
! i 86 ; 
' i-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·..! 
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r-·- --·-·---·-·-·- -·-·-·- -·-·-·-9-5-·-·---·-·---·-·-·- -·-·-·- -·-·1 

i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 
INSTRUCTIONS FOR CARE OF YOUR PET: 

.-.M.e.dicati.oo.s~.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·-·· 
! j 

! ! 

86 
! ' ! j 

'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·,; 
Activity I Cautions: 
Please keepr-·95·-~uiet until his recheck exam in several weeksT86-·~hould be able to regulate his own energy level at home and be 
taken out for'snort'bathroom breaks. '-·-·-·-·-· 

Diet: 
Please continuer--66_._icurrent diet for the next several weeks. After this, he should be transitioned to a new meat-based commercial 
diet. We recom~e-ncfffiat you consider one of the larger pet food brands (i.e. Royal Canin, Hills, lams, Purina). Avoid salty treats, 
such as hot dog or jerky treats. 

Monitoring: .--·-·-·-·· 
1. Please monitorL._l:~~jfor signs of cardiac decompensation. This would include lethargy, cough, difficulty breathing (increased 
respiratory rate/effort), worsened abdominal distension, and episodes of collapse or fainting. 

2. Please monitor [~ij~Jresting respiratory rate. In order to do this, you can count the number of times thatC"ii_S..~Jbreathes in 15 
seconds and multiply this number by 4 to get the number of breaths per minute. If you notice that this number is increasing or that it is 
consistently greater than 35-40 breaths per minute, then you should have[~6Jevaluated by a veterinarian. A mobile app (Cardalis) is 
available to record instant rates and trends in respiratory rates. 

PLAN FOR RE-EVALUATION OF YOUR PET: ··-·-·-·-·-·-
Please call the Cardiology Service tomorrow to schedule an appointment fcLJ~.~---_iduring the week of July 10th. You can schedule this 
appointment by callingr-·-·-·-·-·9 5·-·-·-·-·-·!Please bring a sample of!·-·-95-·-;current diet to this appointment for possible testing. He will 
also likely have a blood-pre-ssure;-ai·est radiographs, and a rena1-paii"el performed during this appointment to re-evaluate his heart 
failure. 

If you have any questions or concerns before this appointment, please haJ.~.~~~]re-evaluated by your primary care veterinarian or 
the r·-·-i3'6--'J=mergency Service. r-·B-5-·:may need recheck bloodwork and chest X-rays prior to this appointment if he is not doing well. 
He ~iis_o.may need medication a'ajusrments and potentially hospitalization . 

. JE.YQl.1.H.8Y.E.A~Y QUESTIONS OR PROBLEMS, PLEASE CALL THE SMALL ANIMAL EMERGENCY SERVICE AT 
! 86 ! 
L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

PLEASE CALL TO MAKE YOUR FOLLOW UP APPOINTMENT AS RECOMMENDED 

Owner/Agent Signature Clinician's Signature Student's Signature 

Copy to: Owner I Medical Record I Fax to RDVM 
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! 

86 (-·-·-' -·-·-·-' -'-·-·-. -'-·-·-. -' 
i i 

. ! 
' 

Fax: Admin 

Fax: Referral 
l .-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

Small Animal 

Large Animal 
; 86 i 

i 
' i 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-J 

Client :-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

: 86 i 
! I 

l.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

Patient 

L~=~-~~=J 
SCHNAUZER 

MC 

GRAY&WHITE 

CANINE 
--------- -

Discharge Comments 

Case# 216605 

9.9kg 

Attending DVM

Student 

Discharging DVr.1 

Referring DVM 

 
r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

! 86 
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Admiss ion Date/Time:JUL 10, 2017 10:59 AM Discharge Date/Time:JUL 10, 2017 03:16 PM Discharge Status: 

CASE SUMMARY 

DIAGNOSIS: 
Dilated Cardiomyopathy (DCM) 
Mitral valve endocardiosis and regurgitation 

HISTORY: r-·0-6·-:a 7 year old neutered male miniature Schnauzer, was presented to ther
·
-·-·ss~~~~f?.!.Qlqlogy service for re-evaluation of 

'"·-·-·-·-·- .dilated cardiomyopathy. At his prior visit, .. -·-·-·-·t -·-·-·-"' l Dr episodes of collapse. - ·-·-·- · - · ! B6 !presented to our Small Animal Emergency on [ 86  L._8-6_._i 
had his first two collapse episodes in mid'F-ebruary; he was described to fall over for -6 secori.(fa-wltii-·no loss of consciousness, and 
he immediately return!'ld to normal after. He later has several more collapsing episodes in June 2017, which pr~_l]l_Rt~9-.bis 

•. P.!~.~~!1~~!i9.!1_.!~L.~-~ _.!_~-~-~§~ ~<?.~.~P.?~-~Pi~<?.9.~?-~~_r~_PE~~~.9.~9- ~y-~~-~~-~!!)~-~!/?.u~xe_~ion . He was discharged :._ ___ !:!.~.- _Jvith 
L. ___ -·-·-·--·--·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·- -·-·-·- -·----~-6-·-·-·-·-·-·-·-·-·- -·- -·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-L-~~-__jhouse mate, [-·-96·-·-J.J nfortunately passed away 
from DCM and CHF in L ___________ _!:l.§ ___________ Infectious disease testing and amino acid testing did not idenfifia cause for the DCM. 
Histopathology was relatively unremarkable, however, findings could have been consistent with a toxic insult. 

.i 

Sincr-·ss·-·-r--·---·BG ________ ]reports[J~f]is doing much better. He has not had any more collapsing episodes, excepting one 
mome·nrwnefe-·fie-sfumolea-"Out did not fall when excited 7/4/17. He is tolerating the medications and eating well. No coughing, 
sneezing, vomiting or diarrhea. His RR has been very normal since starting medications. His diet has been changed to Science Diet 
adult small breed from California Naturals. 

The tests results fromr-·-·-·-as-·-·--·i visit were normal, including vector borne testing (IFA, PCR) and ta urine and carnitine analysis. A 
full amino acid profile d"ffii.ofreve'a1 significant abnormaliites, however, consultation with UCO is pending for a full interpretation. 

PHYSICAL EXAM FINDINGS r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
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l-·-·-·-·-·-·-·-·-· .. ·-·----·-·-·-·-·-·-·----·-·-·-- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
CV/R: Grade 2/6 left apical systolic murmur, no arrhythmias auscultated, femoral pulses strong and synchronous, normal 
bronchovesicular lung sounds noted on bilateral auscultation- no crackles or wheezes, eupneic 

r·-·- ·-·-·- ·- ·-·-·- ·- ·-·-·-·- ·-·-·-·-·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~ 
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'-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·..! 
ASSESSMENT: 
L~:~f ).vas presented today for a recheck of his recently diagnosed dilated cardiomyopathy (DCM). DCM is a disease of unknown 
cause affecting the muscle of the heart and is most commonly seen in large breed dogs (such as Dobermans, Great Danes, and 
Labrador Retrievers). Although the exact mechanism of DCM is currently unknown, dietary taurine/carnitine deficiencies, genetics and 
toxins have all been linked to DCM. Infectious and nutritional causes of DCM have been ruled out to the best of our ability to test for 
[~~~J The overall effect of DCM is a decrease in the contractility (pumping ability) of the heart. Because the heart is unable to pump 
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with enough vigor to move blood adequately forward into circulation, a volume overload occurs and the heart dilates to accommodate 
it. As a result, the chambers of the heart become very large, and the walls of the heart become very thin. Ultimately, the heart is 
unable to accommodate and dilate further; the result is back-up of blood from the heart and into the lungs, known as congestive heart 
failure. It is important to know that this disease is progressive, and ultimately those patients affected with it will experience congestive 
heart failure. 

Given the unusual timing ofi-·86-andi-·-95-·;both developing dilated cardiomyopathy within the same time frame, their different ages, 
unrelatedness, same environment ancna·c·k··of an identifiable cause, we are continuing to hunt for an environmental explanation for 
[:~~~:~JDCM We will keep you up to date as we pursue toxin testing in the food and treats you have brought us. However, negative 
toxin testing may not comP-letelY.'. rule out a toxin since we do not have samples representative of the onset of cardiac signs in both 
dogs. We have changed

I
 ;-·-95- -!food to address this possibility. 

 ..·-·-·-·-·-··

We are glad to see tha{. 68 -]is doing well clinically. His chest xrays showed resolutip_ll.9L9.9-Q9~§!!Y.~ heart failure and his renal panel 
was normal indicating ttlalne is tolerating the medications well. We would like to adct·-·-·- ·-·--~~----·-·-·-.]to his regime because his 
potassium, while normal, is at the low end of the range, and because this may have some long term benefit through anti
aldosteronism. We have also listed doses for supplements, that while unproven in their benefit, are not harmful and may help his 
myocardial function. Taurine and carnitine supplementation are unlikely to be helpful since his plasma and whole blood 
concentrations are normal. 

MEDICATIONS: 

Plesae continue the following medications: 
;-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
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~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.1 
c~-.~~6---~Jtaurine and carnitine assessments were normal, making supplementation unlikely to be beneficial. Other supplements with 
theoretical but unstudied benefits are included below. These are not likely to be harmful and no interactions with his medications are 
a,r:!t!gip_a_t~slc, . 
1L. .... ~.~----.i 5 grams (1 scoop) daily. 
2. Coenzyme Q10 (as ubiquinol not ubiquinone) 100 mg capsules: give 1capsule2-3 times daily 
3. Fish oil 450 mg of EPA and DHA per day. This is an approximate dose and can be rounded up or down depending on the fish oil 
chosen. Nature Made and Nordic Naturals are high quality brands. 

ACTIVITY: 
Please avoid strenuous exercise or situations which place undue stress on your pet. In general, pets with congestive heart failure will 
self-regulate their exercise. Please monitor for any change in exercise capability. 

Please continue to monitor[~~~~~Jrespiratory rate and call if this increases. Please also call if he begins coughing or collapse 
episodes recur. 

DIET: 
A diet that is moderately restricted in salt is ideal for cardiac patients, as excessive salt load can cause fluid accumulation. A 
commercial "Senior" diet is formulated with an appropriate amount of salt for your pet. Please also avoid salty treats, such as hot 
dogs or jerky treats. 

NEXT APPOINTMENT: 
r-·as-·lshould have a recheck appointment withr·-·BG-·-·]cardiology in 3-4 months to evaluate chest X-rays, blood pressure, kidney 
\iafues, echocardiogram, and troponin. If he begfrislo show signs of heart failure prior to your next recheck, please call r-·-s-s···: 
Cardiology so that we can recheck your pet sooner. "-·-·-·-·-·-·-

_.CLlNlCJAN.S~.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·---·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 
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RESIDENTS 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·ss·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
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In order to help expedite medication refills, please visit us online at
·
r-·--·--·--135·--·--·--·--·!and selecti--·-·-·--·-·-·-·-·-·-·-·Ef6·-·-·-·-·-·-·-·-·-·--·-·: 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

NOTE: If your pet is in need of emergency aid and you are not able to get to the L.~~--~-~-~-~--~--~_]veterinary Hospital quickly, please seek 
care at the nearest veterinary emergency facility. Take these discharge instructions and current medications with you so that the 
treating veterinarian will know as much as possible regarding your pet's medical condition. 

Clinician -L __ -·-- ___ ~§- ----~~~~~~~~J 

Referring Veterinarians - please visit us online att:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~:Jand fill out our RDVM Feedback Survey! 
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Report Number: 1894242-0


Report Date: 15-Aug-2017


ReportStatus: rira! 


COVANCE 

SOLUTIONS MADE REAL 


Certificate of Analysis 

Food and Drug Administration - CVM - Invoice Denise Durham 

8401 Muirkirk Rd. 

Laurel Maryland 20708 United States 


Sample Name: 800.218 Covance Sample: 6406524 


Project ID FDA_CVM-20170804-0007 

PO Number HHSF2232016100051/HHSF22301002T 

Sample Serving Size 100 g 

Receipt Date 04-Aug-2017 


Receipt Condition Ambient temperature 


Login Date 04-Aug-2017 


Online Order 20 


Analysis Result 


L-Carnitine * 


L-Carnitine 69900 ppb 


Taurine 


Taurine 231 mg/Serving Size 


Method References Testing Location 


L-Carnitine (CARNITNE_S) Covance Laboratories - Madison 


STAREY ET AL.: JOURNAL OF AOAC INTERNATIONAL VOL. 91, NO.1, 2008. (Modified). 


Taurine (TAUR_LC_S) Covance Laboratories - Madison 


R. Schuster, "Determination of Amino Acids in Biological, Pharmaceutical, 


Plant and Food Samples by Automated Precolumn Deravitization and HPLC", 


Journal of Chromatography., 1988, 431, 271-284, Henderson, JW., Ricker, R.D. 

Bidlingmeyer, B.A., Woodward, C., "Rapid, Accurate, Sensitive, and 


Reproducible HPLC Analysis of Amino Acids, Amino Acid Analysis Using Zorbax 

Eclipse-AAA columns and the Agilent 1100 HPLC," Agilent Publication, 2000, and 


Barkholt and Jensen, , "Amino Acid Analysis: Determination of Cysteine plus 


Half-Cystine in Proteins after Hydrochloric Acid Hydrolysis with a Disulfide 

Compound as Additive,” Analytical Biochemistry, 177, 318-322 (1989). 


Testing Location(s) Released on Behalf of Covance by 


Covance Laboratories - Madison Edward Ladwig - Director 


Covance Laboratories Inc. 

3301 Kinsman Blvd 

Madison W1 53704 

800-675-8375 
 oL 


2918.01 


These results apply only to the items tested. This certificate of analysis shall not be reproduced, except in its entirety, without the 

written approval of Covance. 


* This analysis is not ISO accredited. 


Printed: 15-Aug-2017 10:41 am Page 10of 1 
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B6

TFXASA&M 	 Texas A&M Veterinary Medical Diagnostic Laboratory 

483 Agronomy Road 

College Station TX 77840 

Phone: (979) 845-3414 Fax: (979) 845-1794
Vi uuummmmuu


DIAGNOSTIC LABORATORY 


Report Date: 8/4/2017 

Final Report 


Date Received: 8/4/2017 Case Coordinato Accession No: B6 


JENNIFER JONES, DVM 
8401 MUIRKIRK RD. 
LAUREL MD 20708 

Phone: (240) 402-5421 

Fax: (301) 210-4685 

Email: jennifer jones@fda.hhs.gov 


Associated Parties 


Vet Practice ' TAMU 	Veterinary Pathobiology |Account #: A02336 B 6 


Jennifer Jones, DVM 	 8401 Muirkirk Rd. 

Laurel, MD 20708 

(240) 402-5421 


Customer Requests 

Specimens Submitted: 1 bag, 

Customer Test Request Please test dog food product 


History 


Please see previous email. 


Lab Findings 


Toxicology 


Specimen Test Name 	 Method Basis Toxicology Result Units 


Dog food - 800.218- 1 	 B5 TELISA | As received basis | None Detected, <5 | ppm 

L. 	 was not detected in this sample at the detection limit of 5 ppm. EPhD, 

DABT, Veterinary Toxicologist /kk -


Client Report History 


Report Type | Delivery Method | Sent To Date Sent 

Final Email jennifer.jones@fda.hhs.gov | 8/4/2017 3:59 PM 


Accession Numbe Final (8/412017) 	 Page 10f 1 
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From: Darcy Adin <dbadin@ncsu.edu> 

To: Jones, Jennifer L 

cc: Lisa Freeman 
Sent: 8/4/2018 3:29:06 AM 
Subject: Follow up call? 

Hi Dr. Jones, 


Dr. Freeman and | are wondering if your group would be willing to have another conference call as a follow-up to discuss 

the nutritionally based DCM cases? As you know, since the release of the FDA statement, there has been much discussion 

among the public and the veterinary community, and we thought it could be useful to reconvene. 


Thank you for your thoughts! 

Darcy 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-


DROTSTEI> 


To: Peloquin, Sarah; Jones, Jennifer L 

Sent: 5/11/2019 12:38:23 AM 

Subject: for review: ACVP presentation-DCM 

Attachments: CARDIAC FINDINGS IN DOGS WITH EXPOSURE TO GRAIN 5-10-2019.docx 


B5 i 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


iniid U.S. FOOD & DRUG 

ADMINISTRATION 


@B - e 

This e-mail message is intended for the exclusive use of the recipient(s) named above. It may contain 

information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied 

to persons not authorized to receive such information. If you are not the intended recipient, any dissemination, 

distribution, or copying is strictly prohibited. If you think you received this e-mail message in error, please e-mail 

the sender immediately at david.rotstein@fda.hhs.gov. 
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From: Nemser, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=5FC1EB8D2F5944ECAA02F40E225C2054-

SNEMSER> 

To: Jones, Jennifer L 
Sent: 4/4/2018 1:42:15 PM 

Subject: FW: 800.261-Zignature Kangaroo Formul. EON-350158 

Attachments: tase summary-4.4.2018. 

| am not getting original emails about cases. Am | not on the emails? 


S 


Sarah Nemser M.S. 


Vet-LIRN Network Coordinator 


tel: 240-402-0892 


fax: 301-210-4685 

sarah.nemser@fda.hhs.gov 


From: Jones, Jennifer L 


Sent: Wednesday, April 04, 2018 9:32 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 


Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov> 

Subject: RE: 800.261-Zignature Kangaroo Formul | EON-350158 


MRx summary below. We are purchasing store-bought product for Tau, Met, Cys testing. A previous case 

without food had a Cocker Spaniel-same Zignature Essentials Food, low Tau on labwork. If the Food results are 

negative, we may need to consider Tau/Cys/Met inhibitors in the food or breed-related AA handling deficiencies 

causing the DCM 


MRx summary: 

Presenting complaint 10/27 to rDVM: developed a cough on 10/25, cough for 3-4 days, not lethargic, normal 

eating/drinking, no vomiting or diarrhea, worse when lying down, dog didn’t cough while in clinic except for a 

tracheal cough when pulling on the leasha trea ith hydroxyzine, doxycycline, hydrocodone a stopped all 3 

drugs B6 p/c cough worsened a to ER on er coughing up pink tinged foam; no lethargy, continues 

to eatanaarink; UTD on vaccines and HWP, ni gs a treat with ! B6 

Tau, L-carnitine and vet recommended a diet change alabwork done 11/14 a to rDVM 11/16: doing well a 

recheck 2/26/18: intermittent cough, related to excitement, change diet to RC Early Cardiac a on recheck 

improved a suspect Tau responsive DCM-mild, suspect cough secondary to bronchial or primary respiratory 

disease a recheck 3/13: resting RR 16 rpm, minimal coughing only when excited, since switching to cardiac food 

BMs are dense and tenesmus, owner |s weaning dog off | Bé 

PE 10/27 @ rDVM: numerous B6 10 audible murmur or arrhythmia, shallow 


breathing 

PE B6 L@ specialist: LS-OU, HR 100 bpm, mild{_____B! “disease, Gr II/VI, left apical protosystolic 


murmur, quiestishable mild inc bronchovesicular sounds bilaterally, mildly tense cranial 

abdominal palpation 


PE 11/16 @ rDVM: mild underbite, H/L wnl 

PE 2/26: Gr lII/VI pansystolic, PMI MV, reg rhythm with S3 gallop, HR 130, BCS 6/9, hepatomegaly 

PE 3/13: T 99.9F, RR 56, HR 124 bpm, Gr IVl murmur, rest nsf 


Labs: 10/27 CBC:Lym 1.01(1.05-5.1) 
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-3/13: Lym 1044 (1060-4950), Plt 615 (143-448), Plt inc on direct 

10/27 Chem: ALP 440 (23-212), GGT 30 (0-11), rest nsf 


-11/14: Glu 51 (70-143), Glob 4.7 (2.5-4.5), ALP 621, GGT 31 

-3/13: Na:K 27, ALP 2243 (5-180), GGT 117 (0-13) 

BP 100 (based on Echo) 

-2/26:155 mg Hg, direct measurement 

-3/13: 130-140 mmHg, direct measurement 


11/3 Tau-blood: 168 (200-350) 

3/13 UA:1.010,pH5 

3/13 TT4:0.8(1-4) 


Rads 10/27: generalized cardiomegaly, left atrial enlargement, slight left auricular bulge, increased sternal 

contact & rounded heart, dorsal tracheal deviation, prominent pulmonary vasculature with questionably mild inc 

i itial opacity in caudal-dorsal lungs, suggesting early CHF/PE 

Echo: severe LV hypertrophy, mild-mod MV regurgitation, mod-sev LA dilation, 

mild TV regurg, mild RV & RA dilation, mod-sev lower systolic function values 
-2/26: mild LV dilation, mild MV regurg, normal LA, mild TV regurg, normal RV & RA, low normal 

systolic functional indices of LV 

ECG: normal sinus rhythm - . 
rior MHx: 7/2017: doing well at home-occasionally coughs, several; ino murmur or cough on 

tracheal palpation; 10/23/2017-vaccines, doing well per O, no murmur ausculted, not been getting HWP 

consistently, 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U, FOOD & DRUG
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From: Jones, Jennifer L 


Sent: Tuesday, March 27, 2018 3:40 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov> 


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


Subject: RE: Zignature Kangarco Formula EON-350158 


Yes-let's take a look! | think we should check taurine, cysteine, methionine, and beta-alanine. I'm curious if those 


BS 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


US, FOOD & DRUG )

SruiursTearion g 


From: Palmer, Lee Anne 


Sent: Tuesday, March 27, 2018 3:25 PM 


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

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


Subject: FW: Zignature Kangaroo Formula:;; B6 i- EON-350158 


In case of interest — taurine level low? 


From: PFR Event [mailto:pfreventcreation@fda.hhs.gov] 
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Sent: Tuesday, March 27, 2018 3:20 PM 


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

<HQPetFoodReportNotification@fda.hhs.gov B6 | 

Subject: Zignature Kangaroo Formula; B6 : EON-350158 


A PFR Report has been received and PFR Event [EON-350158] has been created in the EON System. 


A "PDF" report by name "2044632-report.pdf” is attached to this email notification for your reference. Please 

note that all documents received in the report are compressed into a zip file by name "2044632-attachments.zip" 


and is attached to this email notification. 


Below is the summary of the report: 


EON Key: EON-350158 


ICSR #: 2044632 

EON Title: PER Event created for Zignature Kangaroo Formula; 2044632 


AE Date 10/31/2017 Number Fed/Exposed | 1 


Best By Date Number Reacted 1 


Animal Species Dog Outcome to Date Better/Improved/Recovering 


Breed Retriever - Labrador 


Age 13 Years 


District Involved 


Product information 

Individual Case Safety Report Number: 2044632 

Product Group: Pet Food 

Product Name: Zignature Kangaroo Formul 

Description: At the time of diagnosi as a 13 year old female spayed Labrador retriever who 

had been maintained on a Zignature Kang: She presented with a history of a progressive cough 

which, prior to presentation, became productive and she coughed up a small volume of pink foam (possible 


pulmonary edema). On examination she had a 2/6 left apical systolic heart murmur and on echo diagnosed with 

advanced dilated cardiomyopathy with severe left ventricular dilation, moderate to severe left ventricular systolic 

dysfunction, and moderate to severe left atrial dilation. Thoracic radiogganhs.were suspicious for early congestive 

heart failure. A whole blood taurine level was submitted and was low ai B8 She was treatment with: 


B6 taurine and I-carnitine and her diet was changed to Royal Canin Early 

Cardiac. At her recheck in 2/26/18. heart had improved significantly with now mild dilated 

cardiomyopathy with normalized left atrial dimensions, mild left ventricular dilation and low normal left 


ventricular systolic function. Th as able to be discontinued at this time. 

Submission Type: Initial 

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


Outcome of reaction/event at the time of last observation: Better/Improved/Recovering 
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Number of Animals Treated With Product: 1 

Number of Animals Reacted With Product: | 


Product Name Lot Number or ID | Best By Date 


Zignature Kangaroo Formula 


Sender information 


B6 

USA 


Owner information 


~ B6 

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


https://eon.fda.gov/eon//browse/EON-350158 


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

https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport jspa?decorator=none&e=0&issueType=12& 
 


issueld=366527 


This email and attached document are being provided to you in your capacity as a Commissioned Official with 

the U.S. Department of Health and Human Services as authorized by law. You are being provided with this 


information pursuant to your signed Acceptance of Commission. 


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

that is protected, privileged, or confidential. Any dissemination, distribution, or copying is strictly prohibited. 


The information is provided as part of the Federal-State Integration initiative. As a Commissioned Official and 

state government official, you are reminded of your obligation to protect non-public information, including trade 

secret and confidential commercial information that you receive from the U.S. Food and Drug Administration 

from further disclosure. The information in the report is intended for situational awareness and should not be 

shared or acted upon independently. Any and all actions regarding this information should be coordinated 

through your local district FDA office. 


Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think 

you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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Vet-LIRN Case Summary Document 


Vet-LIRN Case Number: 

EON/CC #: 

Owner LAST Name: 

Vet LAST Name: 
Vet-LIRN Initiation Date: 

MedRec: Requested: 

MedRec: Received: 

MedRec: Significant finding: 

Vet-LIRN Tests (planned): 

Vet-LIRN Test Results: 

Result Interpretation: 

IF NFA, justification: 

EON-350158 

i B6 i 

B6 
3/28/2018 

Received with Complaint 

COMPLAINT Narrative: At the time of diagnosis as a 13 year old female spayed 


Labrador retriever who had been maintained on'a Zighaturé Kangaroo formula. She presented with a 


history of a progressive cough which, prior to presentation, became productive and she coughed up a 


small volume of pink foam (possible pulmonary edema). On examination she had a 2/6 left apical 


systolic heart murmur and on echo diagnosed with advanced dilated cardiomyopathy with severe left 


ventricular dilation, moderate to severe left ventricular systolic dysfunction, and moderate to severe left 


atrial dilation. Thoracic radiographs were suspicious for early congestive d 


taurine level was submitted and was low at 168. She was treatment with 

i B6 ind her diet was changed to Royal Canin Early 


Cardiac. At her recheck in 2/26/18,] eart had improved significantly with now mild dilated 


cardiomyopathy with normalized imensions, mild left ventricular dilation and low normal left 


ventricular systolic function. The! as able to be discontinued at this time. 


Signs: productive, progressive cough 


Food Product: Zignature Kangaroo Formula 


Plan: 

e MRx 


e Open product for Tau, Cysteine, Methionine, +/- Beta-Alanine 


MRx summary: 


Presenting complain| B6 o rDVM: developed a cough on? ough for 3-4 days, not lethargic, 


normal eating/drinking, no vomiting or diarrhea, worse when lying down, 


clinic except for a tracheal cough when pulling on the leash-> treated with: 


stopped all 3drugs B@ ib/c cough worsened > to ER o after coughing up 


pink tinged foam; no lethargy, continues toeat and drink; UTD on vaccines and HWP, no drugs = treat 


with [ B6 and vet recommended a diet change 


labwork done 11/14 - to rDVM 11/16: doing well & recheck 2/26/18: intermittent cough, related to 
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excitement, change diet to RC Early Cardiac = on recheck improved = suspect Tau responsive DCM-


mild, suspect cough secondary to bronchial or primary respiratory disease = recheck 3/13: resting RR 


16 rpm, minimal coughing only when excited, since switching to cardiac food BMs are dense and 


tene , owner Is weaning dog of 


PE B6 @ rDVM:i ino audible murmur or arrhythmia, shallow 


breathing 

pet B8 @ specialist: 15-0U, HR 100 bp Gr I1/VI, left apical 


. protosystolic murmur, questionable mild inc bronchovesicular sounds bilaterally, 

B6 


i@ rDVM: mild underbite, H/L wnl 


PE 2/26: r 111/VI pansystolic, PMI MV, reg rhythm with S3 gallop, HR 130, BCS 6/9, 


hepatomegaly. 


Labs: 


RLd{‘ BG__} generalized cardiomegaly, left atrial enlargement, slight left auricular bulge, increased 


sternal contact & rounded heart, dorsal tracheal deviation, prominent pulmonary vasculature with 


auestionably mild inc interstitial opacity in caudal-dorsal lungs, suggesting early CHF/PE 


B6 Echo: severe LV hypertrophy, mild-mod MV regurgitation, mod-sev LA dilation, 


mild TV regurg, mild RV & RA dilation, mod-sev lower systolic function values 


ild LV dilation, mild MV regurg, normal LA, mild TV regurg, normal RV & RA, low normal 


functional indices of LV 

ECG: normal sinus rhythm 


Prior MHx: 7/2017 i home_ several SQ masses, no murmur or cough on 

tracheal palpation accines, doing well per O, no murmur ausculted, not been getting HWP 

consistently, 

_An article about beta-alanine: https://academic.oup.com/alcalc/article/36/1/29/138000 


BS 

| emailed the vet to request the full MRx and see if lot/best by information available for the leftover 


food. 


4/4/2018 


J)-Vet sent the full MRx available and does not have any leftover food. We will purchase the food for 


testing. A dog from a previous case without food (800.218- Cocker Spaniel with Low Tau and 


also eating Zignature Essentials Kangaroo. 
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MRx added to above summary. 
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From: Burkholder, Will iam </O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS 
/CN=BBURKHOL> 

To: Palmer, Lee Anne; Carey, Lauren; Jones, Jennifer L; Atkinson, Krisztina Z; Glover, Mark; 
Rotstein, David; Lambkin, Sonya; Queen, Jackie L 

Sent: 9/13/2017 3:50:58 PM 
Subject: FW: Association with Grain Free Diets and Taurine Deficiency Induced DCM in Golden 

Retrievers 

FYI. OAF had a call from a consultant on this topic about 2-3 weeks ago. The consultant would not divulge the 
manufacturer(s) or brand(s) 

From : American College of Veterinary Nutrition [mailto:ACVN-L@lists.psu.edu] On Behalf Of r·-·-·-·-·--·-BS-·-·-·--·-·-J 
Sent: Wednesday, September 13, 2017 11 :44 AM ;-·-·-·--·--·--·--·-·-·-·-·-·--·..! 

To: ACVN-L@LISTS.PSU.EDU 
Subject: FW: Association with Grain Free Diets and Taurine Deficiency Induced DCM in Golden Retrievers 

Mv
, 
f·-B·-·-·6-·-·laccount was denied ... 
' ' 
i-·-·-·-·-·-·i 

From: f-·-·-·-·-BS-·-·-·-·-·i [mailto  ;--·-·-·-·-·-·-·-·- -·-·-·as .. -·- -·-·-·- -·-·-·~-~J 

Sent: weciiiesaav;-september 13, 2011 11:43 AM 
To: American Academy of Veterinary Nutrition; American College of Veterinary Nutrition 
Cc: ;-·-·-·- -·- -·95·-·-·- -·-·-·-; 
Subj°ect:-R'e:-A5soCfation with Grain Free Diets and Taurine Deficiency Induced DCM in Golden Retrievers 

Hi all, 

We (atL.~.~-~-~8-f~.~--j have also recently diagnosed a dog [_~~-~~~--~J) with taurine-deficiency DCM that was eating an 
Acana diet (duck & pear). Since the company reports AA% on their website, I calculated the metllionine-cysteine 
to be 0.2 g/100 kcal (AAFCO min 0 16/100 kcal) . It is a diet high in legumes. Max cruder fiber calculated to be 
1.7 g/ 100 kcal. 

Does anyone else have cases? If so, should we combine to write up a case series? Feel free to email me directly 

f~~~~~--~-~~~~~~~-~13I~~~~~~~--~~~~~~~-] · 
Thanks, 

r·-·--·-·ss·-·-·-·-l DVM, DACVIM, DACVN 
l.-·-·-·-·-·-·-·-·-·-·-·-.1 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-

86
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· <> 

OnW~_9..:_§.~pl3, 2017atl 1:35AM,i 86 i  iwrote: 
He 11 o L-~~J '·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·"'- -·-· -·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-" 

2 decades ago, I was involved in the project trying to understand the dog epidemic of HC:M mostly associated 
with lamb and rice diets . 

We were never able to give a complete explanation (ie, when we reproduced the diet, we were not able to induce 
taurine deficiency to a degree that would be harmful to the dogs.) 

We believe that the issue was due to the combination of: 

Not enough bioavailable methionine/cystine in the diet (poor quality lamb meal, low level of protein) 

Impaired recycling of bile acids (rice bran, ... ) 
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Thus in dogs, to correct taurine deficiency you can also use methionine and this is probably better. Indeed 

methionine is not only a precursor of taurine but also glutathione, choline, carnitine, ... (see presentation of Bab 

Backus at ACVIM a few years ago) 


T would be interested in getting guaranteed analysis and ingredient list of diets associated with the issue 


Bé 


De : American Academy of Veterinary Nutrition [mailto:AAVN-L@lists.psu.edu] De la part de B6 

Envoyé : mercredi 13 septembre 2017 17:18 
A : AAVN-L@LISTS.PSU.EDU 
Objet : Association with Grain Free Diets and Taurine Deficiency Induced DCM in Golden Retrievers 

Hi Everyone: 


This was sent to me and I thought it would be good to share with everyone. Two decades ago, we discovered that 

protein-restricted diets not supplemented with taurine could induce reversible DCM in healthy dogs. In addition, 

it has been known since the 1990°s that Cocker spaniels with DCM benefit from taurine (and carnitine) 


supplementation, and a study done by AMC and UC Davis in the 1990’s also showed that some Golden 


Retrievers with DCM had taurine deficiency. There now appears to be an association with taurine deficiency 

induced DCM in Golden Retrievers consuming grain free diets. The attachment provides some guidelines 


regarding client education and what to do diagnostically with Golden Retrievers with DCM. 


Thanks, 


This email was sent on behalfof the College of Agricultural Scienees. The Pennsylvania State University. Az Administration Building, University 

Park. PA 16802, For any questions or problems. contact the list administrator or Az Communications and Marketing 


You received this email because vou are subscribed to the American Academy of Veterinary Nutrition (AAVN-L) mailing list. If vou would like to 

unsubscribe from this list. simply send an email to AAVN-L-UNSUBSCRIBE-REQUEST: @ LISTS PSU.EDU. No subject or message is necessary in 

the email 


This email was sent on behalfof the College of Agricultural Scienees. The Pennsylvania State University. Az Administration Building, University 

Park. PA 16802, For any questions or problems. contact the list administrator or Ag Communications and Marketing. 


You received this email because vou are subscribed to the American Academy of Veterinary Nutrition (AAVN-L) mailing list. If you would like to 

unsubscribe from this list. simply send an email to AAVN-L-UNSUBSCRIBE-REQUEST:@ LISTS PSUEDU. No subject or message is necessary in 

the email 


This email was sent on behalfof the College of Agricultural Scienees. The Pennsylvania State University. Az Administration Building, University 
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Park, PA 16802. For any questions or problems. contact the list administrator or A¢ Communications and Marketing 


You received this email because vou are subseribed to the American College of Veterinary Nutrition (ACVN-L) mailing list. If you would like to 

unsubscribe from this list. simply send an email to ACVN-L-UNSUBSCRIBE-REQUEST/@LISTS PSU.EDU. No subject or message is necessary in 

the email 


FDA-CVM-FOIA-2019-1704-017674
 



From: Burkholder, Will iam </O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS 
/CN=BBURKHOL> 

To: Palmer, Lee Anne; Carey, Lauren; Jones, Jennifer L; Atkinson, Krisztina Z; Glover, Mark; 
Rotstein, David; Lambkin, Sonya; Queen, Jackie L 

Sent: 9/13/2017 4: 11 :36 PM 
Subject: FW: Association with Grain Free Diets and Taurine Deficiency Induced DCM in Golden 

Retrievers 

FYI from Tufts. 

From : American College of Veterinary Nutrition [mailto:ACVN-L@lists.psu.edu] On Behalf Of Freeman, Lisa 
Sent: Wednesday, September 13, 2017 11 :55 AM 
To: ACVN-L@LISTS.PSU.EDU 
Subject: Re: Association with Grain Free Diets and Taurine Deficiency Induced DCM in Golden Retrievers 

It's not just Acana so be on the lookout! 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Friedman School of Nutrition Science and Policy 
Tufts Clinical and Translational Science Institute 
Tufts University 
www.petfoodology.org 

:-·-
From : American College of Veterinary Nutrition [mailto:ACVN-L@lists.psu.edu] On Behalf Of i_

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-, 
 __________ ~~---·--·-·-·J . 

Sent: Wednesday, September 13, 2017 11:44 AM 
To: ACVN-L@LISTS.PSU .EDU 
Subject: FW: Association with Grain Free Diets and Taurine Deficiency Induced DCM in Golden Retrievers 

Mf·-BS-·-1ccount was denied ... 
i-·-·-·-·-·-·-·-·i 

From: f- -·- -·-iis·- -·- -·-t [ma ilto r- -·-·-·- -·-·-·- -·-·-·5·5·---·-·-·- -·-·-·- -·-·-: 
Sent: Wedfiesaav;-Septembe"r-B~-2017TI:4T.A.Fr-·-·- -·-·-·- -·' 

To: American Academy of Veterinary Nutrition; American College of Veterinary Nutrit ion ccr-·-·-·-·-·-·-·-·-·-95·-·-·-·-·-·-·-·-·-·-·1 
Subjea:-·Re·:-·A5si5cfat16rf·w'ith Grain Free Diets and Taurine Deficiency Induced DCM in Golden Retrievers 

Hi all, 

We (atr
l

-·-·--·96·-
-·-·-·-·-·-

·-·-·b have also recently diagnosed a dog 
~ 

(~j~fJ with taurine-deficiency DCM that was eating an 

Acana diet (duck & pear). Since the company reports AA% on their website, I calculated the methionine-cysteine 
to be 0 .2 g/100 kcal (AAFCO min 0 16/100 kcal) . It is a diet high in legumes. Max cruder fiber calculated to be 
1. 7 gl 100 kcal. 

·-·-·-· ·-·-·

Does anyone else have cases? If so, should we combine to write up a case series? Feel free to email me directly 

([_~-~·~·~-~-~-~·~-~-~~~~-~·~-~·~-~·~-~·~·~.]-
Thanks, 
[~-~~js_f~~~--~1 D VM, DA CVIM, D ACVN 
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13,2017 at 11:35 AM,; B6 + wrote: 


2 decades ago, I was involved in the project trying to understand the dog epidemic of HCM mostly associated 


with lamb and rice diets 


We were never able to give a complete explanation (ie, when we reproduced the diet, we were not able to induce 

taurine deficiency to a degree that would be harmful to the dogs.) 


We believe that the issue was due to the combination of* 


- Not enough bioavailable methionine/cystine in the diet (poor quality lamb meal, low level of protein) 


- Impaired recycling of bile acids (rice bran, ...) 


Thus in dogs, to correct taurine deficiency you can also use methionine and this is probably better. Indeed 


methionine is not only a precursor of taurine but also glutathione, choline, carnitine, ... (see presentation of Bab 


Backus at ACVIM a few years ago) 


1 would be interested in getting guaranteed analysis and ingredient list of diets associated with the issue 


De : American Academy of Veterinary Nutrition [mailto:AAVN-L@lists.psu.edu] De la part de 

Envoyé : mercredi 13 septembre 2017 17:18 

A : AAVN-L@LISTS.PSU.EDU 

Objet : Association with Grain Free Diets and Taurine Deficiency Induced DCM in Golden Retrievers 


Hi Everyone: 


This was sent to me and I thought it would be good to share with everyone. Two decades ago, we discovered that 

protein-restricted diets not supplemented with taurine could induce reversible DCM in healthy dogs. In addition, 

it has been known since the 1990°s that Cocker spaniels with DCM benefit from taurine (and carnitine) 


supplementation, and a study done by AMC and UC Davis in the 1990’s also showed that some Golden 


Retrievers with DCM had taurine deficiency. There now appears to be an association with taurine deficiency 

induced DCM in Golden Retrievers consuming grain free diets. The attachment provides some guidelines 

regarding client education and what to do diagnostically with Golden Retrievers with DCM 


Thanks, 


This email was sent on behalfof the College of Agricultural Sciences. The Pennsylvania State University. Ag Administration Building. University 
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Park, PA 16802. For any questions or problems. contact the list administrator or Ag Communications and Marketing 


You received this email because vou are subscribed to the American Academy of Veterinary Nutrition (AAVN-L) mailing list. If you would like to 

unsubscribe from this list. simply send an email to AAVN-L-UNSUBSCRIBE-REQUEST@LISTS PSUEDU. No subject or message is necessary in 

the email 


This email was sent on behalfof the College of Agricultural Sciences. The Pennsylvania State University. Ag Administration Building. University 

Park. PA 16802. For any questions or problems. contact the list administrator or Ag Communications and Marketing 


You received this email because vou are subscribed to the American Academy of Veterinary Nutrition (AAVN-L) mailing list. If you would like to 

unsubscribe from this list. simply send an email to AAVN-L-UNSUBSCRIBE-REQUEST:@ LISTS PSUEDU. No subject or message is necessary in 

the email 


‘This email was sent on behalfof the College of Agricultural Scienees. The Pennsylvania State University. Az Administration Building, University 

Park. PA 16802, For any questions or problems. contact the list administrator or Az Communications and Marketing 


You received this email because vou are subscribed to the American College of Veterinary Nutrition (ACVN-L) mailing list. If you would like to 

unsubscribe from this list. simply send an email to ACVN-L-UNSUBSCRIBE-REQUEST@LISTS PSU.EDU. No subject or message is necessary in 

the email 


This email was sent on behalfof the College of Agricultural Scienees. The Pennsylvania State University. Az Administration Building, University 

Park. PA 16802, For any questions or problems. contact the list administrator or Ag Communications and Marketing. 


You received this email because vou are subscribed to the American College of Veterinary Nutrition (ACVN-L) mailing list. If you would like to 

unsubscribe from this list. simply send an email to ACVN-L-UNSUBSCRIBE-REQUEST/@LISTS PSU.EDU. No subject or message is necessary in 

the email 
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From: 	 Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0F6CA12EAA9348959A4CBB1E829AF244-

JENNIFER.JO> 


To: 	 ‘Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)' 

cc: Peloquin, Sarah; Ceric, Olgica 

Sent: 8/16/2019 11:19:05 AM 

Subject: FW: Brief update on cardiomyocyte idea (and metabolomics) 


FYI 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[} U.S. FOOD & DRUG

ADMINISTRATION EAVRN 


From: Jones, Jennifer L 


Sent: Friday, August 16, 2019 6:39 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Pohl, Aurelie <Aurelie.Pohi@fda.hhs.gov> 

Subject: RE: Brief update on cardiomyocyte idea (and metabolomics) 


Excellent. I'll reach out to RR. We have some blood or plasma samples, but only from cases and not from every 

case. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[ivi U.S. FOOD & DRUG

ADMINISTRATION 


From: Palmer, Lee Anne 


Sent: Thursday, August 15, 2019 12:31 PM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov>; Pohl, Aurelie <Aurelie. Pohl@fda.hhs.gov> 


Subject: Brief update on cardiomyocyte idea (and metabolomics) 


Hi all — just a brief update for you and then more info and meetings ahead where we all can be involved! 


B5 

B5 


Anyway — it sounds like another avenue we could pursue that may give us some additional info. 


Interesting things to consider: 


| 	 B5 
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B5 

I'll set up a meeting with all of us, and with Marilyn sometime soon...please let me know if you have 

interest/questions/concerns based on the little I've relayed here. 


Thanks! 


Lee Anne 

Lee Anne M. Palmer, VMD, MPH 

Acting Director, Division of Veterinary Product Safety 


Center for Veterinary Medicine 

Office of Surveillance and Compliance 

U.S. Food and Drug Administration 

Tel: 240-402-5767 

Leeanne palmer@fda.hhs.gov 


lipld U.S, FOOD & DRUG 

ADMINISTRATION 


@moo-n 
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From: Nemser, Sarah </O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS 
/CN=SARAH.YACHETTI> 

To: Rotstein, David 
CC: CVM Vet-LRN-OR 
Sent: 3/3/2015 5:15:59 PM 
Subject: FW: CASe coming to you through the portal for Purina Beneful 

Dave, 

Please let us know when this case comes through. 

Sarah 

Sarah Nemser M.S. 

tel: 240-402-0892 
sarah.nemser@fda.hhs.gov 

~-··-T.::.--=~=::.-.::.-.;::.:::.-.=~.:::

-~-~---
.:::.-.=:::::::-.:' -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·

_ 8-~-
-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-· ·---· 

From: L. ____ -·-- - ______ 
 

 
·

[ma i ltoJ L ____ -·-·-_ -·-·-·- ___ --·- _ -·-·-_ -·-·-____ .! 
Sent: Tuesday, March 03, 2015 12:13 PM 
To: Reimschuessel, Renate; Nemser, Sarah 
Subject: CASe coming to you through the portal for Purina Beneful 

Hi all, 

I referred a client to you today. This person had a dog that died of cardiomyopathy according to the post-mortem 
done here ati-·--·s5·-·-·i. The owner thinks it is related to the dog food she was feeding. I suggested she start a 
case throughLfFie .pef food reporting portal and you all could determine if you wanted to pursue more testing. I 
doubt there is any relation between the food and the condition, but I don't know enough about the case. We do 
have tissues here and also can provide the post-mortem report if the owner requests if of us. The owner's name 

is [_-~-----~~~---~~J and the dog was a Doberman. 

C indy 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
i j 

i 86 i 

' 
' i r ·-·-·-·-·-·-·-·-·-·-·-·9 ·5

·-·-·-·-·-·

·-·-·-·-·-·--·-·-·-·-·r·- -·- -·- -·-·-·-·- _; 
i-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·j 
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From: Guag, Jake </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7 A 7C5484C80E109CF901A 15DE
JGUAG> 

To: Peloquin, Sarah 
CC: Jones, Jennifer L 
Sent: 
Subject: 

Hi Sarah, 

[~~.~:~~f:~:~Jt :22:32 PM 
Fl/J::~:~:~:~:~:~:~:~~~~:~:~:~:~:~:~:~J 

I got an email from Tufts. Since Jen [§_.[_~-~~-_]could you please follow up this? 
I don't have detail info, so searched i ! and found info in \\wsdc-isilon1 \cv..m:·_'t~!IJro.$.\6-CASES\800.267-
EON-M ulti-DCM-CI uster\2-C as es \O~Tesling' In Progress \cc-297-E ON-3807 43~

B6 
 86 

·-·-·-·-·-·-
Nel I ness-eng 

bull\emails (I think it is related to this case but not guarantee) "-·-·- ·-·-·· 

I can ship the shipping materials, but need to know 
1. If we w ill follow up this 
2. If so, which samples (fix or frozen) they will collect and what is size/weight of the samples. 
3. If we need to ship formalin to the Vet, etc 

Thanks 
Jake 

F roIT?.:.J:!:!_f!.?._Y..~~~Ei!:!§~.Y.-.QllQl~U~J-~!rJ.!iQQ._$._~r,vi ce <vetnutri ti on@tufts.edu > 
Sent: 86 i 
To: Jones~·-Je-rinifefT-<Jefrfilfer:Joffes@Tdali hs. gov>; Guag, Jake <Jake. Guag@fda. hhs. gov> 
Cc: [·-·--·-·-·-·-·-·--Eis·-·--·-·-·--·-·-·} < f'-·- --·-·as-·---·-·-·@tufts.edu> 

sub jea:r~~~~~~~~~~~~-~~~~~~~~~~~~J · -·-·-·- -·-·-·- -·-·-·- -·-·' 

Dear Jennifer and Jake ····-·-·-···--·-···-·-·
-·-~~

-·-·-·-·-·-· 
I just heard from Dr{=~~~~=~-6-~===] the primary care vet forL_·-·-·--· -·--·-·-·j She is the dog from the household in 
which at least 3 dogs were affected with diet-associated DCM. This was the first case from the household 
which was identified when she came in for congestive heart failure. 

The owners contacted him and said they will be bringing her in today to be euthanized for worsening heart 
failure. He's volunteered to get heart and liver samples as he did froml'.~'.~'.~'.~~~.~'.J Jake - could you send him 
-~.b!PRinQ.JJ.rnt~risil~.? __ fJJ?._ ~m-~.iLiA _ -·-- _ -·-- -·- __ -·- -·- __ -·· 

i 86 ! 
! ' 
! i '·"·-·-·-·-·-,-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·"' 

Thanks very much 
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 
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Report Details - EON - 380742
ICSR: 
--·---

2063133 
- ----4-- ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-· 

Type Of Subtnissi,,,,o_n._: _....,_1n_itial 

Rep°:rt Version: FPSR.FDA.PETF.V.V1 _______ _ 

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

Reporting Type: Voluntary 

Repori Submission Date: 2019-02-25 07:4342 EST 

Reported Problem: 

Product Information: 

Animal Information: 

Owner Information: 

! 

U'riTie<fStaf 
' 

es·--·-·-·-· 

FOUO- For Official Use Only 1 
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Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

-~ 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact 
Sender: 

Yes 

If 
Preferred Method Of 

Contact:
Email 

 

Additional Documents: 

Attachment: rpt_medical_record_preview. pdf 

m 

Description: Med records 

Type: Medical Records 
-

FOUO- For Official Use Only 2 
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ICSR: 2063133 
-- ~~~--·---- ---

Type Of Subtnissi,,,,o_n._: _
-4 ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-· 

....,_1n_itial 

Rep°:rt Version: FPSR.FDA.PETF.V.V1 _______ _ 

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

Reporting Type: Voluntary 

Repori Submission Date: 2019-02-25 07:4342 EST 

Reported Problem: 

Product Information: 

Animal Information: 

Owner Information: 

- -·-· ·-·-·-·-·-·-·-·-·-·--··-·-·-·-·-·-·-·-! 

Phone:~ 86 

FOUO- For Official Use Only 1 
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Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

Sender Information: Name: Lisa Freeman 

Address: 200 Westboro Rd 
North Grafton 
Massachusetts 
01536 
United States 

-~ 

Contact: Phone: 5088874523 

Email: lisa.freeman@tufts.edu 
-

Permission To Contact 
Sender: 

Yes 

If 
Preferred Method Of 

Contact: 
Email 

Additional Documents: 

Attachment: rpt_medical_record_preview. pdf 

m 

Description: Med records 

Medical Records Type: 
-

FOUO- For Official Use Only 2 
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From: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAA8> 

To: Scalera, Alexander 
Sent: 11/2/2016 3:22:29 PM 
Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Alex, for PO 6. 
You can call the number below to pay with VISA. 
Thanks, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 

11 U.S. FOOD & DRUG 
ADMINI STRATION 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Wednesday, November 02, 2016 10:47 AM 
To: Jones, Jennifer L 
Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Hi Jennifer 
Please see message below re: using Visa for this invoice 
Thanks 
Lisa 

From : [_~~~~~~-~-~~~~~~~-~~~~~~~--~~f~~~~~~-~~~~~~--~~~~~--~~~~J 
Sent: Wednesday, November 02, 2016 9:53 AM 

To: C~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~-~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~J 
Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Hi !"°BG.l 
1·-·-·-·-·-·-·-·-·-·-·-·-·-·-·--. 

This went to medical records and they forwarded it to me. Visa is fine. She can just call with the number.L._·-·-·-·-~§--·-·-·-_.! 

Thanks, 
1·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-·-·- ·-·-·-·- ·-·-·-·- ·-·-·-~- ·-·-·-·- · "'\ 

i I 

86 I 

' i 
t-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~----------------

From: L~:~:~~-~~:~·~J 
Se~.!~--~~9.~§q~.Y.! .. ~.9Y_~rn_~E._Q?.\ 2016 9:43 AM 

To: L.-·-·-·-·-·-·-·-·-·-·-·-·-·~~---·-·-~·-·-·-·-·-·-·-·-·J 
Subject: FW: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

See email below from Dr. Freeman. 
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i...·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·'----------------------

From: Freeman, Lisa 
Sent: Tuesday, November 01, 2016 6:42 PM 

Subject: Fwd: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

H i[.~·.~~~6-'.~.~]1ow should I respond? This is for the reimbursement for [~~.·~.~J~f~.·~.~.~.Jblood culture that we talked 
about a couple weeks ago by the Fda. Thanks. Lisa 

Sent from my iPhone 

Begin forwarded message: 

From: "Jones, Jennifer L" <Jennifer.Jones@fda.hhs.gov> 
Date: November 1, 2016 at 3:08:43 PM EDT 
To: "Freeman, Lisa" <Lisa.Freeman@tufts.edu> 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Good afternoon Lisa, 

My accountant asked if you're able to be reimbursed by credit (VISA) or if a check was needed? 

Thank you, 
Jennifer 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Jones, Jennifer L 
Sent: Monday, October 31, 2016 7:32 AM 
To: 'Freeman, Lisa' 
Cc: Nemser, Sarah; eerie, Olgiea 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Sounds great! Thank you, Lisa. 
Please forward me the ICSR number (confirmation number) when you submit the report. It will help us find the 
case after it's been submitted. 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Friday, October 28, 2016 3:36 PM 
To: Jones, Jennifer L 
Cc: Nemser, Sarah; eerie, Olgica 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Thanks very much. 

FDA-CVM-FOIA-2019-1704-017687 



I'm going to have another one for you. 3 unrelated dogs in a family who've developed dilated cardiomyopathy. 
Supposedly on a commercial vegan diet and then small company;s dog food. Once I get more details, I'll 
submit that one. 
Best, 
Lisa 
Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Tufts University 

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov] 
Sent: Friday, October 28, 2016 3:07 PM 
To: Freeman, Lisa 
Cc: Nemser, Sarah; eerie, Olgica 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Good afternoon Lisa, 

Thank you for sending the invoices. I'll submit them for repayment. 
I'll be on the look-out for the Medical records and the final blood culture result. 
We will send the results of the food testing as soon as they are received. As a head's up, they usually take a few 
weeks. 

Thank you again for your help with the investigation. 
Kind regards and enjoy your weekend, 
Jen 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Friday, October 28, 2016 10:01 AM 
To: Jones, Jennifer L 
Cc: Nemser, Sarah; eerie, Olgica 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Dear Jennifer 
Please see attached for an invoice, as well as the receipt for shipping and the invoice that includes the blood 
culture. 
So far, the blood culture is negative but I'll send the final report when it's available. 
We're getting written permission for release of records from the owner and will send those asap 
Will I be updated on the results of the food analysis? That will be helpful information for treating this dog since 
she's not doing especially well 
Thanks 
Lisa 

Lisa M. Freeman, DVM, PhD, DACVN 
Professor 
Cummings School of Veterinary Medicine 
Tufts University 

From: Jones, Jennifer L [mailto:Jennifer.Jones@fda.hhs.gov] 
Sent: Friday, October 21, 2016 11:15 AM 
To: Freeman, Lisa 
Cc: Nemser, Sarah; eerie, Olgica 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

FDA-CVM-FOIA-2019-1704-017688 



Good morning Dr. Freeman. 

Thank you for the update. We will look for the medical records to arrive. 

In the meantime, please move forward with the Listeria blood culture at IDEXX. Please send a copy of the 
results when finished and an invoice for the blood collection/shipping/Listeria testing. 

For the open product testing, an instruction document and pre-filled out laboratory submission forms are 
attached. Please include those in the shipment. After shipping, please send an invoice for the shipping materials 
and shipping. 

Please email or call with any questions. 
Thank you kindly, 
Jennifer 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Friday, October 21, 2016 10:24 AM 
To: Nemser, Sarah; Ceric, Olgica 
Cc: Reimschuessel, Renate; Jones, Jennifer L 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Dear Sarah 
I got information from Dr. eerie on submitting a blood culture for Listeria but not any information on submitting 
the food for analysis. 
I'm traveling this week but can submit an estimate for blood testing on Monday 
Kind regards, 
Lisa 

- -- - -·-·----------------· 
From: Nemser, Sarah [mailto:Sarah.Nemser@fda.hhs.gov] 
Sent: Friday, October 21, 2016 10:22 AM 
To: Ceric, Olgica; Freeman, Lisa 
Cc: Reimschuessel, Renate; Jones, Jennifer L 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Dr. Freeman, 

I wanted to follow up on this ca$.P-·-·-·- -·-

Dr. eerie is out of office due to 

·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·- -·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·, 

L-·--·--·--·--·--·--·--·--·--·---~~---·--·--·--·--·--·--·----·--·-__j 
In her email below she stated that she would provide information on sending the food to the Ohio laboratory. 
Please let us know if that information was provided, if not we can follow up. 

Please also send along an estimate for the blood testing so that we can prepare a purchase order. 

Thank you very much for your assistance on this case. 

Sarah 

Sarah Nemser M.S. 
Vet-URN Network Coordinator 
tel: 240-402-0892 
fax: 301-210-4685 
sarah.nemser@fda.hhs.gov 
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From: eerie, Olgica 
Sent: Wednesday, October 19, 2016 2:09 PM 
To: Freeman, Lisa 
Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

If IDEXX can test blood, that would be the fastest way to get it to the lab. We w ill reimburse you for the charges, 
but we will need an estimate first, in order to prepare purchase order. 

As for the food, we can test it at our network lab in Ohio, I'll send you instructions in a separate email. 

We will reimburse you for the shipping charges. You'll just need to submit invoice ( one for blood testing and 
shipping), once you ship the sample. 

Olgica Ceric, DVM, PhD 
Veterinary Medical Officer 

U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-URN) 
8401 Muirkirk Road, G704 
Laurel, Maryland 20708 
tel: 240-402-5419 
fax: 301-210-4685 
e-mail: olqica.ceric@fda.hhs.gov 
Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Wednesday, October 19, 2016 1:43 PM 
To: eerie, Olgica 
Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Hi all 
We just got a blood sample from the dog Uust so happened she was coming in for a recheck today so I was 
fortunate to catch her primary clinician before the dog left)_ We typically submit our blood cultures to IDEXX. I'm 
on the phone right now to see if they can test for Listeria . If not, can you tell me where to submit? 

We do not have the ability to easily test the food for Listeria so if you could send details on that as well, I'd 
appreciate it 

The owner did give permission to get records sent. I'm traveling through Friday but can get those submitted to 
you on Monday 

I'll get someone to submit samples as soon as you provide info on labs, etc 
Thanks 
Lisa 

From: eerie, Olgica [mailto:Olqica.Ceric@fda.hhs.gov] 
Sent: Wednesday, October 19, 2016 10:10 AM 
To: Freeman, Lisa 
Cc: Reimschuessel, Renate; Jones, Jennifer L; Nemser, Sarah 
Subject: RE: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Dear Dr. Freeman, 

Thank you for the prompt response. 

FDA-CVM-FOIA-2019-1704-017690 



Do you have in·house lab available for testing the food? If so. please let me know the testing estimate. 

Once you get approval from the owner to release medical records. please email them, or fax to: 301-210-4685. 

Regarding Listeria, perhaps you could ask the owner if they are willing to submit blood for testing when you 
contact them regarding medical records? I understand your concerns regarding antibiotics, but we'd like to do it 
just in case. 

Please reply to all when responding, my responses might be delayed since I'll be on leave part day by the end 
of the week. 

Thank you, 

Olgica Ceric, DVM, PhD 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-URN) 
8401 Muirkirk Road, G704 
Laurel, Maryland 20708 
tel: 240-402-5419 
fax: 301-210-4685 
e-mail: olqica.ceric@fda.hhs.gov 
Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

From: Freeman, Lisa [mailto:Lisa.Freeman@tufts.edu] 
Sent: Tuesday, October 18, 2016 7:28 AM 
To: Ceric, Olgica 
Subject: RE: FDA case follow up-EON·285648-Freeman·Nature's Vareity 

DearOlgica 
We're happy to get permission from owners for medical records and I can get food submitted for testing next 
week 
My question is on the blood culture. I'm not sure when the dog will be coming back in (she was discharged late 
last week) and am wondering if Listeria could be cultured if dog has been on antibiotics for >1 week 
Thanks 
Lisa 

From: Ceric, Olgica [mailto:Olgica.Ceric@fda.hhs.gov] 
Sent: Monday, October 17, 2016 1:03 PM 
To: Freeman, Lisa 
Cc: Nemser, Sarah; Jones, Jennifer L 
Subject: FDA case follow up-EON-285648-Freeman-Nature's Vareity 

Good morning Dr. Freeman. 
We received your consumer complaint and would like to request the following: 

FDA will pay for the testing. 
We have a network of veterinary diagnostic laboratories and could send samples to one of them, unless your 
lab has the capabilities? 

Please email (preferred) or fax (301) 210-4685 us the medical records. Please send the full medical 
history-not just for this illness event. 
Attached are a copy of our network procedures. They describe how veterinarians help with our case 
investigations. I also attached an owner friendly version. 

• a copy of full medical records for the dog 
• blood culture for Listeria 
• open bag testing for Listeria and Salmonella 



Sincerely, 

Olgica Ceric1 DVM, PhD 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-URN) 
8401 Muirkirk Road, G704 
Laurel, Maryland 20708 
tel: 240-402-5419 
fax: 301-210-4685 
e-mail: o/qica.ceric@fda.hhs.gov 
Web: http·//yyww fda goy/AnjmalVeterjoary/SdenceResearch/ucm247334 htm 
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From: Guag, Jake </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7 A 7C5484C80E109CF901A 15DE
JGUAG> 

To: Jones, Jennifer L 
1/29/2018 9:20:50 PM,---·----·--·--·--·--·, 

-800.218 

 

FW: Food collection ki~ 86 j

t·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j

Sent: 
Subject: 

I forgot to ship this one. I will ship it by Wed. 

Sorry! 

From : Jones, Jennifer L 
Sent: Wednesday, January 24, 2018 7:05 AM 
To: Guag, Jake <Jake.Gua?@fdaJJb.s. . .aoY.?:._, 
Subject : Food collection ki~ 86 !800.218 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

Jake, Please send a kit when_v.:ou have time-F:\6-CASES\800.218-EON-Multi-Ca Naturals-Ziqnature-DCM\EON-
~

· -·-·-·-·-·-·-·-·-·-·-·-·-·  I 

 86 Multi foods
(

~ B6 ! Cases\3-samples 
i..--·-·-·-·-·-·-·-·-·-·-·-j 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road, G704 
Laurel, Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
e-mail: ienniferjones@fda.hhs.gov 
Web: http:/lwww.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 

II U.S. FOOD & DRUG ,..r~~ 
il'.OM1Nt st•Atl6M r· \J ,, 
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From: 

To: 

Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAA8> 
Rotstein, David 

Sent: 6/10/2016 5:41 :34 PM 
FW: r-·-·-·-·-·-·05-·-·-·-·-·-·1History 

329:(:.ooT.ixffii"fmr 
Subject: 
Attachments: 

r·-·-·-·-·-·-·-·-·1 

EON-26681.$, 86 ~se for Taurine testing. List of food bought. Looks like GF Chicken Adult was most 
prevalent. :.___·-·-·-·-·-·-·' 

Jennifer Jones, DVM 
Veterinary Medical Officer 

From: [~:~:~:~:~:~:~:~:~:~:~:~:~ ~:~:~:~ ~:~:~:~ ~:~:~:~:~:~:~:~~:~:~:~:~:~:~:~:~ ~:~:~:~ ~:~:~:~ ~:~:~:~:~:~:~:~:~:~:~:~:~:J 
Sent: Friday, June 10, 2016 1:39 PM 

To: Jones, Je1Jnlf~r..J ___ ·-·---·-·- · 
Subject: Fw:j 86 ~ istory 

'-·-·-. - . -·-·-. - . -·-·-. - . -·-·-. - .i 

Hello Dr. Jones, 

Thank you for speaking with me yesterday. As promised, here is the l ist of purchases from the[
·
·-·- -·-·-·-96·-

·-·-·-·-·-·
-·-·-·-1 store. Please 

note that we purchased a few Merrick cans of cat food before we knew about the taurine issue (we were trying to get
-·-·-·-·- -·-·-·-·-' ·-·-·-·-·-·-i 

 L-~~--j 
to eat anything at that point). Let me know if you require any further information or have additional questions. 

Thank you . 

,-·--·--95----1 

! ! 
'· -·-·-. -. -·-·-. -. -·-·-. -. -·-·-' 
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From: Guag, Jake </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7 A 7C5484C80E109CF901A 15DE
JGUAG> 

To: Jones, Jennifer L 
Sent: 9/20/2018 8:53:26 PM 
Subject: FW: UC Davis control - Follow up 
Attachments: Normal_dog_20Nov17 .xis 

Got something with some issues. I don't know whether you can use it or not. ... 

From : i·-·-·-·-·-·-·- -·-·-·- -·-·-·- -·-·-·- -8-6-·-·-·-·- -·-·-·- -·-·-·- -·-·-·- -·-·-! 
sent: tfiursciay:- septem6er-2cY.-2-0Ta-.~rscf PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: UC Davis control - Follow up 

Hi Jake, 

I have added the data rnn with the new analyzers (see attachment). The data between were rnn by the old 
analyzer and can only be viewed, but not be analyzed because the configure differences of the old and new 
systems. I spent whole Tuesday working on it (even though I got more than 200 samples the day) with no luck. I 
have to ask the manufacture for help during some training class in future. 

My apology again. 

Kind Regards, 

··-·-·-·-·-·-·-·-·-·-· 
! 86 ! 
'-"·-·-·-·-·-·-·-·-·-·· 

From : Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Se~~J'{1QQ9_C!y, __ §.~£t_ember 17, 2018 7:07 AM 
To: ! 86 i 
Subject: 

~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-) 

RE: UC Davis control - Follow up 

Hi[~-~~f~J 
I know you had the issues and busy. I was wondering when we can get AA results for the control urine 
samples? Do you think you can send the results by this Fri (09/21 )? 
We would like to include that data for the AAVLD presentation. 

Thanks 
Jake 
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From: f-- ----·- -·- -·- -·- -·- -·- -·- -·-Bff-----·- -·- -·- -·- -·- -·- -·- -·: 
'"'·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

Sent: Monday, September 10, 2018 6:51 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov>; Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: UC Davis control - Follow up 

Hi Jake, 

I didn't use the shipping slip you generated because we don't have the labels (Dry Ice) from UPS, plus I don't 
have my car with me today (I used drove to the down town UPS office to drop off package) . So I used our 
Fedex Account and arranged a pickup service from our address. 

Attached is the Round 17 results. Sorry for taking so long to get them done because two sudden issues. First is 
that our analyzer was done, and it took more than a month to replace it with a new one. The second issue is that 
we have been receiving 70-1 14 clinic samples each day since the golden Retriever DCM issue was brought out 
early August, which has been huge extra burden to the lab. Hope it will not have too much negative impact on 
your project progress. 

Kind Regards, 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Se'1f;._MQO.Q_9.Y._.Se.Rt~mber 10, 2018 1 :20 PM 
To·

• i..·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 
Subject: RE: UC Davis control - Follow up 

! 86 i 

Thank you for the information. Attached please find the return shipping label. 

Gentle reminder: Please do not seal the insulated box lid and cardboard box. Dry ice is needed to be 
evaporated. 
Please put 'Address of Consignor', 'Address of Consignee', 'Exempt specimen', 'Dry Ice Hazard 
Label', 'UN 1845' with 4.0lb dry ice weight on a side of box. 
Please provide sample inventory form. I will fill out and provide you 

Fust follow up: When I can expect to get data? 

Thank you 
Jake 
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Sent: Monday, September 10, 2018 4:08 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Subject: Re: UC Davis control - Follow up 

Dry ice: 4 Lbs. 

Thanks, 

r--Eis---, 
""'·-·-·-·-·-·-·-·.: 

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

Se~.!.:JY.1g_~_9_8-.Y.!.-~-~.P.t~mber 10, 2018 12: 33 PM 
To: ! 86 i 

i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.i 
Subject: RE: UC Davis control - Follow up 

Hir---·s·s·--·-1 
whatTsTl1e" weight of dry ice? 

Jake 

From f _-_-_-_-_-_-_-_-_-_-_-_-_----~-----------~-~---_-_-_-_-_-_-_-_-_-_-_-_-_--~-------~_J 
Sent: Monday, September 10, 2018 3:03 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov>; Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: UC Davis control - Follow up 

The package size: I lx9.5x8 inch 

The package weight: 2370 g with dry ice 

There are only three samples #100, 101, 102 

Thanks, 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
SerJJ; __ .EciQ§YJ.-.~~.Rt~.m.R.~L.Z,_.~Q.:1_$.Jl:_~,2 AM 

To:!._ _______ -·-·-·-·-·-·-·-·- -·-·-·- --~~---·-·- -·-·-·- -·-·-·-·-·-·-·-·- ___ ] 
Subject: RE: UC Davis control - Follow up 
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No problem. 

Please provide me below information so I can generate a return shipping label. 

1. Total box weight 
2. Dry ice weight 
3. Size of box (H x L x W) 

Thanks 
Jake 

.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
86 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-.. 
From:! ! 
sent: F-rlcfriy~·-s-eip-femEer-1~·-2cYrsTtHrF,-rvr·-·-·-; 
To: Guag, Jake <Jake.Guag@fda.hhs.gov>; Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: UC Davis control - Follow up 

Hi Jake, 

I am really sorry for the postpone of sample shipping and data reporting. I will come this weekend to analyze 
and organize the data and send to you. And I will ship the urine samples to you Monday for sure. 

Thanks and have nice weekend, 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Se~!:._1:!.J.9_~Y1._§_~p_t!3-mber 7, 2018 8:47 AM 
To:! 

j-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·_! 
Subject: RE: UC Davis control - Follow up 

86 i 

!°-·-·-·-·-·-·-·-·-·-, 

Hi [_ ___ ~~ -.--] 
Just follow up. When do you plan to ship the urine and provide amino acid data? 

Thanks 
Jake 

From: Guag, Jake 
Seot;._frj.dav •. _Awo.w.s_t-2.4. • .2.Q.1.8...ft3.~LPM._._._. __ , 
To:

i
! 86 

-·-·-·-·-·-·-·-
i 

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·...! 
Subject: RE: UC Davis control - Follow up 

Great! Thank you so much. 

Just provide me information of 

1. Total box weight 
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2. Dry ice weight 
3. Size of box (H x L x W) 

Thanks 
Jake 

,

From: -·--·-·-· -·-
·-·-·-a·-·-s·-·-·-·-·-·

Sent: Friday, August 24, 2018 3:57 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Subject: Re: UC Davis control - Follow up 

L--·-·-·--·-·-·--·-·-·--· --------
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-1· 

Hi Jake, 

I will ship the sample to you Monday. I will pack it and send the weight to you, so you can generate a slip and 
email to me. 

We just finished the amino acid analysis. I will try to organize the data and send to you next week. 

Have a nice weekend, 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Sent: Friday, August 24, 2018 9:32 AM 

To: [_~~~-~~~~~~~~~-~~~~~~~~~-~~-~~~~-~J 
Subject: RE: UC Davis control - Follow up 

I would like to get the last control urine sample. Do you need a shipping box? I can ship one to you. 

Any updates about the amino acid results? 

Thanks 
Jake 

From : ;·-·-·-·-·-·-·-·-·-·- -·- -·-·-·-·-·-·-·-·-·-·-·-·-·a ·if-·

-·-·-·- ·- ·-·-

-·-·-·-·- -·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-! 
L.·-·- ·- ·-·-·- ·- ·-·-·- ·- ·-·-·- · - ·-·-· - · - ·-·-·-·- · ·- ·- ·-·-·- · - ·-·-·- ·- ·-·-· - ·- ·-·-·-·- ·-·-·-·- ·-·; 

Sent: Friday, August 10, 2018 12:18 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov>; Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: UC Davis control - Follow up 

Hi Jake, 
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Yes, we got the last control urine sample. Shall I ship it to you Monday? 

We have the amino acid results for normal dog urine up to #75. Do we have a dead line for the results? Our 
analyzer was crashed and it took us one and half month to get it replaced with a new one. Sorry about the 
delaying. 

Have a nice weekend, 

r-·-·-·-·-·-·-·-·-·-· 

i 86 ! 
'"'·-·-·-·-·-·-·-·-·-·· 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Se'"!.! ; _ _E~!g~yt._~_L:!9_L:!.~! 10, 2018 6:25 AM 
To: l --~-~---._ _________ ________ j 
Subject: UC Davis control - Follow up 

Hi C.~-~--~--~-~--J 
Just follow up. We expect to get one more UC Davis control urine sample by Sep 2018. Did you collect 
the urine sample? 

Also, I was wondering if you have amino acid quantification results for the recent controls. 

Thanks 
Jake 

Jake Guag, MPH, CPH 
Biologist (FDA/CVM/ORNet-LIRN) 
8401 Muirkirk Road 
Laurel, Maryland 20708 
Email: jake.guag@fda.hhs.gov 
Tel: 240-402-0917 
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From: Guag, Jake </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=E13AD3C7 A 7C5484C80E109CF901A 15DE
JGUAG> 

To: Jones, Jennifer L 
Sent: 8/20/2019 11 :36:43 AM 
Subject: FW: Vet-URN urine sample collection - plan 
Attachments: ND-urine samples.xlsx 

For your record. 

Jake 

From:!·-·-·--·-·-·--·-·-·--·-·-·--·-·-·- -·es-·-·-·-·--·-·-·--·-·-·--·-·-·- -·-·-·1 
sent: Moncfai"y~·Au-9Lis-r·:i-9;-·2-cH~fs:-:rr·rrvf-·-·-·-·-·-· 
To: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Subject: Re: Vet-LI RN urine sample collection - plan 

Hi Jake, 

Attached is the updated Normal Dog urine sample information. The highlighted rows with red color are 
the samples shipped today. I will update and email you the questionnaires tomorrow. 

Jb_§n~?._.f or your arrangement, 
! 86 ! 
'·-·-·-·-·-·-·-·-·-·.! 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Sent: Monday, August 19, 2019 11 :50 AM 
To: r·- -·- -·-·-·- -·-·-·-·-·-·-·-·-·-·- -·-ss-·--·- -·- -·-·-·- -·-·-·-·-·-·-·-·-·-·: 
su t>1e-cE·R·E':-vef:TfF'H·~f"Lfrlne·s-~im.pTe-·c:0ne~tion - plan 

Thanks. r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-95·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·; 

same to •. you~·-iryo_u.wlini·a-ve-vacaffon-so-oii~·Tt1eii-·Fia·0e-·a·-9re.at-fime·y-·-·-·-·-·-·-·-·-·-·-·-·-·-·--·-·-·-·-·--·-· 

Jake 

From : f-·- -·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·- -·iis·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·1 

Sent: rvfon-day~·-A-ugusfT9~ 2cff~r2:4T"Pfvr·-·-·-·- -
To: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Subject: Re: Vet-LI RN urine sample collection - plan 

Thanks Jake. Are you arranging a vacation soon? If so, I wish you a great vacation time! 

)~in.stB.~g.ards, 
! 86 ! 
! ! '·-·-·-·-·-·-·-·-·-·-·-·.: 

From : Guag, Jake <Jake.Guag@fda.hhs.gov> 
SenJ_:_.M9._IJQ9..Y,_ Al:l9.l:l~L1 ~~ -~QJ ~_J_1_:_3-§_6J0, 
To:!

""
 86 ~ 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 

Subject: RE: Vet-LIRN urine sample collection - plan 

Hi[~.~$,~~.~_] 
Attached please find the return shipping label. 
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Please DO NOT seal the box, so the dry ice can be evaporated. 
Please put all 5 labels I included in the box in one side (Exempt Animal Specimen, shipper's label, recipient 
label, dry ice label (diamond shape, STP-830), and UN1845 label). 
Please fill out shipper's information (you) and recipient's information (mine). 
Please write down ?Kg on the UN1845 label. 
Please also include sample inventory sheet. 

Thanks 
Jake 

From :l~·.~·~·~·~·.~·~·~·~·~·~·~·~·=·~·~·.~·~·~·~$r~·~·-·-·~·~·~·~·~·~·~·~·~·~·~·~·~·~·.J Sent: Monday, August 19, 2019 1 :38 PM 
To: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Subject: Re: Vet-URN urine sample collection - plan 

Hi, Jake, 

This time we only have samples from 95-110. The package weight is 9330 gram in total with 7000 
gram dry ice. 

Thanks, 

L.-·-·-~~·-·-·-j 

From: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Seot.Mo.rn:tgY •. AYOJJ~Ll9 .•. 2019._6.J .2.A.M._._., 
To·! BG i ···-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· ·-·-' 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: RE: Vet-URN urine sample collection - plan 

.--·-·-·-·-·-·-·-·-) 
Hi! 86 i 

l-·-·-·-·-·-·-·-·-' 

Please let me know the total weight of the box with samples by 3:30 ET today. I will generate a return shipping 
label. 

Thanks 
Jake 

From: Guag, Jake 
Se~LM9rn:J9_y,_6JJ.Q_l!§.!.J:fJ.-~QJ~_:f~.~:l.J?.M_._·-, 
To: !! BG ·-·-·-·-· i .-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·--·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: RE: Vet-URN urine sample collection - plan 

I see. No prob! 
You can ship the samples next week. Just let me know when you ready. I will generate a return shipping label. 

Thanks 
Jake 

From : [~--~--~--~·~--~--~.~·~--~--~.~·~--~--~.~·~--~--~.!3-~~.~--~·~--~--~--~·~--~--~.~·~--~--~.~·~--~--~.J Sent: Monday, August 12, 2019 2:34 PM 
To: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: Vet-URN urine sample collection - plan 
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Hi Jake, 

Sorry, we can't do it th is week. 

Thanks, 

[.·~~~.~-~.·~.·~.] 

From : Guag, Jake <Jake.Guag@fda.hhs.gov> 
Sent: Monday, August 12, 2019 8:37 AM To f-·-·- -·-·-·- -·-·-·- -·-·-·-·--·-·-·-ss·- -·-·-·- -·-·-·- -·-·-·-·-·-·-·-·- -·: 
cc ~·-Anarea·-i=·as-cettr<a!tasceHl@Lic-davTs~·~du > 

Subject: RE: Vet-URN urine sample collection - plan 

Hi[~:~.~f] 
Can you ship the samples either Aug. 13th or 14th? 
If not, please let me know. I will block 20th_ 

Also, please provide me total weight of the box. I will generate a return shipping label and email you. I already 
know size of the box (email attached) and only need a final weight. 

Thanks 
Jake 

---- ------------ -------
86

--------------------
From :!  ! 
sent: Moffday,'Augusc12~·201g-rrz3·-AM ___ -·-·; 
To: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Cc: Andrea Fascetti <ajfascetti@ucdavis.edu> 
Subject: Re: Vet-URN urine sample collection - plan 

Hi Jake, 

Sorry to le t you know that I can not ship the urine samples to you today as one of my coworkers can't 
come today (I just got the massage this morning). I will ship them to you on 19th according to the 

original plan . 

I apologize tor the inconvenience. 

JS.~Q.9 ___ f3~gards, 

L_·-·---~-~---·-·j 

From : Guag, Jake <Jake Guag@fda.hhs.gov> 
Sent: Tuesday, August 6, 2019 7:19 AM 
To::-·- -·-·-·- -·-·-·- -·-·-·-·- -·-·-·- -·es-·-·-·- -·-·-·- -·-·-·- -·-·-·-·--·-·-·: 
Su b'jecl -:-RE-Vet:IJRNTii'Trie-·sampTe·-colfechon - pl an 

Great! 
Could you please provide me how many urine samples you plan to ship to me? Estimate number is fine. I will 
aliquot the samples and just want to check how long I need to block my calendar. 

It would be great help if you ship the samples to me on Aug 13th, so I can get them on 14th_ However, shipping 

of Aug 12th is fine as well. Please let me know when you plan to ship. 

FDA-CVM-FOIA-2019-1704-017704 



Thanks 
Jake 

··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-eif
·-·-·- -·-·-·

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
From: L.-·-·-·-·-·- -·- -·-·-·- -·-·-·- - -·-·-·-·-·-·-·- -·- -·-·-·- -·-·-·- _; 
Sent: Monday, August 5, 2019 6:35 PM 
To: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Subject: Re: Vet-URN urine sample collection - plan 

Hi Jake, 
I will do that. If there is urgent change, I will let you know. 

r_----~-~-_J 

Get Outlook for Android 

From: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Sel)t._MQ.OS!9YJ._6_L!9.!-:f_~tQ,_.~9-.1.~_JJAJ~.9-4._6fyl 
To:! 86 i 
subjea:-RE:-Vei~LiRf\furTne·-sampie.coHection - plan 

Hi r·- -·-0s·-·-·1 
L·-·-·-·-·-·-·-·-J 

Our project schedule is changed and I can handle your urine samples from next week. I was wondering if you 
can ship the samples to me on Aug 12th or 13th. Please let me know if you can do that, so I will block my 
calendar. 

Thanks 
Jake 

From ~~-~~~~~~~~~~~~-~~~~~~~~~~~-~~~~~~~-~~~~~~~~~~~~~~~~~~~~~~~~~-~~~~~~~~~~~-~~~~~~~} 
Sent: Tuesday, July 23, 2019 1 :04 PM 
To: Guag, Jake <Jake.Guaq@fda.hhs.gov> 
Subject: Re: Vet-URN urine sample collection - plan 

Thanks Jake fo r the arrangement. [_----~-~-----~-~~----~-~~~-----~~~-----~-~-----~~~~-~-----~-~-----~-~~------~~~--~~-~-----~-~_JYou can ship the 
containers any time. But I may not be able to ship the samples back this month. Aug 19th w ill work 
better to me. We don't need 15ml tube. We also have ice packs. Secondary containers are needed. 

K ind regards and w ish you a happy summer, 
r-·-·-·-·-·-·-·-·-·-·"! 

! 86 i 
l-·-·-·-·-·-·-·-·-·-·.J 

From: Guag, Jake <Jake.Guag@fda.hhs.gov> 
Sent: Tuesday, July 23, 2019 7:40 AM 
To :[~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ji~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~] 
Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 
Subject: Vet-LIRN urine sample collection - plan 

Hi[~)~~~=~J 
Hope all is well. Jen informed you have collected 103 out of 140 control urine samples. You might collect more 
now J 
We would like to get some of the control samples. 

I believe you store collected urine sample in freezer. Do you need 15mL tube? If so, how many tubes you need? 
I will include them in the shipping box. 

I will ship a large box with multiple ice packs and secondary containers. A secondary container can hold - 12-15 
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tubes. I am not sure how many secondary containers I will ship, but probably 4-6. So you can send -50-70 
control urine samples to me. 
When would be good time to ship box? I can ship box this week or later. You don't need to ship the samples 
right away, but I would like to have them either week of Jul 29th or Aug 19th. 

Please let me know 
Thanks 
Jake 

Jake Guag, MPH, CPH 
Biologist (FDA/CVM/OR/Vet-LIRN) 
8401 Muirkirk Road 
Laurel, Maryland 20708 
Email: jake.quaq@fda.hhs.gov 
Tel: 240-402-0917 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE 
GROUP (FYDIBOHF23SPDL T)/CN=RECIPIENTS 
/CN=OA3B17EBFCF14A6CB8E94F322906BADD-DROTSTEI> 

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

Sent: 7/13/2018 1:10:36 PM 

Subject: Fwd: Blue Buffalo-Life Protection Formula-Chicken and Brown Rice Recipe-For 
both ADULT and SENIOR;--Blue Buffal<?.:E.!3.~-~gg~_::.§.~ain Free-Chicken 
Recipe-For both ADULT and SENIOR;

Attachments: 2051935-report.pdf 

Cardiac 

: ! 86 !EON-359067  
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

From: PFR Event <pfreventcreation@fda.hhs.gov> 
Date: July 12, 2018 at 10:20:20 PM EDT 

To: Cleary, Michael * <Mic ha el . C 1 eary@f da . 1~1_3-:.8-<?.Y.?.:1_.gq_~_~t_.f._<?gs! B-:~.29.!:!}~~-<?!ifl.~~-t!g~·-·-·- -·-·- -·-·-·-·-·- -·-·-·- -·-·-·- -·-·· 
<HQ P etF oodRe portN oti fi ca ti on@f da. hhs. govt__·-·-·-·-·-·- -·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-~~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·- -·-·-·-·-·___: 
Subject: Blue Buffalo-Life Protection Formula-Chicken and Brown Rice Recipe-For both ADULT and 
SENIOR;--Blue Buffalo-FREEDOM - Grain Free-Chicken Recipe-For both ADULT and SENIOR: i'--·--95·-·--·] 

C~.~~~~~J E 0 N-3 5 906 7 ··-·-·-·-·-·-·-·-·-·-' 

A PFR Report has been received and PFR Event [EON-359067] has been created in the EON System. 

A "PDF" report by name "205 193 5-report. pdf' is attached to this email notification for your reference. 

Below is the summary of the report: 

EON Key: EON-359067 
ICSR #: 2051935 
EON Title: PFR Event created for Blue Buffalo Life Protection Formula Chicken and Brown Rice Recipe For 
both ADULT and SENIOR; Blue Buffalo FREEDOM - Grain Free Chicken Recipe For both ADULT and 
SENIOR;; 2051935 

AE Date 02/05/2014 

Best By Date 

Animal Species Dog 

Breed Schnauzer (unspecified) 

Number Fed/Exposed 1 

Number Reacted 1 

Outcome to Date Died Other 

FDA-CVM-FOIA-2019-1704-017708 



Age 10 Years 

District Involved 

Product information 
Individual Case Safety Report Number: 205193 5 
Product Group: Pet Food 
Product Name: Blue Buffalo Life Protection Formula Chicken and Brown Rice Recipe For both ADULT and 
SENIOR; Blue Buffalo FREEDOM - Grain Free Chicken Recipe For both ADULT and SENIOR; 
Description: In 2014,C~.~~.~]was diagnosed with early-onset heart failure caused by dilated cardiomyopathy. 
Prior to this diagnosis, he was in great health. Were able to minimize the effects of the hea1t failure with meds 
and prescription diet. Prior to this,;----95--·-i'1-1as fed a steady diet of Blue Buffalo - and prior to that, Beneful. Dog's 
heart became enlarged and ultimately 

I..-·-·-·-·-·-·-·~ 

led to his death. 
Submission Type: Initial 
Report Type: Adverse Event (a symptom, reaction or disease associated with the product) 
Outcome of reaction/event at the time oflast observation: Died Other 
Number of Animals Treated With Product: I 
Number of Animals Reacted With Product: 1 

Product Name 
Lot 
Number or 
ID 

Best By 
Date 

Blue Buffalo Life Protection Formula Chicken and Brown Rice Recipe For both 
ADULT and SENIOR; Blue Buffalo FREEDOM - Grain Free Chicken Recipe 
For both ADULT and SENIOR; 

Sender information 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·· 
: 86 

-·-·-·-·-·-·-·-
i 

i...·-·-·-·-·-· ·-·-·-·-·-·-j 

To view this PFR Event, please click the link below: 
https://eon.fda. gov/eon//browse/EON-3 59067 

To view the PFR Event Repo1t, please click the link below: 
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=O&issueType= l 2& 
issueld=3 7569 I 

This email and attached document are being provided to you in your capacity as a Commissioned Official with 
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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. Ifyou think 
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately. 
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From: Darcy Adi n <d b9gJr:i@_Q.g?_~L§lQ_u> ,·-·-·-·-·-·-
_·-·-·-·---

·-·-·-·-·-·-·-·-·-·-· 

To: 
 Joshua A Stern! ____________~§-·-·-·-·-·-·! Fries, Ryan CL ~-~----·-·-·-·-.]
CC: Freeman, Lisa; Jones, Jennifer L 

Sent: 817/2018 11 :08:36 AM 

Subject: Fwd: hold-FDA call w/ NCSU & Tufts re: DCM 


Hi J oshr·-·135·-·-·-iRyan and[°-·-·13-5-·-·1 
L·-·-·-·-·-·-·-·-·-) ··-·-·-·-·-·-·-·-·-· 

I know it is short notice but if any of you are available to conference with Dr. Jones and her group at the FDA, 

we would love to have you join us tomorrow (wednesday) at 4pm EST to discuss where we are with 

investigations after the FDA statement release. 


Thanks! 

Darcy and Lisa 


----------Forwarded message---------
From: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> 

Date: Mon, Aug 6, 2018 at 10:58 AM 

Subject: hold-FDA call w/ NCSU & Tufts re: DCM 

To: "Norris, Anne" <Anne.Norris@fda.hhs.gov>, "DeLancey, Siobhan" <Siobhan.Delancey@fda.hhs.gov>, 

"Rotstein, David" <David.Rotstein@fda.hhs.gov>, "Palmer, Lee Anne" <LeeAnne.Palmer@fda.hhs.gov>, 

"Carey, Lauren" <Lauren.Carey@fda.hhs.gov>, "Reimschuessel, Renate" 

<Renate.Reimschuessel@fda.hhs.gov>, "Ceric, Olgica" <Olgica.Ceric@fda.hhs.gov>, "Nemser, Sarah" 

<Sarah.Nemser@fda.hhs.gov>, Darcy Adin <dbadin@ncsu.edu>, Lisa Freeman <lisa.freeman@tufts.edu> 


-- Do not delete or change any of the following text. -

Join Webex meeting 

Meeting number (a~~~~~--c-~~~~: C:~:~:~:~:~~:~:~:J 
Meeting password:! 86 ! 

i.-·-·-·-·-·-·-·-·-·-·i 

Join by phone 
+1-210-795-0506 US Toll 

+l-877--'65-7975 US Toll Free 

Global call-in numbers Toll-free calling restrictions 

Can't join the meeting? 

Ifyou are a host. go here to Yiew host information. 

IJ\JPORTA.NT NOTICE: Please note that this Webex sel"\"ice allows audio and other infonnation sent during the session to be recorded. which may be disco\"erable in a legal matter. 

By joining this session, you auto1natically consent to such recordings. If you do not consent to being recorded, discuss your conce111s with the host or do not join the session. 

FDA-CVM-FOIA-2019-1704-017711 



Darcy B. Adin, DVM, DACVIM (Cardiology) 
Clinical Assistant Professor of Cardiology 
North Carolina State University 
NC State Veterinary Hospital 
1060 William Moore Drive 
Raleigh, NC 27607 
919-513-6032 
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From: 	 Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=OA3B 17EBFCF14A6CB8E94F322906BADD
DROTSTEI> 

To: Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren; Peloquin, Sarah; Burkholder, William; 
Freeman, Lisa; ADIN,DARCY BRITTAIN; Pohl, Aurelie; Norris, Anne; Delancey, Siobhan 

CC: eerie, Olgica 
Sent: 8/13/2019 12:42:31 PM 
Subject: RE: Meeting with Tufts and UFL-discuss ACVIM findings 
Attachments: Histopathologic Findings - Confirmed and Non-Confirmed DCM [Autosaved] [Autosaved].pptx 

Please do not forward. 

thanks 

David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERRT 
7519 Standish Place 
240-506-6763 (BB) 

IH I 

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 davi1d ..ro'ts'tei1n@fda..hhs .. gov. 

-----Original Appointment----
From: Jones, Jennifer L 
Sent: Wednesday, July 17, 2019 10:19 AM 
To: Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren; Rotstein, David; Peloquin, Sarah; Burkholder, William; 
Freeman, Lisa; ADIN,DARCY BRITTAIN; Pohl, Aurelie; Norris, Anne; Delancey, Siobhan 
Cc: Ceric, Olgica 
Subject: Meeting with Tufts and UFL-discuss ACVIM findings 
When: Tuesday, August 13, 2019 8:00 AM-9:00 AM (UTC-05:00) Eastern Time (US & Canada). 
Where: virtual meeting 

Please forward if I missed anyone. 

-- Do not delete or change any of the following text. -

When it's time, join your Webex meeting here. 

Meeting number (access code):i-·-·-·-·-·-·135-·-·-·-·-·-i 
L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 

Meeting password: r·-·-·-·-·-BS·-·-·-·-·1 
'-·-·-·-·-·-·-·-·-·-·-·-·-' 
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Join by phone 
Tap to call in from a mobile device (attendees only) 

+1-210-795-0506 US Toll 

+1-877-465-7975 US Toll Free 

Global call-in numbers I Toll-free calling restrictions 
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:M & Non-DCM Cases 

ases 
• Cases from CVCA and PF Rs 

• Dogs: 
• 6 DCM based on echo 

• 3 non-DCM: 

• Sudden death 

• Endocardiosiswith lungand bladder mass 

• Cardiomegalywith CHF 
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CardiomyopathyTypes:TidholmA and Jonsson l. 2005. Vet Pathol42: 1
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• Fu ll necropsy and 
hist opa t holog ic eva luati on 

• Card iac eva lua ti on 
• ~~;~~e~:~~!f~~I -Kogia 

• Weights and measurements 
• Histopathologic Findings 

• DCM 
• 2 types 

•• 
{with overlap) 

	 Fatty change (infil tration)

•• 
degenerative 
Wavy fi ber -attenuation 

• Grid Pa t hology 
• Individual 
• Population 



stologic Findings 

• Primary DCM (S/6) 
• Secondary DCM (1/6)- infectious 

isto- Card iac 

roup: 

isto- Non-Card iac (associated with card iac disease) 

FDA-CVM-FOIA-2019-1704-017718 

• Pulmonary edema (3/5) 

• Pulmonary fibrosis (3/5) 

• Hepatic chronic passive congestion (4/5) 


• Cardiomyocyte atrophy and degeneration (5/5) 

• Fatty infiltration (steatosis)(4/5) 

• Interstitial edema (3/5) 

• (mild) interstitial myocarditis (3/5) 

• Endocardiosis (5/5) 

• Fibrosis (4/S) 


•
•



DCM: Gross 
~-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 1 

! i 
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Secondary DCM & Non-DCM Cases 

86 
Bronchoalveolar Carcinoma (middle photo} & 
Endocardimis(lower photo}Secondary DCM

Myocardi tis 
Mesottielioma 
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=8607F880DF2B494AA639E6D9A387 4132
SARAH .PELOQ> 


To: Freeman, Lisa 

Sent: 11/1/2018 7:33:16 PM 

Subject: RE: Taurine result f ~~~~~§~~~~~~~~~~~~~~~ ~~~~~~J 

Thank you very much, Lisa! And thank you for updating me onC_"~--~--~--~--~--~-~-~~--~--~--~--~-·~.J also. 

Sarah 

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

Sent: Thursday, November 1, 2018 2:30 PM 

To: Peloquin, Sarah <Sarah.~E?.!g9.l:!.i_Q@!.9_~ ..-~.~_?.gov> 


Subject: FW: Taurine result -i_·-·-·-·-·-·----~~----·-·-·-·-·-·_i 

Hi Sarah, 

This is for a previously submitted dog. Initially had a borderline low leveli~~~~~~j and mildly reduced contractile 

function. 

Clearly high enough taurine now! We will recheck an echo soon. 

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..pe"tfoodolloqy..orq 
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From: 	 Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=CF7C8BD53B6C45A39318A596ACEA 7C53
LPALMER> 


To: Hartogensis, Martine 

CC: 	 Carey, Lauren; Rotstein, David; Jones, Jennifer L; Burkholder, William 
Sent: 	 7/12/2018 3:42:40 PM 

PFI - CVM webinar and premeeting for next week ~-·-·-·-·-·-·-·-·-·-
·-'·-·-·-·-·-·-·-·-·-·-
·-·-·135

·-
·-·-·-·-·-·-·-·-·-·-

·-·-·-·-·-·-·-·-·-·-·-·'·-·-·-·-
·-Twill need to miss Subject: 


(I had informed Nanette)  


Importance: High 

Attachments: Information: PFI & CVM Webinar on July 19 (pre-meeting) 


Hi - never good timing, but we have an ill-timef-·ss·-·-·~eek next week. I let Nanette know last week when the 
PFI meeting was scheduled. Understandably, sfie.didrh want to move the meeting since it's hard to schedule. I 
will not be on either Tuesday or Thursday of next week for the meeting. Lauren should be well able to cover 
anything from our team. 

Sorry to miss - thanks and good luck. Looks like an interesting set of questions from PFI ... 

Thanks, Lee Anne 

Lee Anne M. VMD, MPH 
Team Leader HFV-242, Supervisory VMO 

Center for Veterinary Medicine 
OSC, Division of Veterinary Product Safety 
U.S. Food and Drug Administration 
Tel: 240-402-5767 

~E?E?91JIJE?,Palmer@fda.hhs.gov 

D 

1111111 
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From: 	 Milton, Nanette </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=D54DC 17348F942F4BF2FEA6A507 AF352
NM I LTON> 


Sent: 	 7/12/2018 3:26:16 PM 
To: 	 Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.gov>; McDermott, Patrick <Patrick.McDermott@fda.hhs.gov>; 

Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 

Norris, Anne <Anne.Norris@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 

Carey, Lauren <Lauren.Carey@fda.hhs.gov> 


Subject: Information: PFI & CVM Webinar on July 19 (pre-meeting) 

Start: 7 /17 /2018 5:30:00 PM 

End: 7/17/2018 6:30:00 PM 

Show Time As: Free 


Recurrence: (none) 

Required Attendees: Palmer, Lee Anne; Rotstein, David; McDermott, Patrick; Delancey, Siobhan; Burkholder, 


William; Hartogensis, Martine; Norris, Anne; Jones, Jennifer L; Carey, Lauren 

Attachments: PFI Questions for CVM Regarding DCM.docx 


Hi Nanette, 

Please send the attached questions to the CVM folks attending the webinar on the 19th_ 

Can you set up a pre-meeting from CVM so we can discuss? 

Also, let PFI know who will be attending from CVM. 

Thanks! 

Martine 


From :[~~~~~~~~~~~~§~~~~~~~~J [mai1 llto[·_~)~-~-]wpeUood i1 nsHtute .. org] 

Sent: Thursday, July 12, 2018 9:23 AM 

To: r-i.9.d9_q.~n§.l$..,_.Mf.!.dio.~ <Marti1ne .. Hartoqensi1s@fda..hhs .. gov> 

Cc: i 86 ta>petfoodi1nsHtute.org> 

SubjecE"Tn-form-~iflon·:·-PFI & CVM Webinar on July 19 

Importance: High 


Martine, 

I wanted to reconfirm the webinar is scheduled for July 19. I'm sharing some questions 
with you in advance that may be asked by our members. These are the questions that 
our producer members presented to PFI as we informed them of the DCM incidents. I 
hope this is helpful to your team. 

Please let us know who will be joining the call. We will do the same from our end. 

,Tb.~nK.YQU_.~q much, 
! 86 ! 
i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 
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-- Do not delete or change any of the following text. -

Join WebEx meeting 
Meeting number (access code)f:~:~:~:~$.~~:~:~:~J 

Meeting password: L~--~--~--~·.)i~--~--~--~--~·.J 


Join by phone 

[.~-~-~-~-~-~-~-~$.~.~-~-~-~-~-~JJs Toll Free 
Global call-in numbers I Toll-free calling restrictions 

Can't join the meeting? 

If you are a host, go here to view host information. 

IMPORTANT NOTICE: Please note that this WebEx service allows audio and other information sent during the session to be recorded, which may be discoverable in a 
legal matter. By joining this session, you automatically consent to such recordings. Wyou do not consent to being recorded, discuss your concerns with the host or do not 

join the session. 
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From: 	 Jones, Jennifer L </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=OF6CA 12EAA9348959A4CBB1 E829AF244
JENNl FER.JO> 

To: Rotstein, David; Palmer, Lee Anne; Carey, Lauren 

Sent: 12/3/2018 2:48:57 PM 

Subject: Please send PFRs-FW: Grain Free Diet Study with CVCA 


I can't seem to find these. Can you please send? They are part of the DCM CVCA collaboration. 

-·-·---~-~----
:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·:

i·-·-·-· ·-·-·-·-.]csR #: 2055989 submitted 10/12/18 

 ICSR #: 2058366 submitted 11 /2/18 

Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


Fron.'.:~:~:~:~:~:~:~:~:~:~:~:~:~:~:~.~~:~:~:~:~:~:~:~:~:~:~:~:~:~:~]~ cv cav ets. com> 

Sent: Monday, December 03, 2018 8:58 AM 

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

Subject: Re: Grain Free Diet Study with CVCA 


We also have ["_~--~--~--~--~--~-~~--~--~--~--~"_] coming in for his 2 month recheck next week, if you wanted to send 2 boxes for him 

for shipping the samples. 


Please let me know if you have any questions or if I can help with anything else. Have a great day! :) 

On Mon, Dec 3, 2018 at 6:49 AM Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 
Good morning l--~~~~~~13~~~~~~~J 

Thank you for the update. Do you have the ICSR number, like a confirmation number, for each report? Also, 

what day did you submit them? This may help us locate them in the system. 

Thanks again, 

Jen 


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

From: [~~~~~~~~~~~~~~!:i_s:.~~~~~~~~~~~~~J@cvcavets.com> 

Sent: Friday, November 30, 2018 12:52 PM 

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

Subject: Grain Free Diet Study with CVCA 


Good afternoon, 


My name i~[-~-~~=~-~-~.J.!.-~.~ o~~-_c~Uti~.1~-~b.Dj,cians at CVCA in c~:~:~~:J. I had a question for you. I submitted 

reports for! B6 

-·-·-·-·

:and! 86 L but Dr. Rosenthal said that you still needed reports for them. Do 

'·-·-·-·-·-· -·-·-·-·-·-· L }

you mind letting me know whaftixaCfly-rii"eeded to do in order to make them complete? Thank you so much for 
your help. You should be recieving 2 of our boxes next week. Have a great weekend! 
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; 
i 

______R.egis-tereffVefeffnary;
i 

Technician 
i 

CVCA - Cardiac Care for Pets 

[~~~~~~~~~~~~~~~~~:.~~~~~~~~~~~~~~~~] 

~:~:l~~~:~-~-~-~~i~.~~-~-~-~i-~~J 


[~~~~~~~~~~~~~I~~~~~~~~~~~t@cvcavets. com 
Visit our Website: www.cvcavets.com 
"Like" our Fan Page: www.facebook.com/CVCAVETS 
"Follow us on lnstagram: https://instagram.com/CVCAVETS 

r·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-: 

j 86 i 
;miglsfereaVelefrlnary Technician 

__ .G.)£Q6_.:__Q3[cJ.lg_g__Q9.rn_.fQLE~ts 
i 

i 
i 
i 

; i 

i 

i 

i 


·-·-j 

; 
i-·-·-·-·-·-·-·-·-·o

Phone: 
·-·-·-·-·-·-·-·-

·-·----~~---·-
f'·-·-·- ·-·-·-·-·r-·-·-·-·-

86 
!._·-·- ·-·-·-.! 


.--~-E!~.~L:~:~:.[s:~=~~-·~.J

i 86 ::Vcvcavets.com 
'VlslfO"uTWefi"site: www.cvcavets.com 
"Like" our Fan Page: www.facebook.com/CVCAVETS 
"Follow us on lnstagram: https://instagram.com/CVCAVETS 
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From: Jones, Jennifer L </o=ExchangeLabs/ou=Exchange Administrative Group 
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Of6ca 12eaa9348959a4cbb1 e829af244-Jen niter.Jo> 

To: Carey, Lauren; Palmer, Lee Anne; Reimschuessel, Renate; Rotstein, David; eerie, Olgica 
Sent: 6/7/2018 6:12:10 PM 
Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 
Attachments: 800.267 Procedure Rationale-v1 .docx; 800.267-draft-Sample Testing Procedures-v3.doc 

Hi everyone, 

Please review again by COB Monday. I'd like to send the document to the larger group (Martine, OAF, 

communications, etc.) ahead of our Quarterly Center JPT Call (and less JPT these days, more other stuff). 

Thanks, 

Jen 


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

From: Jones, Jennifer L 
Sent: Monday, June 04, 2018 6:37 AM 
To: Carey, Lauren <Lauren.Carey@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 
Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov> 
Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 

Thank you, everyone. I'll get the edits done and send back out for a final review before sending to the larger 
group. 

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

From: Carey, Lauren 

Sent: Friday, June 01, 2018 7:27 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; 

Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David 

<David. Rotstein@fda. hhs. gov>; Ceric, Olgica <Olgica. Ceric@fda.hhs.gov> 

Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 


No comments from me. Thanks, Jen. 

From: Palmer, Lee Anne 

Sent: Friday, June 01, 2018 3:12 PM 

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

<Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Ceric, Olgica 

<Olgica. Ceric@fda. hhs. gov>; Carey, Lauren <Lauren. Carey@fda. hhs. gov> 

Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 


___t!i __~~Q·-=-·1__ !1}9-9.~--~-9.i_t:5_.!f~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~6~5.~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~J 
! BS 
'-mcTennefRno'v'inryoffTfiivefquefsncrns-aooot\iiltYatTvefaor;-e·.-·-·rtYEfriRsr-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
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From: Jones, Jennifer L 
Sent: Friday, May 25, 2018 8:41 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Rotstein, David 
<David.Rotstein@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 

Thanks, I'm sending to Martine and the larger group after this group has reviewed. 

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

From: Reimschuessel, Renate 
Sent: Friday, May 25, 2018 8:40 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Ceric, 
Olgica <Olgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 
<Lauren.Carey@fda.hhs.gov> 
Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 

Rr edits 
Other folks may want to review after the items in this version have been addressed 

From: Jones, Jennifer L 
Sent: Friday, May 25, 2018 8:20 AM 
To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olqica.Ceric@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 

Thank you, Dave. [.~.~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~~-~--~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-~-] 
Jennifer Jones, DVM 
Veterinary Medical Officer 
Tel: 240-402-5421 

From: Rotstein, David 
Sent: Friday, May 25, 2018 8: 16 AM 
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Reimschuessel, Renate 
<Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: RE: Action Item: Please Review-800.267-DCM draft testing plan 

Jen, 

This looks fantastic and is well organized with excellent supportive information. 

As for the study design, I think this looks good. The criteria are well-developed. 

:-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 
! i 

! i 
! i 
!! i 
! i 
! i 
! i 
! i 
! i 
! i 
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David Rotstein, DVM, MPVM, Dipl. ACVP 
CVM Vet-LIRN Liaison 
CVM OSC/DC/CERT 
7519 Standish Place 
240-506-6763 (BB) 

D 
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: Jones, Jennifer L 
Sent: Friday, May 25, 2018 7:33 AM 
To: Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; Ceric, Olgica 
<Olgica.Ceric@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Palmer, Lee Anne 
<LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: Action Item: Please Review-800.267-DCM draft testing plan 

Please review by COB 6/1. 

Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road, G704 
Laurel, Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 

FDA-CVM-FOIA-2019-1704-017731 




:)

From: 	 Palmer, Lee Anne </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECI PIENTS/CN=CF7C8BD53B6C45A39318A596ACEA 7C53
LPALMER> 


To: 	 Ask CVM; Carey, Lauren 
CC: Jones, Jennifer L 
Sent: 6/28/2019 12:35:06 AM 
Subject: RE: Additional information regarding study of diet-related dilated cardiomyopathy (DCM) in dogs 

That's great news! I know Dr. Adin moved to U of Florida, and so sounds like she's getting some funding (or her 
group is). This is the type of work that will help us get to the bottom of this, and maybe even provide clues 
regarding any potential relationship to risks to human health. Thanks! 

From: Ask CVM 
Sent: Thursday, June 27, 2019 6:52 PM 
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 
Subject: FW: Additional information regarding study of diet-related dilated cardiomyopathy (DCM) in dogs 

From: Sharon Albright <§.t1.§IQ.r.J.,,.6.!..!2r.!.9..t!:~.@akcchforg> 
Sent: Thursday, June 27, 2019 1 :14 PM 
To: Ask CVM 
Cc: Diane Brown <J2..i.§JJ.9..,,.I~.r..9.Y.Y..r.J.@akcchf org>; Bradford Brady 
Subject: Additional information regarding study of diet-related dilated cardiomyopathy (DCM) in dogs 

Hello-

Pet owners following the FDA's investigation into the potential link between certain diets and canine dilated 
cardiomyopathy may be interested to know that the AKC Canine Health Foundation (CHF) is funding a scientific 
study of diet-associated dilated cardiomyopathy (DCM) in dogs. 

With ~.~.~-~f§.~-~~~1~_ln~~j~§tj.QD_l~9._[?l~~~~9.~!~Qtj_~ll§!Qtj_~§ftjlQ.~~Q~~!~_in_~.9.9.§, a multi-institutional 
team of veterinary cardiologists and nutritionists will prospectively screen a large population of apparently 
healthy dogs for DCM and compare cardiac disease measures including ultrasound, blood biomarker and 
taurine levels, between dogs eating boutique, exotic ingredient, or grain-free diets versus other diets. Results 
will inform the extent and cause of the recent increase in diet-related dilated cardiomyopathy seen in all breeds 
of dogs, including mixed breeds and those not usually associated with DCM. 

The principal investigator is Dr. Darcy Adin at the University of Florida. Co-investigators and other participating 
institutions include Ors. Lisa Freeman and John Rush at Tufts University; Dr. Rebecca Stepien at the University 
of Wisconsin, Madison; Ors. Amara Estrada and Margaret Sleeper at the University of Florida; and Dr. Joshua 
Stern at the University of California, Davis. These sites are actively recruiting study participants. 

CHF invites you to include this information in the Additional Resources section of the latest FDA update and/or 
the FAQ page related to this matter. Please reach out with any questions. We welcome the opportunity for 
collaboration to address this important concern in canine health. 

Regards, 
Sharon 

ha 1101111 IMI /ti, ll!VIMI II?, I 
Manager of Communications and Veterinary Outreach 
919-334-4019 
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AKC Canine Health Foundation 
Main 888-682-9696 
Fax 919-334-4011 

PO Box 900061 

Raleigh, NC 27675 


..::.c..::.::..:.c.~::::.cc.:'~·'·c::..::.~.::..~l.~....~.~.o~.~.:~y·~ 
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Vet-LI RN Case Summary Document 

Vet-LIRN Case Number: 800.218 

EON/CC#: Multiple 
Owner LAST Name: i-·-·-·-·-·-·-·-·-·-·-·s5·-·-·-·-·-·-·-·-·-·-·1 

L-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

c--V_et_LA_S_T_N_am_e_: --------+-'!-·-·-·
Vet-LIRN Initiation Date: 

r·-·-·-·-·-·-·-·-

---·-·
·-·-·-1 

---~~ -·-·~:____________, 

1/23/2018 

MedRec: Requested: already received 

MedRec: Received : 

Med Rec: Significant finding : 
All dogs w/ DCM, 2 Tau wnl, 1 not 
measured, 1 Tau low 

Vet-LI RN Tests (planned) : 
• MRx Review 

-·-·-·-·-·-·-·-·-·
• Open Product L._.!3-~ ___ j for Metals 

and Cys/Met 

Vet-LI RN Test Results: 

Result Interpretation: 

IF NFA, justification : 

COMPLAINT Narrative: see xis and multiple PFRs 

1/23/2018 
JJ-MRx summaries. 

The listserve BLUF: 

• 	 Diet: 
o 	 Kangaroo: low Tau & Met, high Carn 
o 	 Lentil : Low Cys, Met 

• 	 In Cats, plasma Taurine (Tau) 
o 	 falsely increases with damaged WBC and Platelets, short half-life 
o 	 Whole blood Taurine a better measurement b/c longer half-life 
o 	 Skeletal muscle even longer half-l ife and thought to parallel cardiac muscle Tau 

content 

• 	 From one vet dealing with Golden Retrievers eating designer diets (high quality meats) 
with pea or lentils-most dogs with low or Low Normal Whole Blood Tau -7 most 
recovered with Tau supp I em e ntation -7 Hypothesis 
·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-s·s-·

·-·-·-·-·-·

-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

:·-·-·-·-·-·-·-·-·-·-·-·-·-·-·s5·-·-·-·-·-·-·-·-·-·-·-·-·-·-·:
f i-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·i 

L·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·- -·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·~ 

C~~~~~~~~~~~~~~~~~~~~~]-6 yr FS Lab 

Presenting complainC:~:~:!3-~:~:~:]: cough, dyspnea, multiple episodes of collapse, cardiomegaly, 

suspected CHF; seen by rDVMf.~.~~~6~_Jor cough -7 byi-·-·-·-·ss·-·-·-·1 collapse episode-circled, fell over, 


flopped ~i min, 2nd less severe episode !-86-~ -7 conti~~-ed-·sh-ortness of breath, easily tires; heartworm 


negative [~.j~f.~J, eats California Nat~-~-~ls Kangaroo and Lentil with veggies and 2 tbsp canned 


pumpkin; on [~~~~~~jjf~~~~~~Jand SLIT; 
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PE[~~} T 102.7, P 208, R 150, Gr Ill/VI left apical systolic murmur with gallop, regular tachycardia, quiet 

heart sounds, localized fine crackles left cranial hilar region with dry cough, poor femoral pulses, mm 

paI e pi ~-~!._?. __h_~-~.P,i ta Ii~gg__ 7 __9.i;:.i;:__~.b.9LtP9I9X'll~.01~.Qt~.LQW.Y~!J.tr:.i.i;:11J9r_t~c hyca rd i a 

b ; 86 . ; '


i 

-i 

B 6 La s: l_·-·-·-·-·-·-·-·-·-·J i 

[~~~~J L.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·
Echo: sinus tachycardia, DCM with left sided CHF 

Whole Blood Tau:f.)~6]200-350), >150 not known risk ofTau Deficiency; 

ECG: HR 189 bpm, sinus tachycardia, atrial enlargement, LVE 
C~IJ T-Rads : mild decrease in severity of cardiomegaly, resolving cardiogenic edema 

[."~--~--~--~~-~~--~--~-·] 8 yr F Lab 
Presentingi-·-·-·-·135·-·-·-·-i: ER for heart evaluation, seen week prior (Thurs) for collapse while playing fetch; 

at vet-atrial.flb-~frl~ti~-~ with mild heart failure; normal sinus rhythm (nsr) on L~~Ei.~J7 i·-BG-"icollapse while 

fetching -7 nsr with rads showing resolution of HF, CBC/Chem wnl -7 recheck o{~~:~~Tn~ episodes of 
weakness/collapse, last 2-3 anxious and less social b/c storm anxiety; on dailyi-·-·-·-·-·-·-·-·-·-·-·-·sii-·-·-·-·-·-·-·-·-·-·-·1 

-7 recheck[~--~~~~--~jnew cough, not frequent, at rest and with excitement/activ 
0ffvi-ow.ne-r-transfffo-nTng._to 

a p_ew.Y~D.LS_Q.r food, urinary incontinence 

P(_·-·--~~---·-·J Gr Ill to IV/VI left apical holosystolic murmur, sinus arrhythmia, moderate femoral pulses 
r-·-·-·-·-·:T 103.1, RR 120, Gr Ill-IV/VI left apical holosystolic murmur 

i__~_~J HR 128, pant, Gr Ill/VI left apical systolic murmur with wide radiation, fair-moderate 

86 

femora I_p~J.?.~---·-·-·-
Labs: Whole Blood Taur:[_·~.-~](200-350) (>150 =no risk for Tau deficiency) 


BP: 108 mmHg 


[~fj 90 mmHg 

Echo: DCM, Chronic degenerative valve disease, atrial fibrillation, 


exertional collapse 


i-·95·~
L.-·-·-·-·-·-·J

light improvement though heart a little larger 

: heart bigger with decreased contractility, 
Telemetry: consistent sinus rhythm/arrhythmia 

Renal panel: no results listed 

r·Eis-~DMA 18, normal BUN/Ct, mild low Cl 
J wnI L. __________

C~~-~JT Rads: mild progression of cardiac enlargement 

C~8-EfJ progressive cardiomegaly 

i·-·-·-·-·-·ss-·-·-·-·-·i: 5 yr FS Lab -7 genetic niece ofi-·-·-·-·1i6·-·-·-·1 
'·-·-·-·-·-·-·-·-·-·-·-·-·-) ·

Presenting complaint[·-·-
-·-·-·-·-·-·-·-·-

-~-6-. __
·-·-·1 L·-·-·-·-·-·-·-·-·-·- . 

.!3-~._new heart murmur, diagnosed with CHF_g_IJ.L
. 

j seen by rDVM for 

heavy breathing and cough; rads and labs showed enlarged heart, CHF -?

·--- ____ j 
i 86 i to ER, increased meds 


with some improvement -7 panting and on low sodium Kangaroo and Len\-ii·ci-i~t; other dog i-·-86-·] is 


r·-·-·iiG-·-·-! aunt, urinary incontinence began prior to CHF treatment/diagnosis; less social and ;~ti~~; on 

i'"'"'"'8
·-·-·-·-·-·-·

6"'"'""1
'
-7i-·ii6-·~achypneic, coughed up pink tinged fluid, episode of collapse, dry heaving on way to ER 

" 
-7 on Venison and Lentil diet -7 respiratory rate continue to increase despite Lasix CRI -7 euthanized 

PE

-·-·-·-· -·-·-' -·

[~~~fj HR 150, pant, Gr IV/VI left apical systolic murmur with radiation to right, adequate femoral 

pulse 
!·-·-·-·-·-·:HR 180, pant, pale pk, Gr IV/VI murmur, fine crackles right dorsal lung fields 

BP: 110  86Labs: i ! 
i._ ______J Renal Panel : mild inc SOMA (19 ug/dL) 
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!BS! Echo: endocardiosis, DCM 
··-·-·-·-·-·-· ! ! ECG: n s r 
l.-~~--.fr R~d;~--~ersistent cardiomegaly with mild decreased severity 

~~~~~-~[~ ~~]generally enlarged, unstructured interstitial pulmonary pattern within right middle 
and cd lobes, mild enlargement cranial lobar pulmonary veins 

[:~$.()yr MC Cocker Spaniel 
Presenting complain[~~~:.f~] evaluation of cardiomegaly and CHF, diagnosed by rads[·-9-6·-~ to rDVM 

L~~~~~~J for week long progressive cough-2x/day with progressive severity; t-rads and labs: 'i:::·~:fF";-treated 
with antibiotics and heart meds (concern initially for pneumonia) -7 improved cough but still occurring; 
PE[~~~]: T 104.4, HR 150, pant, quiet/distant heart sounds with gallop, Gr I/VI systolic murmur on left, 
fine bilateral crackles, patient shivering so femoral pulse difficult to assess but suspect decreased, 
palpable jugular pulsation, suspected oral epulis; 

L~~B..~~} HR 178-180, T 102.4, quiet heart sounds, gallop, fair femoral pulses, palpable 

hepatomegaly, epidermal collarettes with exudative crust on ventral abdomen 


;, 

Labs: 8686 
'·-tc:h-a:-·oc·M;·cRr·-·-·-·-·-·-

ECG: sinus tachycardia, HR ~200 


Whole Blood Tau{~-~](200-350) 


·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-· 


(C~~~~ ~~~~~~~T Rads ~~~~~~~ ~j?): decreased heart size 


85 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 

To: Nemser, Sarah 
CC: CVM Vet-LRN-OR 
Sent: 
Subject: 

3/3/2015 5:27:01 PM 
RE: CASe coming to you through the portal for Purina Beneful 

I'll be on 

Thanks! 

.ACVP 
CVM Vet-LI 
CVM OSC/DC/ICERT 
7519 Place, RM 120 
240-276-9213 Fax) 
240-506-6763 (BB) 

inlcndcd for lhc 

From: Nemser, Sarah 
Sent: Tuesday, March 03, 2015 12:16 PM 
To: Rotstein, David 
Cc: CVM Vet-LRN-OR 
Subject: FW: CASe coming to you through the portal for Purina Beneful 

Dave, 

Please let us know when this case comes 

Sarah Nemser M.S. 

240-402-0892 
sarah. nemser@fda. h hs.gov 

From: r-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-9-5-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-i 

sent: t-u-esdav~·-rvrarc11·-03;·201s-12:1TPM"-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·1 

To: Reimschuessel, Renate; Nemser, Sarah 
Subject: CASe coming to you through the portal for Purina Beneful 

Hi all, 

I referred a client to you today. This person had a dog that died of cardiomyopathy according to the post-mortem 
done here at[~~~~~~~~~~~J. The owner thinks it is related to the dog food she was feeding. I suggested she start a 
case through the pet food reporting portal and you all could determine if you wanted to pursue more testing. I 
doubt there is any relation between the food and the condition, but I don't know enough about the case. We do 
have tissues here and also can provide the post-mortem report if the owner requests if of us. The owner's name 

i~~~~~~~~~~~j~~~~~~~~~~~~)md the dog was a Doberman. 

FDA-CVM-FOIA-2019-1704-017738 



f·-·-·-·-·-·-·-95·-·-·-·-·-·-·1 DVM PhD, DABVT 
··-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-' 
Veterinary Clinical Toxicology 
L.~--~--~--~--~--~--~--~--~--~--~--~--~~-~--~--~--~--~--~--~--~--~-~--~--~·.J 

y~t-~_ciri_9_ry_.Q_i_9_g.Q.Ql?.1ig_J,_9_~oratory 

86I  I 
i.-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·-·j 
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From: Rotstein, David </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=DAVID.ROTSTEIN> 


To: Nemser, Sarah 

cc: CVM Vet-LRN-OR 

Sent: 3/4/2015 6:28:19 PM 

Subject: RE: CASe coming to you through the portal for Purina Beneful 


No reports thus far. 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/ICERT 

7519 Standish Place, RM 120 

240-276-9213 (Office and Fax) 

240-506-6763 (BB) 

This e-mail mes: s intended for the exclusive use of the recipient(s} named above. It mayv contain information that is protected. privileged. or 

confidential. and it should not be disseminated. distributed. or copied fo persons not avthorized to receive such information. If vou are not the intended 

recipient. any dissemination. distribution. or copving is strietly prohibifed. If vou think vou received this e-mail message in error. please e-mail the 

sender immediately af david.rotsteinidfda.lihs gov 


From: Nemser, Sarah 

Sent: Tuesday, March 03, 2015 12:16 PM 


To: Rotstein, David 


Cc: CVM Vet-LRN-OR 

Subject: FW: CASe coming to you through the portal for Purina Beneful 


Dave, 


Please let us know when this case comes through. 


Sarah 


Sarah Nemser M.S. 


tel: 240-402-0892 

sarah.nemser@fda.hhs.gov 


From: B6 

Sent: TUESaY; MArC03; 2015 TZIL3 P 

To: Reimschuessel, Renate; Nemser, Sarah 


Subject: CASe coming to you through the portal for Purina Beneful 


Hi all, 


| referred a client to you today. This person had a dog that died of cardiomyopathy according to the post-mortem 

done here a The owner thinks it is related to the dog food she was feeding. | suggested she start a 

case through the pet food reporting portal and you all could determine if you wanted to pursue more testing. | 

doubt there is any relation between the food and the condition, but | don’t know enough about the case. We do 

ha ere and also can provide the post-mortem report if the owner requests if of us. The owner's name 


iand the dog was a Doberman. 
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VM PhD, DABVT 

| Toxicology 


oratory 
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From: Darcy Adin <dbadin@ncsu.edu> 

To: Freeman, Lisa 

CcC: Jones, Jennifer L; adind@ufl.edu 

Sent: 11/15/2018 1:00:59 PM 
Subject: Re: checking in 

Hi Jennifer, 

Based on Lisa’s times, I could do the 3rd from 9-1 and the 4th from 9-1. 

Thanks! 

Darcy 


On Nov 15, 2018, at 7:55 AM, Freeman, Lisa <Lisa.Freeman(@tufts.edu> wrote: 


HiJen 

Dec 3 (9-1 or after 3), 4 (anytime), or 5 (10-3) would work for me. 

Thanks 

Lisa 


Lisa M. Freeman, DVM, PhD, DACVN 


Board Certified Veterinary Nutritionist™ 

Professor 

Cummings School of Veterinary Medicine 

Friedman School of Nutrition Science and Policy 

Tufts Clinical and Translational Science Institute 

Tufts University 

www.petfoodology.org 


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


Sent: Thursday, November 15, 2018 7:44 AM 

To: Darcy Adin <dbadin@ncsu.edu> 

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; adind@ufl.edu 

Subject: RE: checking in 


Good morning Darcy and Lisa, 

Yes, let's plan for a meeting after Thanksgiving. When in early December would work well for you? 

Thanks, 


Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


B A

<image001.png> 


From: Darcy Adin <dbadin@ncsu.edu> 

Sent: Wednesday, November 07, 2018 3:20 PM 

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


Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; adind@ufl.edu 


Subject: checking in 


Hi Jennifer, 


FDA-CVM-FOIA-2019-1704-017742
 



| hope you are doing well! | wanted to check in with you to let you know that | have changed affiliations and am 

now working at the University of Florida (my new email is adind@ufl.edu, copied above). 


Dr. Freeman and | wanted to check to see if your group be willing to have a follow up call regarding the dietary 

induced DCM issue? 


Thanks! 

Darcy 


Darcy B. Adin, DVM, DACVIM (Cardiology) 

Adjunct Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 


FDA-CVM-FOIA-2019-1704-017743
 



From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group 

(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6 ca12eaa9348959a4cbb1e829af244-Jennifer.Jo> 


To: 'Darcy Adin'; Freeman, Lisa 

CcC: adind@ufl.edu 

Sent: 11/15/2018 3:57:36 PM 

Subject: RE: checking in 


Great! | sent a calendar appointment. Please forward as necessary. 

Would you be willing to forward me a copy of the DCM article for JAVMA? I'd like to share it with our 

communication team. They may get some inquiries after it's release, and it would help them prepare. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


[ U.S. FOOD & DRUG

ADMINISTRATION 


From: Darcy Adin <dbadin@ncsu.edu> 

Sent: Thursday, November 15, 2018 8:01 AM 

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


Cc: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; adind@ufl.edu 


Subject: Re: checking in 


Hi Jennifer, 


Based on Lisa’'s times, | could do the 3rd from 9-1 and the 4th from 9-1. 


Thanks! 

Darcy 


On Nov 15, 2018, at 7:55 AM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote: 


Hi Jen 

Dec 3 (9-1 or after 3), 4 (anytime), or 5 (10-3) would work for me. 

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 


petfood: or 


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


Sent: Thursday, November 15, 2018 7:44 AM 

To: Darcy Adin <dbadin@ncsu.edu> 

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; adind@ufl.edu 

Subject: RE: checking in 


Good morning Darcy and Lisa, 

Yes, let’s plan for a meeting after Thanksgiving. When in early December would work well for you? 

Thanks, 


FDA-CVM-FOIA-2019-1704-017744
 



Figure

Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 
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From: Darcy Adin <dbadin@ncsu.edu> 

Sent: Wednesday, November 07, 2018 3:20 PM 

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

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; adind@ufl.edu 

Subject: checking in 


Hi Jennifer, 


| hope you are doing well! | wanted to check in with you to let you know that | have changed affiliations and am 

now working at the University of Florida (my new email is adind@ufl.edu, copied above). 


Dr. Freeman and | wanted to check to see if your group be willing to have a follow up call regarding the dietary 

induced DCM issue? 


Thanks! 

Darcy 


Darcy B. Adin, DVM, DACVIM (Cardiology) 

Adjunct Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu> 

To: Jones, Jennifer L 

Sent: 11/16/2018 9:23:46 PM 

Subject: RE: checking in 


Hi Jen 

Let me get the final copy from JAVMA and I'll send that to you asap 

Thanks and have a great weekend 

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: Thursday, November 15, 2018 10:58 AM 

To: Darcy Adin <dbadin@ncsu.edu>; Freeman, Lisa <lisa.freeman@tufts.edu> 

Cc: adind@ufl.edu 

Subject: RE: checking in 


Great! | sent a calendar appointment. Please forward as necessary. 

Would you be willing to forward me a copy of the DCM article for JAVMA? I'd like to share it with our 

communication team. They may get some inquiries after it's release, and it would help them prepare. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


From: Darcy Adin <dbadin@ncsu.edu> 

Sent: Thursday, November 15, 2018 8:01 AM 


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

Cc: Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; adind@ufl.edu 

Subject: Re: checking in 


Hi Jennifer, 


Based on Lisa’s times, | could do the 3rd from 9-1 and the 4th from 9-1. 


Thanks! 

Darcy 


On Nov 15, 2018, at 7:55 AM, Freeman, Lisa <Lisa.Freeman@tufts.edu> wrote: 


Hi Jen 

Dec 3 (9-1 or after 3), 4 (anytime), or 5 (10-3) would work for me. 

Thanks 

Lisa 


FDA-CVM-FOIA-2019-1704-017746
 



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: Thursday, November 15, 2018 7:44 AM 


To: Darcy Adin <dbadin@ncsu.edu> 

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; adind@ufl.edu 

Subject: RE: checking in 


Good morning Darcy and Lisa, 

Yes, let's plan for a meeting after Thanksgiving. When in early December would work well for you? 

Thanks, 


Jen 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


o o 
P 

<image001.png> 


From: Darcy Adin <dbadin@ncsu.edu> 

Sent: Wednesday, November 07, 2018 3:20 PM 

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

Cc: Freeman, Lisa <lisa.freeman@tufts.edu>; adind@ufl.edu 

Subject: checking in 


Hi Jennifer, 


| hope you are doing well! | wanted to check in with you to let you know that | have changed affiliations and am 

now working at the University of Florida (my new email is adind@ufl.edu, copied above). 


Dr. Freeman and | wanted to check to see if your group be willing to have a follow up call regarding the dietary 

induced DCM issue? 


Thanks! 

Darcy 


Darcy B. Adin, DVM, DACVIM (Cardiology) 

Adjunct Clinical Assistant Professor of Cardiology 

North Carolina State University 

NC State Veterinary Hospital 

1060 William Moore Drive 

Raleigh, NC 27607 

919-513-6032 
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From: 	 Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-


DROTSTEI> 


To: Hartogensis, Martine; Jones, Jennifer L; Palmer, Lee Anne; Carey, Lauren 

Sent: 6/5/2018 6:25:09 PM 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 


Thank you. 


| am going to send these out and also include the information Tuft's sent out to give them a more complete 

picture of it all. 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


i U.S. FOOD & DRUG 

ADMINISTRATION 


mon - 5 

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: Hartogensis, Martine 

Sent: Tuesday, June 05, 2018 2:23 PM 


To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Palmer, 

Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov> 

Subject: RE: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 


Hi Dave, 


Are you talking about the ORA Divisions? If so, great idea and ok with me to send. 


Martine 


From: Rotstein, David 

Sent: Monday, June 04, 2018 12:58 PM 

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


<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren 


<Lauren.Carey@fda.hhs.gov> 

Subject: checking in-FW: DRAFT- email to the Divisions about Dilated Cardiomyopathy 


Everyone, 


B5 

FDA-CVM-FOIA-2019-1704-017748
 



Thanks, 

dave 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


inid U.S, FOOD & DRUG 

ADMINISTRATION 


aog-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: Rotstein, David 

Sent: Thursday, May 24, 2018 10:04 AM 

To: Queen, Jackie L <Jackie.Queen@fda.hhs.gov> 


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


Subject: DRAFT- email to the Divisions about Dilated Cardiomyopathy 


Jackie, 


Please take a look when you get a chance: 


Good Morning, 


FDA-CVM-FOIA-2019-1704-017749 




B5 

Thank you, 


Dave 


B4, BS 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


i U.S. FOOD & DRUG 

ADMINISTRATION 


aog-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. 
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B4

From: 	 Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE> 


To: 	 Palmer, Lee Anne; Hartogensis, Martine; Burkholder, William; Jones, Jennifer L; Rotstein, David 

cc: Conway, Charlotte; Edwards, David; DeLancey, Siobhan; Norris, Anne; Cepeda, Sandra 

Sent: 7/13/2018 7:52:58 PM 

Subject: RE: Confidential - Information we discussed 


We also have two ne: product reports. Neither is a DCM case. In 1 case 2 dogs developed 

right sided heart enlargément (DCWMis Teft-sided, so this more of a pulmonary hypertension type case) and 1 

case 1 dog was diagnosed with CHF, unclear what it was secondary to. Not sure how we want to treat non-DCM 

cardiac cases within the current case groups. 


Also not sure if there are any othei B4 e should be checking for. 


From: Palmer, Lee Anne 


Sent: Friday, July 13, 2018 3:48 PM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, David 

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

Cc: Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; 

DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Cepeda, 

Sandra <Sandra.Cepeda@fda.hhs.gov> 

Subject: RE: Confidential - Information we discussed 


B4, B5, B6 

From: Hartogensis, Martine 


Sent: Friday, July 13, 2018 3:27 PM 

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


Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov>; 


Delancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Cepeda, 


Sandra <Sandra.Cepeda@fda.hhs.gov> 

Subject: RE: Confidential - Information we discussed 


Hi Bill, 


Thank you for sending 	 this! 


B4, BS 

Sandra Cepeda is our new FOIA Officer andi B5 

B5 

B4, B5 
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From:

Bill

Martine 


From: Burkholder, William 


Sent: Friday, July 13, 2018 2:11 PM 

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


<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 


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

Cc: Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov> 

Subject: FW: Confidential - Information we discussed 


Greetings CVMDCMers and Happy Friday, 


, BS 


B4 

Sent: Thursday, July 12, 2018 6:16 PM 

To: Burkholder, William <William.Burkholder@fda.hhs.gov> 


Subject: Confidential - Information we discussed 


Confidential 

This email and attachments contain 

Confidential Business Information/Trade Secret Information 


Hi, Bill 


B4 
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Grain Free Easyto Dgest Salmon Swee! 
Potato& Pumpkn Rezipe 


Dog [Terner -Bul| &[Vears  Male 26 3[Kiogram 


Grain Free Easy to Digest Salmon Sweet|
Potatc & Fumgkin Recipe 

 Dog Spaniel -
Cocker 

\merican 


13|Vears Famale 11.7|Kilogram 


1BY(6) s an & yearold irtact male Bul Terrer who was first diajnnaad wih s2'a 42aFPELYS alye disease with modeate. 

[cocresse n cortracslityon 8/21/17 At that time. he was starteor]d  B Taurine supplementafionwas. 
 

r=commendedbut not started. O, _pg s he presented tothe emeTgency Senice for 8 SUSCEN INsrease in respratory rate and effort 

et wers Bospitaiced for nnvnlln e faire. Scio findings on 322/18 inclued prog essine velve tisease 

[cecreasei cortractity, e latter of whch may ether se 3 component of diated cadiomyopathy vs sezondary

[ciet (Naturs's Recipe Salmon and ¥am). Clirically, has beentiring morz 
 quiskly recerty. Fe has had

£/2017) despite acod appetre. Prior to his ¥22/15 presertation, he had 3 2-2 week history of colapsi

would go limp and padle - no oss of bowels. Health hstory nchxdes ablergies/dermatis - previously of] _ g ] but otherwise no 

[major finc:zcz o injuricz. | have reoommendcd adjuziments tofl medoatons 2z well 3z taurns Zupplen cntacon; 1¢ wil 

continue the Nature’s Recipe Salmon ard Yam diet due to signifcant skn alergies when changing the ciet 


A heart murmur was auscultated on a routinz exam and patient was diagnosec on 2/26/18 with moderate dilated 

cardiomyopatny - ruleout idiopathic vs. taurine/aminc acid responsive - with moderately decreased left ventricular 

contractiity. Fatient ie on a grain fres dist Naturs's Recips Salmon and Swee: Potato. It ie suegected that ecme grain


ree diets provide insuficient levels of taurine, contributing to the development of diated cardiomyopathy.At 


‘had no cough; nomal appetite and attitide; 
 no exercise ntolerance. Medication management

and tairine: was racommended Sha will be rechackedin.Juns 
 2018
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From: 	 Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE> 


To: 	 Hartogensis, Martine; Burkholder, William; Jones, Jennifer L; Palmer, Lee Anne; Rotstein, David 

cc: Conway, Charlotte; Edwards, David; DeLancey, Siobhan; Norris, Anne; Cepeda, Sandra 

Sent: 7/13/2018 7:44:39 PM 

Subject: RE: Confidential - Information we discussed 


Can we double check their GF brands? | know they have B4 but | don’t know 

if that's a complete list. 


From: Hartogensis, Martine 

Sent: Friday, July 13, 2018 3:27 PM 

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

Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>; Carey, 


Lauren <Lauren.Carey@fda.hhs.gov> 

Cc: Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Edwards, David <David. Edwards@fda.hhs.gov>; 

DelLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Cepeda, 

Sandra <Sandra.Cepeda@fda.hhs.gov> 

Subject: RE: Confidential - Information we discussed 


Hi Bill, 


Thank you for sending 	 this! 


B4, B5 

Sandra Cepeda is our 	 new FOIA Officer and B5 


B5 


B4, B5 

Martine 


From: Burkholder, William 

Sent: Friday, July 13, 2018 2:11 PM 

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

<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 


<David.Rotstein@fda.hhs.qov>; Carey, Lauren <Lauren.Carey@fda.hhs.qgov> 

Cc: Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Edwards, David <David.Edwards@fda.hhs.gov> 


Subject: FW: Confidential - Information we discussed 


Greetings CVMDCMers and Happy Friday, 


B4, BS 

FDA-CVM-FOIA-2019-1704-017755
 



B4, BS 


Bill 


From: B4 

Sent: THLISdaY, July 12, 2018616 PM 


To: Burkholder, William <William.Burkholder@fda.hhs.gov> 

Subject: Confidential - Information we discussed 


Confidential 

This email and attachments contain 

Confidential Business Information/Trade Secret Information 


Hi, Bill 


B4 
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From: Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073-

MHARTOGE> 


To: Burkholder, William; Jones, Jennifer L; Palmer, Lee Anne; Rotstein, David; Carey, Lauren 

cc: Conway, Charlotte; Edwards, David; DeLancey, Siobhan; Norris, Anne; Cepeda, Sandra 

Sent: 7/13/2018 7:26:53 PM 

Subject: RE: Confidential - Information we discussed 


Hi Bill, 


Thank you for sending this! 


B4, B5 

Sandra Cepeda is our new FOIA Officer and B5 


B4, B5 


Martine 


From: Burkholder, William 


Sent: Friday, July 13, 2018 2:11 PM 

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

<Jennifer.Jones@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David 


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

Cc: Conway, Charlotte <Charlotte. Conway@fda.hhs.gov>; Edwards, David <David Edwards@fda.hhs.gov> 

Subject: FW: Confidential - Information we discussed 


Greetings CYMDCMers and Happy Friday, 


B4, BS 
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From:

Bill

B4 

Sent: Thiirsday,JUy 12, 2018616 PV ™ 

To: Burkholder, William <William.Burkholder@fda.hhs.gov> 

Subject: Confidential - Information we discussed 


Confidential 

This email and attachments contain 

Confidential Business Information/Trade Secret Information 


Hi, Bill 
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From: 	 Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-

SARAH.PELOQ> 


To: Jones, Jennifer L 

Sent: 9/18/2018 2:08:07 PM 

Subject: RE: control dog Taurine-urine 


Is that the urine that CVCA will be collecting? 

How many dogs are in the study so far, with the original requirements? 


From: Jones, Jennifer L 

Sent: Tuesday, September 18, 2018 9:55 AM 


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

Subject: FW: control dog Taurine-urine 


FYI 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


(Dl U.S. FOOD & DRUG 

ADMINISTRATION A 


From: Andrea Fascetti <ajfascetti@ucdavis.edu> 

Sent: Tuesday, September 18, 2018 8:17 AM 

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

Subject: Re: control dog Taurine-urine 


Hi Jen - Here is mail address: 


And Jos| 


istern@ucdavis.edu 


| hope this helps. 


Andrea 


On Sep 18, 2018, at 1:23 PM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote: 


Good morning Andrea, 


| got your message about the collaboration with Joshua Stern and | _ We will need to get some 

documentation first, but otherwise, we'd be happy to share the contre e data. I'm checking to see 

what agreements we need. Can you please provide | B6 mail? After | get the documents, | can send them 

to the group for signature, and then we can share the& yata: 

Thank you for the collaborative opportunity! 


B6 

Take care, 


Jen 


Jennifer L. A. Jones, DVM 
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Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

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

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 
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From: 	 Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-

LAUREN.CARE> 


To: 	 Norris, Anne; Palmer, Lee Anne; Rotstein, David; Jones, Jennifer L; Peloquin, Sarah; 

Reimschuessel, Renate; Hartogensis, Martine; Burkholder, William; DeLancey, Siobhan 


Sent: 2/21/2019 5:49:04 PM 

Subject: RE: DCM paper - Darcy Adin, 2019 Vet Cardiology 


Thanks, Anne. The author list is an interesting mix of involved parties. 


From: Norris, Anne 


Sent: Thursday, February 21, 2019 12:12 PM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 

Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, 

Sarah <Sarah.Peloquin@fda.hhs.gov>; Reimschuessel, Renate <Renate.Reimschuessel@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: DCM paper - Darcy Adin, 2019 Vet Cardiology 


I've lost track of whether we circulated this paper internally, but sharing because it caught the eye of Phyllis 

Entis from Food Safety News. She hasn't written about it (at least not yet). One of the authors is Greg Aldrich. 


From: Norris, Anne 


Sent: Tuesday, February 19, 2019 9:09 AM 

To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Carey, Lauren <Lauren.Carey@fda.hhs.gov>; 


Rotstein, David <David.Rotstein@fda.hhs.gov>; Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov>; Peloquin, 


Sarah <Sarah.Peloquin@fda.hhs.gov>; Reimschuessel, Renate <Renate. Reimschuessel@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Burkholder, William 

<William.Burkholder@fda.hhs. gov> 
 

Subject: RE: DCM paper- Darcy Adin, 2019 Vet Cardiology 


Thanks! 


From: Palmer, Lee Anne 

Sent: Tuesday, February 19, 2019 9:05 AM 


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


Jennifer L <Jennifer.Jones@fda.hhs.qov>; Peloquin, Sarah <Sarah.Peloquin@fda.hhs.gov>; Reimschuessel, 

Renate <Renate.Reimschuessel@fda.hhs.gov>; Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; 


Norris, Anne <Anne. Norris@fda.hhs.gov>; Burkholder, William <William.Burkholder@fda.hhs.gov> 


Subject: DCM paper - Darcy Adin, 2019 Vet Cardiology 


Hi — please forgive me 	 if we have this already, but | think this just came out. 


haven't read it yet. 


Thanks, lee Anne 


Lee Anne M. Palmer, VMD, MPH 

Team Leader HFV-242, Supervisory VMO 


Center for Veterinary Medicine 

0SC, Division of Veterinary Product Safety 

U.S. Food and Drug Administration 

Tel: 240-402-5767 
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Leeanne.palmer@fda.hhs.gov 


o U.S. FOOD & DRUG 

ADMINISTRATION 


Boo-m 
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From: 	 Hartogensis, Martine </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=02DF91D554D34B948FC58433D0E42073-

MHARTOGE> 


To: 	 Norris, Anne; Palmer, Lee Anne; Murphy, Jeanette 

cc: Forfa, Tracey; Jones, Jennifer L; Rotstein, David; DeLancey, Siobhan 

Sent: 6/20/2019 3:49:53 PM 

Subject: RE: DCM roll-out timing question? 


Ok, no problem! 


From: Norris, Anne 


Sent: Thursday, June 20, 2019 11:49 AM 

To: Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov>; Palmer, Lee Anne 

<LeeAnne.Palmer@fda.hhs.gov>; Murphy, Jeanette <Jenny.Murphy@fda.hhs.gov> 

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, 

David <David.Rotstein@fda.hhs.gov>; DeLancey, Siobhan <Siobhan.Delancey@fda.hhs.gov> 

Subject: RE: DCM roll-out timing question? 


From: Hartogensis, Martine 


Sent: Thursday, June 20, 2019 11:38 AM 

To: Palmer, Lee Anne <LeeAnne.Palmert fda.hhs.gov>; Murphy, Jeanette <Jenny.Murphy@fda.hhs.gov>; 


Norris, Anne <Anne.Norris@fda.hhs.gov> 


Cec: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov>; Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Rotstein, 

David <David.Rotstein@fda.hhs.gov> 

Subject: RE: DCM roll-out timing question? 


B5 

Lee Anne, Jen and Dave may be able to help you with some slides. 


Martine 


From: Palmer, Lee Anne 


Sent: Thursday, June 20, 2019 10:45 AM 

To: Murphy, Jeanette <Jenny.Murphy@fda.hhs.gov>; Norris, Anne <Anne.Norris@fda.hhs.gov>; Hartogensis, 

Martine <Martine.Hartogensis@fda.hhs.gov> 

Cc: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov> 

Subject: RE: DCM roll-out timing question? 


From: Murphy, Jeanette 

Sent: Thursday, June 20, 2019 10:37 AM 
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To: Norris, Anne <Anne.Norris@fda.hhs.gov>; Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; 

Hartogensis, Martine <Martine.Hartogensis@fda.hhs.gov> 

Cec: Forfa, Tracey <Tracey.Forfa@fda.hhs.gov> 


Subject: DCM roll-out timing question? 


Greetings Ladies 


Lam at a frainina this week and am with one of the ORA division reps whe got B5 


B5 

| am speaking at a conference next Friday (conference is Thurs/Fri) about FSMA updates. The general focus of 

the conference is research in rendering and pet food for food safety BS 


B5 

shared. And any side bar talking points you want me to have if asked questions. 


Jenny 
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From: Peloquin, Sarah </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 

(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=8607F880DF2B494AA639E6D9A3874132-
SARAH.PELOQ> 

To: Jones, Jennifer L; Rotstein, David 
Sent: 6/12/2019 6:40:31 PM 

Subject: RE: DCM write-up for June Web Update 

Sorry for the delay—! added my changes in blue: 

Sarah Peloquin, DVM 

Veterinary Medical Officer 

tel: 240-402-1218 


From: Jones, Jennifer L 


Sent: Wednesday, June 12, 2019 2:10 PM 


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

Subject: RE: DCM write-up for June Web Update 


Excellent, thanks, Dave. I'll wait for Sarah P to reply to make sure our numbers are correct as of 5/31/2019. 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S, FOOD & DRUG

ADMINISTRATIOK 


From: Rotstein, David 


Sent: Wednesday, June 12, 2019 10:19 AM 


To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>; 

Hodges, April <April. Hodges@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 


Works for me! 


Thank you! 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 
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240-506-6763 (BB) 


U.S. FOOD & DRUG 

ADMINISTRATION 


BEa-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: Jones, Jennifer L 


Sent: Wednesday, June 12, 2019 10:18 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Peloguin@fda.hhs.gov>; Hodges, 


April <April. Hodges@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 


This looks great, Dave. I'm just going to change the date to! B5 Does that still work? 


Jennifer Jones, DVM 

Veterinary Medical Officer 

Tel: 240-402-5421 


U.S. FOOD & DRUG 


From: Rotstein, David 

Sent: Wednesday, June 12, 2019 10:05 AM 

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>; Peloquin, Sarah <Sarah.Pelogquin@fda.hhs.gov>; 


Hodges, April <April. Hodges@fda.hhs.gov> 

Subject: RE: DCM write-up for June Web Update 


Jen, 

Please see below. 


B5 il can add those if you think it would be 

helpful. 


d. 


David Rotstein, DVM, MPVM, Dipl. ACVP 

CVM Vet-LIRN Liaison 

CVM OSC/DC/CERT 

7519 Standish Place 

240-506-6763 (BB) 


ipid U.S. FOOD & DRUG 

ADMINISTRATION 


BoEo- e 

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 
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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: Jones, Jennifer L 


Sent: Wednesday, June 12, 2019 7:21 AM 

To: Rotstein, David <David.Rotstein@fda.hhs.gov>; Peloquin, Sarah <Sarah.Pelogquin@fda.hhs.gov> 


Subject: DCM write-up for June Web Update 

Importance: High 


Good morning team. 


Can you get this to me by noon Thursday? | told comm’s I'd have the update complete by COB Thursday. 

Thank you : ) 

Jen 


Jennifer L. A. Jones, DVM 

Veterinary Medical Officer 

U.S. Food & Drug Administration 

Center for Veterinary Medicine 

Office of Research 

Veterinary Laboratory Investigation and Response Network (Vet-LIRN) 

8401 Muirkirk Road, G704 

Laurel, Maryland 20708 

new tel: 240-402-5421 

fax: 301-210-4685 

e-mail: jennifer jones@fda.hhs gov 

Web: http://www.fda.gov/AnimalVeterinary/ScienceResearch/ucm247334.htm 


U.S. FOOD & DRUG _

AOMINisIEALION 
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From: Rotstein, David </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP 
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=0A3B17EBFCF14A6CB8E94F322906 BADD-
DROTSTEI> 

To: Jones, Jennifer L; Peloquin, Sarah; Hodges, April 
Sent: 6/12/2019 2:05:17 PM 

Subject: RE: DCM write-up for June Web Update 

Jen, 

Please see below. 

“HETHr 
B5 | can add those if you think it would be 

d. 

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 

ADMINISTRATION 


@mog -

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: Jones, Jennifer L 

Sent: Wednesday, June 12, 2019 7:21 AM 


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

Subject: DCM write-up for June Web Update 

Importance: High 


Good morning team, 


FDA-CVM-FOIA-2019-1704-017769
 



Figure

[_-_-_----~~----_-_-_] 


Can you get this to me by noon Thursday? I told comm's I'd have the update complete by COB Thursday. 

Thank you:) 

Jen 


Jennifer L. A. Jones, DVM 
Veterinary Medical Officer 
U.S. Food & Drug Administration 
Center for Veterinary Medicine 
Office of Research 
Veterinary Laboratory Investigation and Response Network (Vet-LI RN) 
8401 Muirkirk Road. G704 
Laurel. Maryland 20708 
new tel: 240-402-5421 
fax: 301-210-4685 
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