




















































































































Many pet owners have, unfortunately, also bought into the grain-free myth. The fact is that food
allergies are very uncommon, so there’s no benefit of feeding pet foods containing exotic
ingredients. And while grains have been accused on the internet of causing nearly every disease
known to dogs, grains do not contribute to any health problems and are used in pet food as a
nutritious source of protein, vitamins, and minerals.

Exotic ingredients are more difficult to use

Not only are the more exotic ingredients unnecessary, they also require the manufacturer to
have much more nutritional expertise to be nutritious and healthy. Exotic ingredients have
different nutritional profiles and different digestibility than typical ingredients, and also have the
potential to affect the metabolism of other nutrients. For example, the bioavailability and
metabolism of taurine is different in a lamb-based diet compared to a chicken-based diet or can
be affected by the amount and types of fiber in the diet.

Small pet food manufacturers might be better at marketing than at nutrition and quality
control

Making high quality, nutritious pet food is not easy! It's more than using a bunch of tasty-
sounding ingredients. The right nutrients in the right proportions have to be in the diet, the
effects of processing (or not processing) the food need to be considered, and the effects of all
the other ingredients in the food need to be addressed, in addition to ensuring rigorous quality
control and extensive testing. Not every manufacturer can do this.

How could diet be increasing the risk for DCM?

What is the consistent factor between the diets being implicated in diet-related DCM? It may be
related to companies’ inadequate nutritional expertise or rigorous quality control. We published
a study several years ago in which we measured a single nutrient in 90 canned cat foods that all
claimed to be nutritionally complete and balanced. We found that 15% of the diets were
deficient in that nutrient (all of those diets were made by small companies). If companies don't
have the quality control to ensure all nutrients are at the minimum levels, deficiencies could
occur and could contribute to DCM. However, these problems could also be related to
problems with bioavailability or interaction with other ingredients in the diet (especially the
more exotic ingredients, which are not as well studied or understood). And DCM could even be
the result of an ingredient in the diet that is toxic to the heart. The FDA is investigating this
potential association between diet and DCM but, in the meantime, there are some things you
can do.

What should you do?

e Reconsider your dog's diet. If you're feeding a boutique, grain-free, or exotic ingredient
diets, | would reassess whether you could change to a diet with more typical ingredients
made by a company with a long track record of producing good quality diets. And do
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yourself a favor - stop reading the ingredient list! Although this is the most common way
owners select their pets’ food, it is the least reliable way to do so. And be careful about
currently available pet food rating websites that rank pet foods either on opinion or on
based on myths and subjective information. It's important to use more objective criteria
(e.g., research, nutritional expertise, quality control in judging a pet food). The best way to
select what is really the best food for your pet is to ensure the manufacturer has excellent
nutritional expertise and rigorous quality control standards (see our “Questions you
should be asking about your pet’s food” post).

e |f you're feeding your dog a boutique, grain-free, or exotic ingredient diet, watch for early
signs of heart disease - weakness, slowing down, less able to exercise, short of breath,
coughing, or fainting. Your veterinarian will listen for a heart murmur or abnormal heart
rhythm and may do additional tests (or send you to see a veterinary cardiologist), such as
x-rays, blood tests, electrocardiogram, or ultrasound of the heart (echocardiogram).

o |f your dog is diagnosed with DCM and eating one of these diets, I'd recommend the
following steps:

o Ask your veterinarian to test whole blood and plasma taurine levels (I recommend
the University of California Davis Amino Acid Laboratory

o Reportit to the FDA. This can be done either online or by telephone. The FDA may be
able to help with testing costs for your dog. Reporting it will also help us to identify
and solve this current problem.

o Change your dog's diet to one made by a well-known reputable company and
containing standard ingredients (e.g., chicken, beef, rice, corn, wheat). Changing to a
raw or homecooked diet will not protect your dog from this issue (and may increase
the risk for other nutritional deficiencies). If your dog requires a homecooked diet or
has other medical conditions that require special considerations, be sure to talk to a
veterinarian or a veterinary nutritionist (acvn.org) before making a dietary change.
You can contact the Cummings Nutrition Service to schedule an appointment
(vetnutrition@tufts.edu)

o Start taurine supplementation. Your veterinarian or veterinary cardiologist can
recommend an appropriate dose for your dog. Be sure to use a brand of taurine
with good quality control.

o Any improvements in your dog's DCM can take 3-6 months. Your dog will need
regular monitoring and may require heart medications during this time. There’s no
guarantee she’ll improve butis certainly worth a try.

o Make sure your dog is getting the best combination of medications to treat his heart
disease, as this can make a difference in his outcome. You can find a board-certified
veterinary cardiologist near you on this website: http://find.vetspecialists.com/

Sometimes, the changes we make in pet nutrition advance our knowledge and the health of our
pets. In other cases, we can take a step in the wrong direction when the marketing outpaces
the science. Hopefully, identifying this current issue will allow us to set a new, more science-
based approach to the optimal nutrition of our pets.
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From: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L
Sent: 2/2/2018 12:08:56 PM
Subject: Re: dog food concemn
Hi Jennifer,

The Fromm food has several protein sources - I’ve copied the ingredient list below. 4Health is another one that
has popped up for us that we could investigate depending on what you are finding so far?

Thank you!
Darcy

FDA-CVM-FOIA-2019-1704-015395
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On Feb 2, 2018, at 6:58 AM, Jones, Jennifer L <Jennifer.Jones(@@fda.hhs.gov> wrote:

Good morning Darcy,

What is the flavor (¢.g. chicken and lentil, ete.) for the Fromm Grain free food you submitted?
Thank vou and have a nice weekend,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Jones, Jennifer L

Sent: Tuesday, January 23, 2018 1:58 PM
To: 'Darcy Adin' <dbadin‘ancsu.edu>
Subject: RE: dog food concern

Thank vou, Darcy! I'll share this with my team working on the case.

With regards to vour question, I don’t have access to any sales information. If you find anything online, I’d be interested to
read it.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@incsu.edu]

Sent: Tuesday, January 23, 2018 1:53 PM

To: Jones, Jennifer L <Jennifer.Jonesiwifda.hhs.gov>

Ce: Ceric, Olgica <Olgica.Ceric'efda hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Thanks for chatting today J enniferti B 5
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Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that
discuss Grain free benefits.

Thank you!
Darcy

On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote:
Hi Jennifer,

I wondered if I could speak with you sometime today about the diets and some data we have compiled? My
office is 919-513-6032 and my cell is} B6 i Alternatively, we could email - just let me know!

Take care
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer Jones(@tda.hhs.gov> wrote:

Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy. Several tests
have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.

I'll forward the feed results when they are back.

Have a nice weekend,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

sure) in the last year - 2 were housemates but related.

Take care
Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> wrote:

Thank vou, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Ce: Ceric, Olgica <Olgica.Ceric'efda hhs.gov>; Nemser, Sarah <Sarah.Nemser@ fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples oft from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!
Take care
Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:
Good morning Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I'll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:
The myocardium is fromi B6 i Maybe we will wait to see what the blood levels show.

B5
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Thanks!
Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer Jones@@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from: B6 tfood after the results are
baCI(. ......................... Y
The frozen myocardium, is it from the| B6 icase?

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Ce: Ceric, Olgica <Olgica.Ceric'efda hhs.gov>; Nemser, Sarah <Sarah.Nemser@ fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 B4 uns this). We will
probably start with looking at blood samples from 2 dogs as a screening.” Weal§o have frozen myocardium from
one dog - do you think this should also be evaluated?

Thank you!
Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones(@fda.hhs gov> wrote:

Good afternoon Darcy;,

Happy New Year! Thank you for the additional information. I discussed the information you provided below and from the
previous case C jMiniature Schnauzers-800.2 18) with my collecagues.

Based on our discussions, I will test some leftover food from the 800.218 case, for Selenium content. Have any of the dogs
with DCM had blood or tissue selenium levels tested?

Thank yvou kindly,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jonesi@ fda.hhs.gov>
Subject: dog food concern

FDA-CVM-FOIA-2019-1704-015400



Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Tams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I
would be all ears!

Thank you!
Darcy

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

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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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

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

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

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

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
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919-513-6032
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From: Jones, Jennifer L </o=ExchangelLabs/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=0f6ca12eaa9348959a4cbb1e829af244-Jennifer.Jo>

To: 'Darcy Adin’
Sent: 2/2/2018 1:09:13 PM
Subject: RE: dog food concemn

Excellent, thank you. The sample results are currently pending. I'll keep you updated.

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

u' W5 FOOD & DRUG

II DS EREDET R ATEC b

From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Friday, February 02, 2018 7:09 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

The Fromm food has several protein sources - I’ve copied the ingredient list below. 4Health is another one that
has popped up for us that we could investigate depending on what you are finding so far?

Thank you!
Darcy

FDA-CVM-FOIA-2019-1704-015404
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On Feb 2, 2018, at 6:58 AM, Jones, Jennifer L <Jennifer.Jones(@@fda.hhs.gov> wrote:

Good morning Darcy,

What is the flavor (e.g. chicken and lentil, etc.) for the Fromm Grain free food you submitted?

Thank you and have a nice weekend,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Jones, Jennifer L

Sent: Tuesday, January 23, 2018 1:58 PM
To: 'Darcy Adin' <dbadin@ncsu.edu>
Subject: RE: dog food concern

Thank you, Darcy! I'll share this with my team working on the case.

With regards to your question, | don’t have access to any sales information. If you find anything online, I'd be

interested to read it.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Tuesday, January 23, 2018 1:53 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

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

Subject: Re: dog food concern

Thanks for chatting today Jennifer!

B5
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Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that
discuss Grain free benefits.

Thank you!
Darcy

On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote:
Hi Jennifer,

I wondered if I could speak with you sometime today about the diets and some data we have compiled? My
office is 919-513-6032 and my cell i B6 Alternatively, we could email - just let me know!

Take care
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer Jones(@tda.hhs.gov> wrote:

Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy.
Several tests have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.
I'll forward the feed results when they are back.

Have a nice weekend,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

sure) in the last year - 2 were housemates but related.

Take care
Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:

Thank you, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples oft from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!
Take care
Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:
Good morning Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I'll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@@ncsu.edu> wrote:
The myocardium is from; B6 Maybe we will wait to see what the blood levels show.

BS5
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Thanks!
Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer. Jones@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from i B6  food after the
results are back. I
The frozen myocardium, is it from the; B6 case?

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 ¢ B4 ‘runs this). 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?

Thank you!
Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> wrote:
Good afternoon Darcy,
Happy New Year! Thank you for the additional information. | discussed the information you provided below and

Based on our discussions, | will test some leftover food from the 800.218 case, for Selenium content. Have any
of the dogs with DCM had blood or tissue selenium levels tested?

Thank you kindly,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: dog food concern

FDA-CVM-FOIA-2019-1704-015409



Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Tams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I
would be all ears!

Thank youl
Darcy

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

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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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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
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Clinical Assistant Professor of Cardiology
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Clinical Assistant Professor of Cardiology
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Raleigh, NC 27607
919-513-6032

FDA-CVM-FOIA-2019-1704-015412



From: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L

Sent: 2/12/2018 4:54:50 PM

Subject: Re: dog food concemn

Attachments: lentil toxin lectin.pdf; mannose binding lectin cardiomyopathy.pdf

Hi Jennifer, ‘

Thank you for your thoughts!
Darcy

On Fri, Feb 2, 2018 at 8:09 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Excellent, thank vou. The sample results are currently pending. I'll keep you updated.

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-53421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Friday, February 02, 2018 7:09 AM
To: Jones, Jennifer L <Jennifer.Jonesiwfda.hhs.gov>

Subject: Re: dog food concern

Hi Jennifer,

The Fromm food has several protein sources - I’ve copied the ingredient list below. 4Health is another one that
has popped up for us that we could investigate depending on what you are finding so far?

Thank youl
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Darcy
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On Feb 2, 2018, at 6:58 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:

Good morning Darcy,
What is the flavor (e.g. chicken and lentil, etc.) for the Fromm Grain free food you submitted?
Thank vou and have a nice weekend,

Jen

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

<image001.png> <image002.png>

From: Jones, Jennifer L

Sent: Tuesday, January 23, 2018 1:58 PM
To: 'Darcy Adin' <dbadin‘@ncsu.edu>
Subject: RE: dog food concern

Thank vou, Darcy! I'll share this with my team working on the case.

With regards to your question, I don’t have access to any sales information. If you find anything online, I'd be interested to
read it.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421

<image001.png> <image003.png>

From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 23, 2018 1:53 PM

To: Jones, Jennifer L <Jennifer.Jonesiwfda.hhs.gov>

Cec: Ceric, Olgica <Olgica.Ceric/aifda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/«fda.hhs.gov>
Subject: Re: dog food concern

FDA-CVM-FOIA-2019-1704-015416



Thanks for chatting today Jennifer B5

Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that
discuss Grain free benefits.

Thank you!

Darcy

On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote:

Hi Jennifer,

I wondered if I could speak with you sometime today about the diets and some data we have compiled? My
office 15 919-513-6032 and my cell 1s B6 EAltematively, we could email - just let me know!

FDA-CVM-FOIA-2019-1704-015417



Take care

Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy. Several tests
have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.

I'll forward the feed results when they are back.
Have a nice weekend,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

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

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

Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

As additional information, one of our cardiologist colleagues in

B6

posted a question about this association

sure) in the last year - 2 were housemates but related.

Take care

Darcy

FDA-CVM-FOIA-2019-1704-015418



On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones@tda.hhs.gov> wrote:

Thank vou, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Ce: Ceric, Olgica <Olgica.Ceric'efda hhs.gov>; Nemser, Sarah <Sarah.Nemseri@ fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank youl

Take care

Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jenniter Jones@tda.hhs.gov> wrote:

Good morming Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’'ll send a box to collect it.

Thank you,

FDA-CVM-FOIA-2019-1704-015419



Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

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

Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda.hhs.gov>

Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll

hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:

The myocardium is from ! B6 i Maybe we will wait to see what the blood levels show.

Thanks!

Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from

B6

food after the results are

back.

FDA-CVM-FOIA-2019-1704-015420



The frozen myocardium, is it from the B  rasc?

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cec: Ceric, Olgica <Olgica.Cericiwfda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/« fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 ! B6 i runs this). 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?

Thank you!

Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones@fda hhs gov> wrote:

Good afternoon Darcy,

Based on our discussions, I will test some leftover food from the 800.218 case, for Selenium content. Have any of the dogs
with DCM had blood or tissue selenium levels tested?

Thank vou kindly,

Jen

Jennifer Jones, DVM

FDA-CVM-FOIA-2019-1704-015421



Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jonesi@ fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Tams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |
would be all ears!

Thank youl

Darcy

FDA-CVM-FOIA-2019-1704-015422



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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive
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Raleigh, NC 27607

919-513-6032

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
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Clinical Assistant Professor of Cardiology
North Carolina State University
NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

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

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

To: 'Darcy Adin’
Sent: 2/13/2018 6:55:01 PM
Subject: RE: dog food concemn

Thank you, Darcy. I’'m not sure. I'll have to do some research. Hopefully the results will be back soon on the
case samples you provided.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Monday, February 12, 2018 11:55 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you for your thoughts!
Darcy

On Fri, Feb 2, 2018 at 8:09 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:
Excellent, thank you. The sample results are currently pending. I'll keep you updated.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Friday, February 02, 2018 7:09 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

The Fromm food has several protein sources - I’ve copied the ingredient list below. 4Health is another one that
has popped up for us that we could investigate depending on what you are finding so far?

Thank you!
Darcy

FDA-CVM-FOIA-2019-1704-015426
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On Feb 2, 2018, at 6:58 AM, Jones, Jennifer L <Jennifer.Jones(@@fda.hhs.gov> wrote:

Good morning Darcy,

What is the flavor (e.g. chicken and lentil, etc.) for the Fromm Grain free food you submitted?

Thank you and have a nice weekend,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From: Jones, Jennifer L

Sent: Tuesday, January 23, 2018 1:58 PM
To: 'Darcy Adin' <dbadin@ncsu.edu>
Subject: RE: dog food concern

Thank you, Darcy! I'll share this with my team working on the case.

With regards to your question, | don’t have access to any sales information. If you find anything online, I'd be

interested to read it.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Tuesday, January 23, 2018 1:53 PM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

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

Subject: Re: dog food concern

Thanks for chatting today Jennifer!

B5
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Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that
discuss Grain free benefits.

Thank you!
Darcy

On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote:
Hi Jennifer,

I wondered if I could speak with you sometime today about the diets and some data we have compiled? My
oftfice is 919-513-6032 and my cell 1d B6 | Alternatively, we could email - just let me know!

Take care
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer Jones(@tda.hhs.gov> wrote:

Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy.
Several tests have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.
I'll forward the feed results when they are back.

Have a nice weekend,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

sure) in the last year - 2 were housemates but related.

Take care
Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:

Thank you, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!
Take care
Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:
Good morning Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I'll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu™> wrote:
The myocardium is fromi B6 Maybe we will wait to see what the blood levels show.

B5
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Thanks!
Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer Jones@@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from B6 ifood after the
results are back.
The frozen myocardium, is itfromthei  B6  icase?

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 B4 runs this). 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?

Thank you!
Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> wrote:
Good afternoon Darcy,
Happy New Year! Thank you for the additional information. | discussed the information you provided below and

Based on our discussions, | will test some leftover food from the 800.218 case, for Selenium content. Have any
of the dogs with DCM had blood or tissue selenium levels tested?

Thank you kindly,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: dog food concern

FDA-CVM-FOIA-2019-1704-015432



Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Tams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I
would be all ears!

Thank youl
Darcy

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

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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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

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

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive
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Raleigh, NC 27607
919-513-6032

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: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L
Sent: 2/13/2018 6:58:17 PM
Subject: Re: dog food concemn

Thank you Jennifer! We've seen 3 more cases this week so I am waiting with bated breath :)

On Tue, Feb 13, 2018 at 1:55 PM, Jones, Jennifer L <Jenniter. Jones(@ftda.hhs.gov> wrote:

Thank you, Darcy. I'm not sure. I'll have to do some research. Hopefully the results will be back soon on the case samples
you provided.

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Monday, February 12, 2018 11:55 AM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Would there be a way to test the diets foré B5

Thank you for your thoughts!

Darcy

On Fri, Feb 2, 2018 at 8:09 AM, Jones, Jennifer L <Jennifer.JJones(@tda.hhs.gov> wrote:

FDA-CVM-FOIA-2019-1704-015436



Excellent, thank you. The sample results are currently pending. I’ll keep vou updated.

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Friday, February 02, 2018 7:09 AM
To: Jones, Jennifer L <Jennifer.Jones'« fda.hhs.gov>

Subject: Re: dog food concern

Hi Jennifer,

The Fromm food has several protein sources - I’ve copied the ingredient list below. 4Health is another one that
has popped up for us that we could investigate depending on what you are finding so far?

Thank you!

Darcy

FDA-CVM-FOIA-2019-1704-015437
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On Feb 2, 2018, at 6:58 AM, Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov> wrote:

Good morning Darcy,
What is the flavor (e.g. chicken and lentil, etc.) for the Fromm Grain free food you submitted?
Thank vou and have a nice weekend,

Jen

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

<image001.png> <image002.png>

From: Jones, Jennifer L

Sent: Tuesday, January 23, 2018 1:58 PM
To: 'Darcy Adin' <dbadin‘@ncsu.edu>
Subject: RE: dog food concern

Thank vou, Darcy! I'll share this with my team working on the case.

With regards to your question, I don’t have access to any sales information. If you find anything online, I'd be interested to
read it.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421

<image001.png> <image003.png>

From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 23, 2018 1:53 PM

To: Jones, Jennifer L <Jennifer.Jonesiwfda.hhs.gov>

Cec: Ceric, Olgica <Olgica.Ceric/aifda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/«fda.hhs.gov>
Subject: Re: dog food concern

FDA-CVM-FOIA-2019-1704-015439



Thanks for chatting today Jennifer! B5

Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that
discuss Grain free benefits.

Thank you!

Darcy

On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote:

Hi Jennifer,

I wondered if I could speak with you sometime today about the diets and some data we have compiled? My

office is 919-513-6032 and my cell is! B6 ¢ Alternatively, we could email - just let me know!

FDA-CVM-FOIA-2019-1704-015440



Take care

Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy. Several tests
have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.

I'll forward the feed results when they are back.
Have a nice weekend,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda. hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

As additional information, one of our cardiologist colleagues 1 B6 posted a question about thig.association

today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil (I assuni B but not
sure) in the last year - 2 were housemates but related.

Take care

Darcy

FDA-CVM-FOIA-2019-1704-015441



On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones@tda.hhs.gov> wrote:

Thank vou, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Ce: Ceric, Olgica <Olgica.Ceric'efda hhs.gov>; Nemser, Sarah <Sarah.Nemseri@ fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank youl

Take care

Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jenniter Jones@tda.hhs.gov> wrote:

Good morming Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

with the archived sample of food from the B6 tase. Based on a new 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)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’'ll send a box to collect it.

Thank you,

FDA-CVM-FOIA-2019-1704-015442



Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:

The myocardium is from B6 i Maybe we will wait to see what the blood levels show.

Thanks!

Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from B6 ifood after the results are
back.

FDA-CVM-FOIA-2019-1704-015443



Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421

<image001.png>  <image(04.png>

From: Darcy Adin [mailto:dbadin/@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cec: Ceric, Olgica <Olgica.Cericiwfda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/« fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 B4 iruns this). 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?

Thank you!

Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones@fda hhs gov> wrote:

Good afternoon Darcy,

Happy New Year! Thank vou for the additional information. I discussed the information you provided below and from the
previous case B6 Miniature Schnauzers-800.218) with my colleagues.

Based on our discussions, I will test some leftover food from the 800.218 case, for Selenium content. Have any of the dogs
with DCM had blood or tissue selenium levels tested?

Thank vou kindly,

Jen

Jennifer Jones, DVM

FDA-CVM-FOIA-2019-1704-015444



Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jonesi@ fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Tams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |
would be all ears!

Thank youl

Darcy

FDA-CVM-FOIA-2019-1704-015445



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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive
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Raleigh, NC 27607

919-513-6032

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
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Clinical Assistant Professor of Cardiology
North Carolina State University
NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

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

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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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: Jones, Jennifer L </O=FDA/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=JENNIFER.JONESAAS8>

To: Darcy Adin

CcC: Ceric, Olgica; Nemser, Sarah
Sent: 1/9/2018 3:07:07 PM
Subject: RE: dog food concern

Good morning Darcy,
We'd like to collect some of the food from your current case (California Naturals Kangaroo). I’'m going to send it

with the archived sample of food from the Bé6 icase. Based on a new 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)] about human idiopathic DCM,

we're going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I'll send a box to collect it.
Thank you,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Thursday, January 04, 2018 2:47 PM

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

Cc: Ceric, Olgica <Olgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu edu> wrote:
The myocardium is from B6 i Maybe we will wait to see what the blood levels show.

Thanks!
Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer. Jones@@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from: B6 food after the
results are back.
The frozen myocardium, is it from the! B6 icase?

Jennifer Jones, DVM

FDA-CVM-FOIA-2019-1704-015450




Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 | B4 iruns this). 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?

Thank you!
Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer. Jones(@@fda.hhs.gov> wrote:

Good afternoon Darcy,

Happy New Year! Thank vau_focthe additional information. | discussed the information you provided below and
from the previous case B6 iMiniature Schnauzers-800.218) with my colleagues.

Based on our discussions, | will test some leftover food from the 800.218 case, for Selenium content. Have any
of the dogs with DCM had blood or tissue selenium levels tested?

Thank you kindly,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

FDA-CVM-FOIA-2019-1704-015451



I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were

diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and lams - so maybe these are not necessarily

related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |

would be all ears!

Thank you!
Darcy

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

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
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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: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L

CcC: Ceric, Olgica; Nemser, Sarah
Sent: 1/9/2018 4:27:11 PM
Subject: Re: dog food concern
Attachments: IMG_6990 (1).JPG

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!
Take care

Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones@@fda.hhs.gov> wrote:

Good moming Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

with the archived sample of food from th{ B6 rase. Based on a new 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)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’ll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

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

FDA-CVM-FOIA-2019-1704-015454



Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:

The myocardium is froni B6 ‘Maybe we will wait to see what the blood levels show.

Thanks!

Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from B6 food after the results are
back.
The frozen myocardium., is it from thei __________ B6  :ase?

i 4

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

To: Jones, Jennifer L <Jennifer.Jonesiwfda.hhs.gov>

Cec: Ceric, Olgica <Olgica.Cericwfda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/« fda.hhs.gov>
Subject: Re: dog food concern

FDA-CVM-FOIA-2019-1704-015455



Hi Jennifer,

Thank you! 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] B4 iruns this). 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?

Thank you!

Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer. Jones(@@fda.hhs.gov> wrote:

Good afternoon Darcy,

Happy New Year! Thank you for the additional information. I discussed the information you provided below and from the

previous casg ] B6 Miniature Schnauzers-800.218) with my colleagues.

Based on our discussions, I will test some leftover food from the 800.218 case, for Selenium content. Have any of the dogs
with DCM had blood or tissue selenium levels tested?

Thank vou kindly,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

FDA-CVM-FOIA-2019-1704-015456



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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Iams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I
would be all ears!

Thank youl

Darcy

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

FDA-CVM-FOIA-2019-1704-015457



919-513-6032

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)

Clinical Assistant Professor of Cardiology
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North Carolina State University
NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

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

FDA-CVM-FOIA-2019-1704-015459



From: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L
Sent: 1/16/2018 4:18:19 PM
Subject: Re: dog food concemn

Thank you Jennifer! Very interesting...

We have not received the box - do you have a tracking number that we can look into? We have had some FedEx
delays both friday and today.

Thank you!
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer. Jonestda.hhs.gov> wrote:

Thank vou, Darcv. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomvopathy. Several tests
have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.

I'll forward the feed results when they are back.
Have a nice weekend,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@incsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer Jones@fda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda. hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

As additional information, one of our cardiologist colleagues ini_B6_| posted a question about this association

today on our list serve. She has seen 4 cases of DCM in dogs eating kangaroo and lentil (I assum{ B5:but not
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sure) in the last year - 2 were housemates but related.

Take care

Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> wrote:

Thank vou, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

To: Jones, Jennifer L <Jennifer.Jones/«w fda.hhs.gov>

Cec: Ceric, Olgica <Olgica.Cericiafda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/«'fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples oft from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!

Take care

Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones@@fda.hhs.gov> wrote:

Good moming Darcy,

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
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therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’ll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421

<image001.png> <image003.png>

From: Darcy Adin [mailto:dbadin/@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda. hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:

The myocardium is fromi B6 i Maybe we will wait to see what the blood levels show.

Thanks!

FDA-CVM-FOIA-2019-1704-015462



Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer. Jones@tda.hhs.gov> wrote:

Thank you for the update. I'll let yvou know the selenium concentration fromi B6 Efood after the results are
back.
The frozen myocardium, is it from the! | B6  icase?

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

To: Jones, Jennifer L <Jennifer.Jonesiwfda.hhs.gov>

Cc: Ceric, Olgica <Olgica.Cericiwifda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/« fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 B4 tuns this). 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?

Thank you!

Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer. Jones@fda.hhs.gov> wrote:

Good afternoon Darcy,

Happy New Year! Thank vou for the additional information. I discussed the information you provided below and from the
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Based on our discussions, I will test some leftover food from the 800.218 case, for Selenium content. Have any of the dogs
with DCM had blood or tissue selenium levels tested?

Thank you kindly,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones/@ fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Tams - so maybe these are not necessarily
related.
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Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |

would be all ears!

Thank you!

Darcy

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

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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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

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

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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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: Jones, Jennifer L </o=FDA/ou=Exchange Administrative Group
(FYDIBOHF23SPDLT)/cn=Recipients/cn=Jennifer.Jonesaa8>

To: 'Darcy Adin’
Sent: 1/16/2018 4:27:26 PM
Subject: RE: dog food concemn

Thank you, Darcy. Here is the tracking info:

UPS NEXT DAY AIR

TRACKING #: 1Z A44 20T 01 9190 2873

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Tuesday, January 16, 2018 11:18 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer! Very interesting...

We have not received the box - do you have a tracking number that we can look into? We have had some FedEx
delays both friday and today.

Thank youl
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jenniter Jones@tda.hhs.gov> wrote:

Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy.
Several tests have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.
I'll forward the feed results when they are back.

Have a nice weekend,

Jen

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

UNW U.S. FOOD & DRUG
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.
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As additional information, one of our cardiologist colleagues in; B6 posted a question about this association

sure) in the last year - 2 were housemates but related.

Take care
Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> wrote:

Thank you, Darcy. We're sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples oft from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank youl
Take care
Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:
Good morning Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’ll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:
The myocardium is from! B6 i Maybe we will wait to see what the blood levels show.

Thanks!
Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer. Jones@fda.hls.gcov> wrote:

Thank you for the update. I'll let you know the selenium concentration froni B6 food after the
results are back. S
The frozen myocardium, is it from the B6 case?

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cc: Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 B4 Emns this). 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?

Thank you!
Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:
Good afternoon Darcy,
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Based on our discussions, | will test some leftover food from the 800.218 case, for Selenium content. Have any
of the dogs with DCM had blood or tissue selenium levels tested?

Thank you kindly,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and lams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |
would be all ears!

Thank you!
Darcy

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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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

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

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University
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NC State Veterinary Hospital
1060 William Moore Drive
Raleigh, NC 27607
919-513-6032
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From: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L
Sent: 1/16/2018 8:08:56 PM
Subject: Re: dog food concemn

Hi Jennifer,

Unfortunately it looks like it was delivered on thursday but we are not able to find it. Would it be possible to
send another box? I am so sorry....

Thanks

Darcy

On Tue, Jan 16, 2018 at 11:27 AM, Jones, Jennifer L <Jennifer Jones(@tda.hhs.gov> wrote:

Thank vou, Darcy. Here is the tracking info:

UPS NEXT DAY AIR

TRACKING #: 1Z A44 20T 01 9190 2873

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]
Sent: Tuesday, January 16, 2018 11:18 AM
To: Jones, Jennifer L <Jennifer.Jones'wifda.hhs.gov>

Subject: Re: dog food concern

Thank you Jennifer! Very interesting...

We have not received the box - do you have a tracking number that we can look into? We have had some FedEx
delays both friday and today.

Thank you!

Darcy
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On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer Jonestda.hhs.gov> wrote:

Thank vou, Darcv. My colleague mentioned that Kogia whales (pvgmy sperm whales) get cardiomvopathy. Several tests
have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.

I'll forward the feed results when they are back.
Have a nice weekend,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer Jones@@fda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda. hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

As additional information, one of our cardiologist colleagues 1r B6 posted a question about this association

sure) in the last year - 2 were housemates but related.

Take care

Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones@tda.hhs.gov> wrote:

Thank vou, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.
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Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

To: Jones, Jennifer L <Jennifer.Jones'wifda.hhs.gov>

Cec: Ceric, Olgica <Olgica.Cericiwfda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/«'fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples oft from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!
Take care

Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones@@fda.hhs.gov> wrote:
Good morning Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’ll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM
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Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin{@ncsu.edu> wrote:

The myocardium is fron B6 i Maybe we will wait to see what the blood levels show.

Thanks!

Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from B6 : food after the results are
back.
The frozen myocardium, is it from thei B6 17 _—

Jennifer Jones, DVM i

Veterinary Medical Officer
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Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cec: Ceric, Olgica <Olgica.Cericwifda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/« fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 | B4  runs this). 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?

Thank you!

Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:

Good afternoon Darcy,

Happy New Year! Thank you for the additional information. I discussed the information you provided below and from the

previous case | B6 ‘Miniature Schnauzers-800.218) with my colleagues.

Based on our discussions, I will test some leftover food from the 800.218 case, for Selenium content. Have any of the dogs
with DCM had blood or tissue selenium levels tested?

Thank vou kindly,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones'« fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and Iams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I
would be all ears!

Thank youl

Darcy

Darcy B. Adin, DVM, DACVIM (Cardiology)

Clinical Assistant Professor of Cardiology

FDA-CVM-FOIA-2019-1704-015479



North Carolina State University
NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

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

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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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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive
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Raleigh, NC 27607

919-513-6032

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

To: 'Darcy Adin’
Sent: 1/17/2018 12:00:19 PM
Subject: RE: dog food concemn

Yes, we can resend the kit. I'll forward the tracking information.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Tuesday, January 16, 2018 3:09 PM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Unfortunately it looks like it was delivered on thursday but we are not able to find it. Would it be possible to
send another box? I am so sorry....

Thanks

Darcy

On Tue, Jan 16, 2018 at 11:27 AM, Jones, Jennifer L <Jenniter.Jones(@tda.hhs.gov> wrote:
Thank you, Darcy. Here is the tracking info:

UPS NEXT DAY AIR

TRACKING #: 17 A44 207 01 9190 2873

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Tuesday, January 16, 2018 11:18 AM
To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>

Subject: Re: dog food concern

Thank you Jennifer! Very interesting...

We have not received the box - do you have a tracking number that we can look into? We have had some FedEx
delays both friday and today.

Thank you!
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov> wrote:
Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy.
Several tests have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.
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I'll forward the feed results when they are back.
Have a nice weekend,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda.hhs gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

sure) in the last year - 2 were housemates but related.

Take care
Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones(@tda.hhs.gov> wrote:

Thank you, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image006.png>

From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples oftf from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!
Take care
Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jenniter Jones@fda.hhs.gov> wrote:
Good morning Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it
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McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’ll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin{@ncsu.edu> wrote:
The myocardium is fron? B6 Maybe we will wait to see what the blood levels show.

Thanks!
Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer.Jones@tda.hhs gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from B6 is food after the
results are back.
The frozen myocardium, is it from the}l B6 case?

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Wednesday, January 03, 2018 3:10 PM
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To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Cc: Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 ! B4 iruns this). 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?

Thank you!
Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer.Jones)fda.hhs.gov> wrote:
Good afternoon Darcy,
Happy New Year! Thank you for the additional information. | discussed the information you provided below and

Based on our discussions, | will test some leftover food from the 800.218 case, for Selenium content. Have any
of the dogs with DCM had blood or tissue selenium levels tested?

Thank you kindly,

Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals

diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and lams - so maybe these are not necessarily
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related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |

would be all ears!

Thank you!
Darcy

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

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

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

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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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

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

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

To: 'Darcy Adin’
Sent: 1/23/2018 6:58:10 PM
Subject: RE: dog food concemn

Thank you, Darcy! I'll share this with my team working on the case.

With regards to your question, | don’t have access to any sales information. If you find anything online, I'd be
interested to read it.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin@ncsu.edu]

Sent: Tuesday, January 23, 2018 1:53 PM

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

Cc: Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Thanks for chatting today Jennifer! B5

Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that
discuss Grain free benefits.

Thank you!
Darcy

FDA-CVM-FOIA-2019-1704-015489



On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote:
Hi Jennifer,

I wondered if I could speak with you sometime today about the diets and some data we have compiled? My

office is 919-513-6032 and my cell is} B6 i Alternatively, we could email - just let me know!

Take care
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jenniter Jones@tda.hhs.gov> wrote:

Thank you, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy.
Several tests have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.
I'll forward the feed results when they are back.

Have a nice weekend,

Jen

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

u“ﬁﬁl'm U.S. FOOD & DRUG . wim.
SR BA MG YR AT B -~ \

From: Darcy Adin [mailto:dbadin@ncsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@tda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda. hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

sure) in the last year - 2 were housemates but related.

Take care
Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer Jones@fda.hhs.gov> wrote:

Thank you, Darcy. We're sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

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

Cc: Ceric, Olgica <Qlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

FDA-CVM-FOIA-2019-1704-015490



Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!
Take care
Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:
Good morning Darcy,

We’d like to collect some of the food from your current case (California Naturals Kangaroo). I'm going to send it

McCullough- Nutritional and micronutrient determinants of idiopathic dilated cardiomyopathy: diagnostic and
therapeutic implications: Expert Rev. Cardiovasc. Ther. 9(9), 1161-1170 (2011)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’'ll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:
The myocardium is from B6 i Maybe we will wait to see what the blood levels show.

FDA-CVM-FOIA-2019-1704-015491



Thanks!
Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you for the update. I'll let you know the selenium concentration from B6 i food after the
results are back.
The frozen myocardium, is it from thei B6 case?

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 3:10 PM

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

Cc: Ceric, Olgica <QOlgica.Ceric@fda.hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! 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 i B4 iruns this). 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?

Thank you!
Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer.Jones{)fda.hhs.gov> wrote:
Good afternoon Darcy,
Happy New Year! Thank you for the additional information. | discussed the information you provided below and

Based on our discussions, | will test some leftover food from the 800.218 case, for Selenium content. Have any
of the dogs with DCM had blood or tissue selenium levels tested?

Thank you kindly,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto.dbadin@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones@fda.hhs.gov>
Subject: dog food concern

Hi Dr. Jones,
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.

FDA-CVM-FOIA-2019-1704-015492



I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and lams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, I
would be all ears!

Thank you!
Darcy

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive
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Raleigh, NC 27607
919-513-6032

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

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

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

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: Darcy Adin <dbadin@ncsu.edu>

To: Jones, Jennifer L

CcC: Ceric, Olgica; Nemser, Sarah

Sent: 1/23/2018 6:53:11 PM

Subject: Re: dog food concern

Thanks for chatting today Jennifer! B5

Do you have access to sales estimates for Grain free diets and California natural diets in particular? I am not able
to find this on the web. All I can say is that CN does not come up as one of the "top" diets on websites that
discuss Grain free benefits.

Thank you!
Darcy

On Tue, Jan 23, 2018 at 8:49 AM, Darcy Adin <dbadin@ncsu.edu> wrote:
Hi Jennifer,

I wondered if I could speak with you sometime today about the diets and some data we have compiled? My
office is 919-513-6032 and my cell 1s B6 EAlternatively, we could email - just let me know!

Take care
Darcy

On Fri, Jan 12, 2018 at 8:01 AM, Jones, Jennifer L <Jenniter Jones@tda.hhs.gov> wrote:

Thank yvou, Darcy. My colleague mentioned that Kogia whales (pygmy sperm whales) get cardiomyopathy. Several tests
have been done to determine an etiology. Just as an FYI-not sure it would be applicable here.

I'll forward the feed results when they are back.
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Have a nice weekend.

Jen

Jennifer Jones, DVM
Veterinary Medical Officer

Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@incsu.edu]
Sent: Wednesday, January 10, 2018 6:13 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cc: Ceric, Olgica <Olgica.Ceric@tda hhs.gov>; Nemser, Sarah <Sarah.Nemser(@fda hhs.gov>
Subject: Re: dog food concern

Thank you Jennifer - we will be on the lookout for it.

sure) in the last year - 2 were housemates but related.

Take care

Darcy

On Jan 10, 2018, at 8:05 AM, Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov> wrote:

Thank vou, Darcy. We’re sending the kit this week. It should arrive by close of business Friday.

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Tuesday, January 09, 2018 11:27 AM

To: Jones, Jennifer L <Jennifer.Jones'wifda.hhs.gov>

Ce: Ceric, Olgica <Olgica.Ceric'afda hhs.gov>; Nemser, Sarah <Sarah.Nemser@fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

That is great! I've attached a picture of the food sample - the weight is 0.36 kg. We sent blood samples off from
2 dogs to test for selenium; one was in the reference range and the other a bit high.

Thank you!

Take care

Darcy

On Tue, Jan 9, 2018 at 10:07 AM, Jones, Jennifer L <Jennifer Jones(@ftda.hhs.gov> wrote:

Good morning Darcy,

We’d like to collect some of the food from_vour current case (California Naturals Kangaroo). I'm going to send it
with the archived sample of food from the B6 case. Based on a new 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)] about human idiopathic DCM,
we’re going to test both samples for: Co, Ca, P, Mg, Cu, Fe, Mg, Se, Zn.

Please let me know the size/weight of the sample you have, and I’'ll send a box to collect it.

Thank you,
Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]
Sent: Thursday, January 04, 2018 2:47 PM

To: Jones, Jennifer L <Jennifer.Jones(@tda.hhs.gov>
Cec: Ceric, Olgica <Olgica.Ceric@ftda.hhs.gov>; Nemser, Sarah <Sarah.Nemser(@tda.hhs.gov>
Subject: Re: dog food concern

I also have a food sample for our current inpatient (same food - California Naturals kangaroo and lentil). T'll
hang on to this in case we would like to analyze this in the future.

On Thu, Jan 4, 2018 at 2:39 PM, Darcy Adin <dbadin@ncsu.edu> wrote:

The myocardium is from B6 Maybe we will wait to see what the blood levels show.

Thanks!

Darcy

On Thu, Jan 4, 2018 at 2:14 PM, Jones, Jennifer L <Jennifer.Jones@tda.hhs.gov> wrote:

Thank you for the update. I’ll let you know the selenium concentration from B6 5 food after the results are
back. ;
The frozen myocardium, is it from the B6 case”

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-3421
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From: Darcy Adin [mailto:dbadin/@ncsu.edu]
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Sent: Wednesday, January 03, 2018 3:10 PM

To: Jones, Jennifer L <Jennifer.Jones'wifda.hhs.gov>

Cec: Ceric, Olgica <Olgica.Cericiwfda.hhs.gov>: Nemser, Sarah <Sarah.Nemser/« fda.hhs.gov>
Subject: Re: dog food concern

Hi Jennifer,

Thank you! We have not tested for selenium in any of the dogs. We have stated bloqd samples from several
dogs and have an inpatient right now that we can submit blood from B4 runs this). 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?

Thank you!

Darcy

On Wed, Jan 3, 2018 at 2:30 PM, Jones, Jennifer L <Jennifer Jones(@fda.hhs.gov> wrote:

Good afternoon Darcy,

Happy New Year! Thank vou for the additional information. I discussed the information you provided below and from the
previous case B6 yliniature Schnauzers-800.218) with my colleagues.

Based on our discussions, I will test some leftover food from the 800.218 case, for Selenium content. Have any of the dogs
with DCM had blood or tissue selenium levels tested?

Thank vou kindly,

Jen

Jennifer Jones, DVM
Veterinary Medical Officer
Tel: 240-402-5421
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From: Darcy Adin [mailto:dbadin‘@ncsu.edu]

Sent: Wednesday, January 03, 2018 11:31 AM

To: Jones, Jennifer L <Jennifer.Jones/@ fda.hhs.gov>
Subject: dog food concern
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Hi Dr. Jones,

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.

I wanted to reach out again because we continue to see DCM in non-genetically predisposed breeds and it seems
that this diet is a relatively common theme. We have been increasingly better about recording a diet history in
dogs that are presented to cardiology or ER at our hospital with DCM in the last 6 months. Most of the dogs
have been tested for taurine and carnitine deficiency and have been within the reference range. About half of
them are alive and half died close to the time of diagnosis.

I also searched our records for this diet (knowing that recording of diet in the MR history has been spotty at best)
and found another pair of unrelated housemate dogs eating California naturals kangaroo and lentil that were
diagnosed with DCM 6 months apart.

We will continue to record the cases we see but since last june we have seen 7 dogs eating California Naturals
diet (5 kangaroo and lentil) in addition to the pair of housemates from 2016 (so total of 9). We also have 4 dogs
eating Acana (3/4 are dobermans though) and 1 each of 4Health and lams - so maybe these are not necessarily
related.

Have you had any other reports of such an association? If you have any other thoughts or testing suggestions, |
would be all ears!

Thank you!

Darcy

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

FDA-CVM-FOIA-2019-1704-015500



Raleigh, NC 27607

919-513-6032

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
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Clinical Assistant Professor of Cardiology
North Carolina State University
NC State Veterinary Hospital

1060 William Moore Drive

Raleigh, NC 27607

919-513-6032

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

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

Darcy B. Adin, DVM, DACVIM (Cardiology)
Clinical Assistant Professor of Cardiology
North Carolina State University

NC State Veterinary Hospital

1060 William Moore Drive

FDA-CVM-FOIA-2019-1704-015502



Raleigh, NC 27607
919-513-6032
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Eurofins sample #

7650639

7650640

7650641 7650642

800.240-sub 800.240-sub 800.215-sub 800.240-sub

1BagB 4 5 3
Component Unit
Choline Chloride mg/100g 307 305 311 304
Choline mg/100g 229 227 232 227
Taurine mg/g na na na na
Cystine mg/g na na na na
Methionine mg/g na na na na
Moisture % 7.15 6.65 6.76 6.42
Starch % 36.1 314 35.2 36.9
Soluble Fiber % 1.17 1.04 2.0 1.24
Insoluble Fiber % 6.38 5.97 8.3 6.06
Fat % 141 17.3 10.6 14.8
Resistant Starch % <2.00 <2.00 <2.00 <2.00
Total Dietary Fiber % 7.55 7.01 10.3 7.3
Protein % 26 28.1 28 25.2
Crude Fiber % 1.78 1.92 3.77 1.92
Vitamin E mcg/g 100.44 113.57 707.58 96.882
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7650643 7650644 7650645 7650646 7650647 7650648 7650649 7650650
800.261-sub 800.218-sub 800.267-sub 800.267-sub 800.267-sub 800.267-sub 800.267-SS- 800.267-SS-

1 2 2A 7A 5 3A sub 1 sub 4
244 309 304 211 231 245 302 365
182 230 227 157 172 183 225 272

0.313 1.06 1.32 0.348 2.18 112 0.576 1.08
<0.100 <0.100 <0.100 <0.100 <0.100 <0.100 <0.100 <0.100
0.227 2.23 0.466 0.152 <0.100 138 1.07 <0.100
7.25 6.65 7.67 8.5 6.56 6.35 7.81 7.28
20.3 29.5 27.9 23.4 18.4 26.7 35.1 29.4
14 <1.00 3.62 <1.00 <1.00 <1.00 <1.00 <1.00
124 125 11.1 10.9 8.46 9.09 6.43 7.02
15.7 15.2 13.4 15.7 15.8 14.6 13.9 17.5
<2.00 <2.00 <2.00 <2.00 <2.00 <2.00 <2.00 <2.00
13.8 13 7.48 11 9.17 9.75 6.2 7.88
27.4 24 26.5 28 33.3 29 23.2 23.3
4.37 3.91 4.74 3.75 3.55 3.86 2.58 1.45
131.29 297.85 115.97 82.26 370.9 327.77 106.41 572.43
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7650651 7650652 7650653 7650654 7650655 7650656
800.267-SS- 800.267-sub 800.267-EON- 800.267-sub 800.267-sub 800.267- EON-

sub 3 10A 360243 18A 16A 361853
305 220 241 280 113 187
228 164 180 209 84.1 139

0.642 0.965 1.05 1.88 0.578 0.724

<0.100 <0.100 <0.100 <0.100 <0.100 <0.100

<0.100 0.101 <0.100 2.22 0.276 0.231
8.09 5.32 6.57 6.05 6.0 7.6
14.5 31.2 13.6 19.2 26.9 224

<1.00 <1.00 1.0 1.3 2.0 <1.00
8.4 9.63 24.7 10.6 121 9.17

15.5 13.2 14.6 17.3 15.4 18

<2.00 <2.00 <2.00 <2.00 <2.00 <2.00

8.69 9.4 25.7 11.9 141 10
34.2 25.6 26.6 30.7 254 28.7
2.61 3.6 14 3.88 4.21 3.14

713.19 253.13 91.596 124.83 190.22 149.3
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L
Sent: 8/20/2018 10:17:48 PM
Subject: updates

Hi Jen

| 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.

some food remaining at her summer house — it is not fresh but I'm saving for you in case you want

Thanks
Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

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

To: Cleary, Michael *; HQ Pet Food Report Notification;i B6
Sent: 8/20/2018 8:44:25 PM

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-362878
Attachments: 2053969-report.pdf; 2053969-attachments.zip

A PFR Report has been received and PFR Event [EON-362878] has been created in the EON System.

A "PDF" report by name "2053969-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 "2053969-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-362878

ICSR #: 2053969
EON Title: PFR Event created for Acana Free Run Poultry dry; 2053969

AE Date 08/06/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age B6Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2053969
Product Group: Pet Food

Product Name' Acana Free Run Poultry dry

meds C B6 ..WQ..S.Q.W.. g_t_‘_c__Tufts 8/16/18. Cllmcally 1mproved but Stlll has mgmﬁcant
DCM and CHF plus arthythmia. We added:__B6 ___{(instead of] B6

pending. Another dog in household (also a Doberman) was eatmg the same food but was echoed today and has
no signs of DCM.

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: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-362878

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=379612

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-362878
ICSR; 2053969

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: 2018-08-20 16:33:06 EDT

Reported Problem: Problem Description:

Date Problem Started:

Concurrent Medical
Problem:;

Outcome to Date:

Product Information: Product Name:

Pre Existing Conditions: |

8 Clinicallv. mefpved but stil has. SLgmﬂcant DCM and CHF plus arrhythmia We
added- B6 a(lnstead of’ B6 . fish oil, and taurine. WB taurine pending.

_echoed today and has no signs of DCM
08/06/2018

Yes

B6

Stable

Acana Free Run Poultry dry

Product Type: Pet Food
Lot Number:
UPC: 6499250125
Package Type: BAG
Package Size: 25 Pound
Possess Unopened No
Product:
Possess Opened Yes
Product:
Product Use pescription:  Fed to 2 Dobermans in household
Information: ;o4 Eyposure 09/01/2016
Date:
Last Exposure 08/16/2018
Date:
Product Use Yes
Stopped After the
Onset of the
Adverse Event:
Adverse Event Unknown
Abate After
Product Stop:
Product Use No
Started Again:
Perceived Probably related
Relatedness to
Adverse Event:
Other Foods or Yes
Products Given
to the Animal
During This Time
Period:
Manufacturer
[Distributor Information:
Purchase Location
Information:
Animal Information: Name: "'B6 |
FOUO- For Official Use Only 1
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From: Freeman, Lisa <Lisa.Freeman@tufts.edu>

To: Jones, Jennifer L

Sent: 8/23/2018 4:25:40 PM
Subject: Re: updates

Attachments: image001.png; image002.png

Hi Jen. They gave permission to report so 1 think it would be fine til contact but I can specifically check if you’d
prefer
Lisa

Sent from my iPhone

On Aug 23, 2018, at 11:57 AJones, Jennifer L <Jennifer Jones(@tda. hhs gov> wrote:

Hi Lisa,

Thank you,
Jen

Jennifer Jones, DVM

Veterinary Medical Officer

Tel: 240-402-5421

<image001.png> <image002.png>

From: Freeman, Lisa [mailto:Lisa. Freeman@iufts. edu]
Sent: Monday, August 20, 2018 6:18 PM

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

Hi Jen
| 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.

Also, fori  B6 whose heart has improved significantly, | just got a sample from the owner who found
some food remaining at her summer house — it is not fresh but I'm saving for you in case you want
Thanks

Lisa

Lisa M. Freeman, DVM, PhD, DACVN

Board Certified Veterinary Nutritionist™
Professor

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

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

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

CcC: Peloquin, Sarah; Ceric, Olgica; 'Reimschuessel, Renate (Renate.Reimschuessel@fda.hhs.gov)'
Sent: 9/20/2018 2:27:03 PM

Subject: RE: 800.267-EON-3628781 B6 Acana Free Run Poultry dry

Attachments: MRx.zip T

(checking)

B6:-7 yr MC Doberman Pinscher

Hx: B6 ‘as of 2/8/2017-report of nonproductive hacking cough recently-O
thought after sniffing dust, eating Valor Freeze dried food; 3/10/2017-PD, morning cough-o thinks allergies, I\/IAP
crytalsarecheck had none-rarei B6

occ little cough but normal for h|m on Grandma Lucy raw and Earthborne; 2/14/2018-Grandma Lucy and Acana
poultry

PCC 8/1/2018-inappetant a few days-resolved, on B6 joint supp, limping
LF-began.Julv.4"_abd seems larae w/. more nrominent snine

. B6

8/7: nonproductive dry hack, same last 5 yr, slight inc am, periodically t/o day, inc panting but hot weather,
change boody appearance
B6

X-rad 8/6: cardiomeg, pl eff, hepatomeg, sus mild perit eff, degen spine/sternum changes, inc cd-dorsal

interstitial opacity

Echo-cardiac dz w/ CHF

TX B6 ;
8/16 Cardiologist: 0 had 5 yr, B6 issues, dec energy/exercise intol, on Acana, cough,
dyspnea, sudden onset LF Iame,

PE: mild mm loss, Gr lI/VI L apic sys murmur, jug v middle 1/3 neck, fair pulse, tachycard, prem beats,
pronounced gallop, mild dyspnea

Echo: dec LV thick, inc LV dil, dec contractility, mod inc LA, mild pl effusion, mild MV/TV thick, 1-2+ MR,

1+ TR

Tau- whole blood; B6 !
Tx: d/ci B6 i fish oil, 1g Tau bid, diet change
9/10: on RC early cardiac, diarrhea once, some cough, inc snuggly, 5lb weight loss

B6

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

.5, FOOD & DRUG

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

Sent: Monday, August 20, 2018 4:44 PM

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

Subject: Acana Free Run Poultry dry: Lisa Freeman - EON-362878

A PFR Report has been received and PFR Event [EON-362878] has been created in the EON System.

A "PDF" report by name "2053969-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 "2053969-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:
EON Key: EON-362878

ICSR #: 2053969
EON Title: PFR Event created for Acana Free Run Poultry dry; 2053969

AE Date 08/06/2018 Number Fed/Exposed | 2
Best By Date Number Reacted 1
Animal Species Dog Outcome to Date Stable
Breed Doberman Pinscher

Age | B6 jYears

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2053969

Product Group: Pet Food

Product Name: Acana Free Run Poultry dry

Description: Taken to RDVM for lameness. Dilated cardiomyopathy and CHF diagnosed 8/6/18. Started on
meds ¢ B6 i. We saw at Tufts 8/16/18. CI|n|caIIy improved but still has significant
DCM and CHF plus arrhythmla We added B6 i, fish oil, and taurine. WB taurine
pending. Another dog in household (also a Doberman) was eating the same food but was echoed today and has
no signs of DCM.

Submission Type: Initial

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

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

Number of Animals Treated With Product: 2

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Acana Free Run Poultry dry

Sender information
Lisa Freeman
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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-362878

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsActionlviewReport.jspa?decorator=none&e=0&issueType=12&
issueld=379612

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:

GQ/IV/72018 09:06

#3362 P.O00270356

B 6 AcctNo.:{ "Bs 1
N - — B
"Species; B6 | Sex MN
Breed : Roherman Pinscher Color Black/Rust
D.oB. i B6 Weight 80.7ibs.
MEDICAL RECORD
Gatalyst One
08/10/2018 05:21 PM
GLU " B6 70-143 mgldL
CREA 0.5-1.8 mg/dL
BUN 7-27 mgfdl.
BUN/CREA
T 52-8.2 gfdl
ALB B6 2.2-3.9 g/dL
GLOB 2.5-4.5 g/dl
ALB/GLOB
ALT 10-125 UL
ALKP 23-212 U/
Sep 10, 2018  Chem 10 {Current Invoice) 1
Sep 10, 2018 Blood Draw=Technician (Current Invoice) 1
Sep 10, 2018 Biood Draw-Technician 1
Sep 10, 2018  Chem 10 1

History, Physical Exam Findings, Assessment, and Recommendations

Clienti B6 5
Patient:i_B6 |

SexzMN
Breed:Canine.____

D.O.B.:i B6 |

Page 1of 33
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Woeight: 80.71bs. , _
Performed: Sep 10, 2018 by Bé6 i

OBSERVATIONS:

Medical Examination:
reck renal panelposs sr bidwk after being on meds for 1 month

' B6 oitbd

L 10Mg 1.5t 8id ‘
owner will call w/ meds dosing it has changed since being seen initially on 8-16
fish oll capsules cvs 7 dally

i B6 !
switched from puring proplan graduelly didn't want to eat it
now on re early cardiac 2 ¢ 1/2 can bid
1 can midday
owner monitors wi closely
seems fo be improving
reck now pleural effusion present
renal bldwk
drinking and urinating a ton
little bit of diarrhea 2 days ago just one time
no vis
a little bit of coughing

no e/n disch

at this point he is pretty much himself
does seem more snuggly lately
kr

Weight: 90.7 Ibs BS5
5# wt loss
Temperature: 101.5 F (normai=100.5-102.5F)

Patient Physical Examination

Hydration Status: Mormal
fental Stalus: Normal
Ears: Normal
Eves: Normal
NosefThroat: Normal
Mouth/Teeth/Gums: Mormal mmpink, ot 1s
Skin/Haircoat: Normal
Heart/Cardiovascularn Normal HR120, borderline murmur; strong N pulse
Lungs/frachea: . Normal, clear, no dyspnea RR20
Page 2 of 33
SEO/E00°d SOER G060 BLOZT/LL/BO IRAIO
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OQ/V7T /2018 09:085 #3362 P.O04038

From:
] % j
[l
AMER
g
ASSOCIATION
GlAbdominal Palpation: Normal
Musculoskeletal: Normal
Urinary/Reproductive: Normal
Nervous System: Normal

Lymph nodes/Thyrold gland: Normal
Lab and Diagnostic Tests Performed:
Chem 10 resuits;

FINDINGS:

stable cardiomyopathy; on many meds per Tufts
guarded long term Px - could decompensate at any time, incl sudden death poss

RECOMMENDATIONS:

Medical examination performed today.

1: *cont all meds per Tufts

2; exercise restriction

3: RC early cardiac diet

monitor closely - has recheck at Tufts sch

4: in house bidwk Chem 10 profile run in house.-all WNL - TC LMOM report results

mm

Sep-10, 2018 Patient Weight 1

Sep 10, 2018 Examination-Medical (lliness) 1

Sep 10, 2018 Medical Waste/Consumables/Disinfection 1

Aug 24, 2018__! B6 60
B6

Give one (1) cansule orally twice daily or as directed by Tufts.

Aug 15, 2018 | B6 ! T

; B6 é

Give 1 tablet orally 2 times daily for life unless otherwise directed.

08/15/2078] _Be  1GVT

cardiovet@tufts.edu B6!

phoned in 30mg/mi 2 month

femailed the xrays and LS images we had on file to

supply

give 1/2 mI'orall twee Daily #60m! 2 refilld

Page 3of 33
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Aug 11,

NOTES: Faxed med records/labs from last two years, ematted

osiog/2018 B6 |
NOTES pc B6 §t is in call when ready to be filled! B6}
5 ! Ultrasound images fron.  B6 !
| .Case#o ...................
o, 2018 R : -
i B6 i

Give 2 tablets orally twice a day for life unless otherwise directed.

History, Physical Exam Findings, Assessment, and Recommendations

Client:
Patient B6 !

Sex:MN

Breed: Camne

nght 90.7ibs.

Performed: Aug 07,2018 by B6 E

OBSERVATIONS:

Consult:
Cough History

Is it a productive cough, and if yes, what does the pet cough up?
non productive dry hack - same in last Syrs
Has your pet been recently boarded or around other/new pets?

no

Is there a time of day or situation when the.cough is more prominent?

no

SEQ/S00 d S9E#

Page 40of 33
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From: 0O/17/2018 0905 #362 P.O06S/035

: O has noticed sl incr C - in am waking up throat clearing and periodically during day gag type
breathing has not changed, just panting more, but hot weather lately
has noticed body looks different

T 101.2

Patient Physical Examination

Hydration Status: Normal

Mental Status: Normal BAR

Ears: Normal

Eyes: Normal

Nose/Throat: Normal
Mouth/Teeth/iGums: Normal mmpink crt 1s
SkinfHaircoat: Normal
Heart/Cardiovascular: HR140, N rybtm, no murmmur
Lungs/Trachea: mostly panting; when mouth held ¢closed RR40-50 and mild dyspnea, no rales or fluid
Gliabdominal Palpation: **modasciles
Musculoskeletal: Normal LF lame - sore foe
Urinary/Reproductive: Normal

Nervous System: Normal

Lymph nodes/Thyroid gland: Normal

Weight: diff -varies a lot on scale today tbs

FINDINGS:

consult at length; Dx via cardiologist and echo - CHF-DCM mod o severs; cardiologist did not consult with O - gave
no inf

guarded Px discuss at lengh, incl QOL

RECOMMENDATIONS:
Consuliannointmant performed today.
i pensed today. Please refer to label and VPR information sheet for more information.
] B spensed today. Please refer{o label and VPR information sheet for more information.
i idispensad today. Please refer to label and VPR information sheet for more information.

low saiit diet
recheck 2weeks, sooner if worse; poss rads and chem
mm
Aug 07, 2018 | B6 60
{7 Be.____#0mg60.0
Give 1 tablets orally 2 times daily for life unless otherwise directed,
Aug 07,2018 B¢ 110 mg 700

Page 5of 33
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B6

1 1.00

Give one and one-half (1-1/2) tablets orally twice daily for heart disease.
Aug 07, 2018 Patient Weight

Aug 07, 2018 Examination-Extended Consult
Aug 07, 2018  Medical Waste/Consumables/Disinfection

1

1

3

Zoasis - Superchem, Complete Biood Count, T4, Urinalysis-Complete, Accuplex 4

Accession Result

Superchem
Total Protein
Albumin
Globulin

A/G Ratio
AST(8GOT)
ALT (BGPT)
Alk Phosphatase
GGTP

Total Bilirubin
Urea Nitrogen
Creatining

BUN/Creatinine Ratio

Phosphorus

SEUC/L00'd GOERF

D

08/02/12018 03:23 AM

B6

Q060 BLOZ/LL/BO

Page 6of 33

50-7.4 gldL
2.7-4.4 gldL
1.6-3.8 gidL
0.8-2.0
15-66 1U/L
12-118 1UIL
5131 WUA

0.1-0.3 mg/dL
6-31 mg/dL

0.5-1.6 mg/dl
4-27

2.5-6.0 my/dL
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OQ/I7T/2018 09:06

#362 P.0O0OB/038

Fraorm:
Glucose 70-138 mg/dl.
Calcium 8.9-11.4 mg/dL
Corrected Calcium
Magnesium 1.5-2.5 mEg/L
Sodium 139-154 mEg/L
Potassium B6 3.6-5.5 mEg/L
MNa/K Ratio 2738
Chiloride 102-120 mEqg/L
Cholesterol 92-324 mgldL
Triglycerides 28-291 mo/dl
Amviase 290-1125 UL
PrecisionPSL 24-140 U/

B6
CPK ! B6 | 59-885 UL
Commoent
{_...B6_____\Nosignificant interference.

Complete Blood Count
WBC

RBC

Hemoglobin
Hematocerit

MOV

MCH

MCHC

Platelet Count

Platelet EST
Neutrophils

Bands

Lymphocytes
Monocytes
Eosinophils

Basophils

Absolute Neutrophils
Absolute Lymphocyies

B6

4.0-18.5 ‘EGBIuL
4.8-9.3 106{@_
12.1-20.3 g/dL
36-60 %
58-79 1L
19-28 pg
30-38 g/dl
170-400 103{9‘-

60-77 %

0-3 %

12-30 %

3-10 %

210 %

0-1 %
2060-10600 /uL.
6904500 /L
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Absolute Monocyles

Absolute Eosinophils

Absolute Basophils

T4

T4

Urinalysis-Complete

Collection Msthod
Not Stated

Color

Appearance

Specific Gravily

pH

Protein

B6

B6

0-840 /ub
0-1200 /uL
0-150 /L

0.8-3.5 pglaL

1.015-1.080
5.5-7.0

B6

Glucose

Ketone

Bilirubin

Blood

WBC

RBC

Casts

Struvite Crystals
Bacteria
Squamous Epithelia
Accuplex 4

B6
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From:

Anaplasma Phagocytophilum

OVB/17/72078 09:06 #3622 P.O10/038

B6

Aug 01, 2018
Aug 01, 2018
Aug 01, 2018

B6

Aug 01, 2018 B6

B6

1

1

1

30.00

Give 1 1/2 tablets oralfly once a day Give Medication with a meal Callif any vomiting or

diarrhea

History, Physical Exam Findings, Assessment, and Recommendations

Client! B6

BreadiConina__
p.oB: B6 |

Weight: 30.71bs. i
Performed: Aug 01,2018 by. |

OBSERVATIONS:
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FDA-CVM-FOIA-2019-1704-015548



Page 10 of 33

SGEO/MLO d E9EH BOI60 BLOST/LLIBO PR EFR O P ]

FDA-CVM-FOIA-2019-1704-015549



Frome 08/17/2018 08:07 #362 P.OT2/035

FDA-CVM-FOIA-2019-1704-015550



Page 120f 33

SEO/ELO «d EVBEH L0860 YLOESJLL/G6O0 HLES T O

FDA-CVM-FOIA-2019-1704-015551



From: O8/VT7 /2018 09:07 #3362 P.OT4/0D35
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From:

Q@/17/2018 09:07 #3362 P.O16/036

B6

History, Physical Exam Findings, Assessment, and Recommendations

Sex:MN
Breed:Canina. .,
D.0.8.i B6 ;

Weight: 80.71bs. ,
Performed: Feb 14,2018 by B6

OBSERVATIONS:

Annual Examination:

Do you have any concemns today?
gained weight- hasn't been out during the winter

What kind of food are you feeding? How much are you feeding and how many times a day?

Grandma Lucy's Freeze dried
Acana poultry

Page 150of 33
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Patient Physical Examination

Hydration Status: Normal
Mental Status: Normal
Ears: Normal
Eyes: Normal
Nose/Throat: Normal
MouthfTeeth/Gums: Normal,
Skin/Haircoat: Normat B6
Heart/Cardiovascular: Normal
Lungs/Trachea: Normal
GlfAhdominal Palpatiom: Normal
Musculoskeletal: Normat
Urinary/Reproductive: Normal
Mervous System: Normal

Lymph nodes/Thyrold gland: Normal
Body Condition:

Your pet's body condition score is five. This is considered an ideal body score. This score indicates your petis well-
proportioned, minimal abdominal fat that is tucked up and palpabile ribs without excess fat covering them.

Lab and Diagnostic Tests Performed:

B6

Page 160f 33
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FINDINGS:
A1, Healthy
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History, Physical Exam Findings, Assessment, and Recommendations

Client: B6

Weight: 80.7ibs. e
Performed: Jul 26, 2017 by | B6 i

OBSERVATIONS:

& Month Senior Exam:

What kind of food are you feeding? How much are you feeding and how many times a day?
Grandma Lucy {frozen raw diet) and Earth Bourne kibble. 1 cup of raw and 1 cup of kibble twice per day and a few
treats in the afterngon,

Are there any changes in their eating or drinking habits?
No

Any vomiting ?7diarrhea?coughingYsneezing?
Seasonal allergies and occasionaly a little cough but for him it is normal.
This spring and summer the allergies have gotlen worse.

Any eye/nasal discharge?

Page 18 of 33
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Patient Physical Examination

Hydration Status: Normal
Mental Status: Normal
Ears: Normal
Eyes: Normal
Nose/Throat: Normal
Mouth/Teeth/Gums: Normal,i B6 |
Skin/Haircoat: Normal
HeartiCardiovascuian Normal
Lungs/Trachea: Normal
Gl/Abdominal Palpation: MNormal
Musculoskeletal: Normal
Urinary/Reproductive: Normal
Nervous System: Normal

Lymph nodes/Thyroid gland: Normal
Body Condition:

Your pet's body condition score is five. This is considered an ideal body score. This score indicates your petis well-
proportioned, minimal abdominal fat that is tucked up and palpable ribs without excess fat covering them.
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From: Carey, Lauren </O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP
(FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=F0226BD682844FA2B71EA3750D4FCB82-
LAUREN.CARE>

To: Peloquin, Sarah; Palmer, Lee Anne; Rotstein, David
Sent: 10/24/2018 11:54:01 AM
Subject: RE: 800.267 DCM -- did we get reports from these cases?
1.don’t see them. Jen asked aboutBG back in August and we hadn’t received it. | don’t see where any

B6 ‘ieport has come in since then. We can'’t search well by names, so if the reporters have the ICSR #, we

can tryjto look that way.

We have not received any new PFR reports since the weekend. EON is not delivering reports to us, so if they’re
new reports they are probably trapped somewhere within the bowels of the internet with all the other reports.

I'll keep an eye out.

Thanks,
Lauren.

From: Peloquin, Sarah
Sent: Wednesday, October 24, 2018 7:49 AM
To: Palmer, Lee Anne <LeeAnne.Palmer@fda.hhs.gov>; Rotstein, David <David.Rotstein@fda.hhs.gov>;

Carey, Lauren <Lauren.Carey@fda.hhs.gov>
Subject: 800.267 DCM -- did we get reports from these cases?

Did we receive PFR reports from any of the following cases from Tufts?

- B6

Let me know. Thanks!!

Sarah K. Peloquin, DVM
Veterinary Medical Officer

U.S. Food & Drug Administration

Center for Veterinary Medicine

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

fax: 301-210-4685

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

[ u.s. FooD & DRUG /d%
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From: PFR Event <pfreventcreation@fda.hhs.gov>

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

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

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

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

1

Below is the summary of the report:

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

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

Age 5 Years

District Involved | PFR-New England DO

Product information

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

Product Name: Taste of the Wild Sierra Mountain Dry

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

FDA-CVM-FOIA-2019-1704-015586



Submission Type: Initial

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

Number of Animals Treated With Product: 7

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain Dry

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

B6

USA

To view this PFR Event, please click the link below:
https://eon.fda.cov/eon//browse/EON-380714

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=397723

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

FDA-CVM-FOIA-2019-1704-015587



you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-380714
ICSR; 2063118

Type Of Submission: Initial

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

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

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

Reported Problem: Problem Description: = BEG diet being fed to 7 dogs. We evaluated her other dog,: B6 ;, whohada
murmur and elevated BNP, with reduced contractility and el&Vated troponin found
_ On exam (see previous report - 2061171). Owner worried about this dog's
breathing so we screened her and found reduced contractility, elevated troponin

Date Problem Started: 01/14/201 9

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Information: Product Name: Taste of the Wild Sierra Mountain Dry

Product Type: Pet Food

Lot Number:

Package Type: BAG

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

Information:

Manufacturer
/Distributor Information:

Purchase Location
Information:

Animal Information: Name: ! B6

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Neutered

Weight: 25.8 Kilogram

Age: 5 Years

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product:

Number of Animals 2

Reacted:
Owner Information: Owher Yes
Information
provided:
Contact: Name: B6
Phone: B6
Email; . B6
Address:

B6

United States

Healthcare Professional practice Name:  Tufts Cimmings School of Veterinary Medicine

FOUO- For Official Use Only 1
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

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

Sent: 6/11/2019 6:00:45 PM

Subject: Taste of the Wild Sierra Mountain Dry: Lisa Freeman - EON-390196

Attachments: 2068087-report.pdf; 2068087-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390196] has been created in the EON System.

A "PDF" report by name "2068087-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 "2068087-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-390196

ICSR #: 2068087
EON Title: Related PFR Event created for Taste of the Wild Sierra Mountain Dry; 2068087

AE Date 01/14/2019 Number Fed/Exposed | 7

Best By Date Number Reacted 2

Animal Species Dog Outcome to Date Better/Improved/Recovering
Breed Retriever - Golden

Age 5 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068087
Product Group: Pet Food

Product Name Taste of the Wild Sierra Mountain Dry

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

FDA-CVM-FOIA-2019-1704-015591



Submission Type: Followup

Report Type: Adverse Event (a symptom, reaction or disease associated with the product)
Outcome of reaction/event at the time of last observation: Better/Improved/Recovering
Number of Animals Treated With Product: 7

Number of Animals Reacted With Product: 2

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain Dry

This report is linked to:
Initial EON Event Key: EON-380714
Initial ICSR: 2063118

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-390196

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none& e=0&i1ssueType=10100&
1ssueld=407468& parentlssueTypeld=12

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

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

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

FDA-CVM-FOIA-2019-1704-015592



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

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390196

ICSR: 2068087

Type Of Submission: Followup

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

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

Report Submission Date: 2019-06-11 13:56:24 EDT

Initial Report Date: 02/24/2019

Parent ICSR: 2063118

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  BEG diet being fed to 7 dogs. We evaluated her other dogBG iwho had a

murmur and elevated BNP. with reduced contractility and clBVatRd troponin folind
_0n exam (see previous report - 2061171). Owner worried about this dog's
breathing so we screened her and found reduced contractility, elevated troponin,

Date Problem Started: 01/14/201 9

Concurrent Medical No
Problem:

Outcome to Date; Better/Improved/Recovering

Product Information: Product Name: = Taste of the Wild Sierra Mountain Dry
Product Type: Pet Food
Lot Number:
Package Type: BAG

Product Use peseription: Please see diet history for additional information
Information:

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: ' B6

I =

Type Of Species: Dog
Type Of Breed: Retriever - Golden

Gender: Female

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

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product;

Number of Animals 2

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

Phone: B6
Email; B6 5

Address:! B6 5

FOUO- For Official Use Only 1
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From: Related PFR Event <pfrsignificantactivitycreation@fda.hhs.gov>

To: _Rotstein, David; Cleary, Michael *; HQ Pet Food Report Notification;
i B6

Sent: 6/11/2019 6:08:45 PM

Subject: Taste of the Wild Sierra Mountain dry: Lisa Freeman - EON-390197

Attachments: 2068089-report.pdf; 2068089-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390197] has been created in the EON System.

A "PDF" report by name "2068089-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 "2068089-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:
EON Key: EON-390197

ICSR #: 2068089
EON Title: Related PFR Event created for Taste of the Wild Sierra Mountain dry; 2068089

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

Age 3 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068089

Product Group: Pet Food

Product Name: Taste of the Wild Sierra Mountain dry

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

months
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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: 7

Number of Animals Reacted With Product: 1

Product Name Lot Number or ID | Best By Date

Taste of the Wild Sierra Mountain dry

This report is linked to:
Initial EON Event Key: EON-376361
Initial ICSR: 2061171

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-390197

To view the Related PFR Event Report, please click the link below:
https://eon.fda.cov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=10100&
1ssueld=407469& 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
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through your local district FDA oftice.

Failure to adhere to the above provisions could result in removal from the approved distribution list. If you think
you received this email in error, please send an email to FDAReportableFoods@fda.hhs.gov immediately.
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Report Details - EON-390197

ICSR: 2068089

Type Of Submission: Followup

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

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

Report Submission Date: 2019-06-11 14.02:24 EDT

Initial Report Date: 01/14/2019

Parent ICSR: 2061171

Follow-up Report to Yes

FDARequest:

Reported Problem: Problem Description:  Eating Taste of the Wild Sierra Mountain since June 2018 (Acana Heritage

Poultry before that). This diet was fed to multiple dogs - have not screened other
dogs yet so unknown whether they are also affected. Echo showed reduced

troponin = B6 | Taurine WNLE B6 3 Changing to Pro Plan Sensitive Skin

L stemacn BITIRG Wil rernect I T REDRRNY
Date Problem Started: 01/02/2019

Concurrent Medical No
Problem:

Outcome to Date: Stable

Product Information: Product Name: Taste of the Wild Sierra Mountain dry

Product Type: Pet Food

Lot Number:
Package Type: BAG

Product Use Description: See diet history for more details. TOTW fed June, 2018 to
Information: present: Acana Heritage Free Run Poullry before that

Manufacturer
[Distributor Information:

Purchase Location
Information:

Animal Information: Name: ' B6 ;

Type Of Species: Dog

Type Of Breed: Retriever - Golden

Gender: Female

Reproductive Status: Intact

Pregnancy Status: Not Pregnant
_Lactation Status: Not lactating
Weight: 30.4 Kilogram
Age: 3 Years

Assessment of Prior Excellent
Health:

Number of Animals 7
Given the Product:

Number of Animals 1

Reacted:
Owner Information: Owner Yes
Information
provided:
Contact: Name BG
Phone:! i
Email:é B6

FOUO- For Official Use Only 1
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

Cleary, Michael *; HQ Pet Food Report Naotification;

2/25/2019 1:05:02 PM

B6

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

2063134-report.pdf; 2063134-attachments.zip

A PFR Report has been received and PFR Event [EON-380743] has been created in the EON System.

A "PDF" report by name "2063 134-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 "2063134-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380743

ICSR #: 2063134

EON Title: PFR Event created for Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free
turkey chicken liver and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and
turkey recipe; 2063134

AE Date 02/01/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age 8 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063134
Product Group: Pet Food
Product Name: Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, chicken liver,

and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and turkey recipe
i- (ICSR) of 2063133) diagnosed with DCM and CHF so

Description: Housemate (half sister; | B6

screened by RDVM for BNP which was elevated. Evaluated at Tufts 2/1/19. ARVC/diet-induced DCM with
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ventricular arrhythmia. Diet changed to Royal Canin Early Cardiac and will re-evaluate in 3 months I have diet
sample. 3 other dogs in household (1 had normal BNP, other 2 not yet evaluated)

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: 6

Number of Animals Reacted With Product: 3

Lot
Product Name Number or
ID

Best By
Date

Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey,
chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts
grain-free in gravy chicken and turkey recipe

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-380743

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetails Action!viewReport.jspa?decorator=none& e=0&i1ssueType=12&
1ssueld=397752

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

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

The information 1s provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
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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-380743

ICSR:

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

2063134

Initial

FPSR.FDA.PETF.V.V1

Adverse Event (a symptom,

reaction or disease associated with the product)

Voluntary

Report Submission Date: 2019-02-25 07:58:43 EST

Reported Problem:

Product Information:

Animal Information:

Problem Description:

Date Problem Started;
Concurrent Medical
Problem:;

Pre Exisﬁng ‘Con‘ditibnsﬁ
Outcome to Date:

Housemate (half sister | B6 i- (ICBR) of 2063133) diagnosed with | ,
DCM and CHF so screeiiéd By ROV for BNP which was elevated. Evaluated at
Tutts 2/1/19. ARVC/diet-induced DCM with ventricular arthythmia. Diet changed
to Royal Canin Early Cardiac and will re-evaluate in 3 months | have diet sample.

3 other dogs in household (1 had normal BNP other 2 not yet evaluated)
02/01/2019

Yes

Spinal trauma as puppy

Stable

Product Name: '
» Prbdui:t Typef
Lot Number:

Product Use
Information:

Manufacturer
/Distributor Information:

Purchase L ocation

Weliness CORE Grain-Free Ocean Whitefish dry Wellness Core graih free turkey,k
chicken liver. and turkey liver formula canned Wellness Core Hearty Cuts grain-
free in gravy chicken and turkey recipe

Pet Food

) diet history for more complete info - all dogs eat
same diets)

Description:

Information:

Name:
Type Of Species:
k 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

FOUO- For Official Use Only

Dog

Bulldog

Male

Neutered

22.1 Kilogram

8 Years

Good

Owner Yes
Information

provided:

Contact:

Address:

' B6

United States

Practice Name:

_ Tufts Cummings School of Veterinary Medicine

1
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Client:
Palt?:nt: B 6

Initial Complaint:
Scanned Record

Initial Complaint:
Cardiology DCM study - will come fasted - wf samples

SOAP Text Feb 12019 11:50AM - Rush, John

Disposition/Recommendations

Page 2/34
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Client:
Paltei::;t: B6

Page 3/34
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Client: B 6

Patient:

Vitals Results

2/1/2019 11:00:04 AM

Patient History

Weight (kg)

22.1000

01/28/2019 03:52 PM

02/01/2019 08:05 AM
02/01/2019 08:05 AM

02/01/2019 10:37 AM
02/01/2019 10:38 AM
02/01/2019 10:44 AM
02/01/2019 11:00 AM
02/01/2019 12:03 PM
02/01/2019 12:50 PM

02/01/2019 12:58 PM

02/20/2019 12:08 PM
02/21/2019 04:32 PM
02/21/2019 04:32 PM

Appointment

UserForm
UserForm

UserForm
UserForm
Purchase
Vitals
UserForm
Appointment

Prescription

Patient Merge
Purchase
Purchase

Page

18/34
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From:

To:

Sent:

Subject:

Attachments:

PFR Event <pfreventcreation@fda.hhs.gov>

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

2/25/2019 1:20:54 PM

B6

Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free

turkey: Lisa Freeman - EON-380745

2063135-report.pdf; 2063135-attachments.zip

A PFR Report has been received and PFR Event [EON-380745] has been created in the EON System.

A "PDF" report by name "2063 135-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 "2063135-attachments.zip"
and 1s attached to this email notification.

Below is the summary of the report:

EON Key: EON-380745

ICSR #: 2063135

EON Title: PFR Event created for Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free
turkey chicken liver and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and
turkey recipe; 2063135

AE Date ...B§ Number Fed/Exposed | 6
Best By Date Number Reacted 3
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2063135
Product Group: Pet Food
Product Name: Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, chicken liver,
and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and turkey recipe
Description: Eating BEG diet - 2 other dogs in household diagnosed with DCM ¢ B6 and B6 -

already reported) RDVM screened this dog with NT-proBNP which was elevated so we evaluated at Tufts

FDA-CVM-FOIA-2019-1704-015648



contractility) Changing diet to Royal Canin Early Cardiac and will re-evaluate in 3 months. Taurine and troponin
pending

Submission Type: Initial

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

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

Number of Animals Treated With Product: 6

Number of Animals Reacted With Product: 3

Lot
Product Name Number or Best By
D Date

Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey,
chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts
grain-free in gravy chicken and turkey recipe

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/EOQON-380745

To view the PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa?decorator=none&e=0&issueType=12&
1ssueld=397754

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

FDA-CVM-FOIA-2019-1704-015649



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-380745
ICSR; 2063135

Type Of Submission: Initial

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

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

Reporting Type: Voluntary

Report Submission Date: 2019-02-25 08:12:41 EST

Reported Problem: Problem Description;  Eating BEG diet - 2 other dogs in household diagnosed with DCM i B6 land

o B6 . already reported) RDVM screened this dog with NT-proBNP
 WRiSH was eievated s0 we evaluated at Tufts 2/20/19 Probable ARVC/diet-
associated DCM but no arthythmia detected (enlarged right ventricle, reduced
contractility) Changing diet to Royal Canin Early Cardiac and will re-evaluate in 3

; ; _months Taurine and troponin pending
Date Problem Started: 02/20/2019

Concurrent Medical Yes
Problem:;

Pre Existing Conditionsg!. B6

Outcome to Date Stable

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

Product Type: Pet Food

Lot Number:
Product L_Jse Description: Please see diet history for more info (and also seé B6

Information: i Be_diet history for exact diets) S !
Manufacturer

IDistributor Information:

Purchase Location
Information:

Animal Information: Name: !‘“'"E“é“'“'i

Type Of Species: Dog
Type Of Breed: Bulldog
Gender: Female
Reproductive Status: Neutered
Weight: 24.2 Kilogram

Age:! ‘B6! Years

Assessment of Prior Good
Health:

Number of Animals 6
Given the Product;

Number of Animals 3
Reacted:
Owner Information;: Owner Yes

Information
provided:

Contact: Name:

W
o

Phone:!

Email::

Address:i

Unlted States

FOUO- For Official Use Only 1
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Client: B 6

Patient:

Page 2/21

FDA-CVM-FOIA-2019-1704-015654


















Client: B 6

Patient: !

Vitals Results

2/20/2019 3:00:08 PM Weight (kg) 24.2000

Page &/21
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B6

____________________________












Client: !
Paltei::;t: B6

Patient History

02/08/2019 09:18 AM

02/12/2019 10:57 AM

02/13/2019 09:14 AM

02/13/2019 10:56 AM

02/20/2019 02:30 PM
02/20/2019 02:56 PM
02/20/2019 02:57 PM
02/20/2019 03:00 PM
02/20/2019 03:00 PM
02/20/201903:19 PM
02/20/201903:19 PM
02/20/2019 03:47 PM

02/20/2019 10:42 PM
02/22/201905:15 PM

Appointment
Appointment

Appointment

Appointment

UserForm
Treatment
Treatment
Vitals
Purchase
Purchase
Purchase
UserForm

Email
Appointment

Page

13/21
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From:

To:

Sent:

Subject:

Attachments:

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

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

B6

6/11/2019 6:52:47 PM

Wellness CORE Grain-Free Ocean Whitefish dry-Wellness Core grain free
turkey: Lisa Freeman - EON-390203

2068095-report.pdf; 2068095-attachments.zip

A PFR Report has been received and Related PFR Event [EON-390203] has been created in the EON System.

A "PDF" report by name "2068095-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 "2068095-attachments.zip"
and is attached to this email notification.

Below is the summary of the report:

EON Key: EON-390203

ICSR #: 2068095

EON Title: Related PFR Event created for Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core
grain free turkey chicken liver and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy
chicken and turkey recipe; 2068095

AE Date 02/20/2019 Number Fed/Exposed | 6
Best By Date Number Reacted 4
Animal Species Dog Outcome to Date Stable
Breed Bulldog

Age B6 Years

District Involved | PFR-New England DO

Product information

Individual Case Safety Report Number: 2068095
Product Group: Pet Food
Product Name: Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey, chicken liver,
and turkey liver formula canned Wellness Core Hearty Cuts grain-free in gravy chicken and turkey recipe

Description: Eating BEG diet - 2 other dogs in household diagnosed with DCM {

B6

FDA-CVM-FOIA-2019-1704-015674



already reported) RDVM screened this dog with NT-proBNP which was elevated so we evaluated at Tufts
2/20/19 Probable ARVC/diet-associated DCM but no arrhythmia detected (enlarged right ventricle, reduced

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: 6

Number of Animals Reacted With Product: 4

Lot Best B
Product Name Number or ¥
D Date

Wellness CORE Grain-Free Ocean Whitefish dry Wellness Core grain free turkey,
chicken liver, and turkey liver formula canned Wellness Core Hearty Cuts
grain-free in gravy chicken and turkey recipe

This report is linked to:
Initial EON Event Key: EON-380745
Initial ICSR: 2063135

Sender information
Lisa Freeman

200 Westboro Rd
North Grafton, MA 01536
USA

Owner information

USA

B6

To view this Related PFR Event, please click the link below:
https://eon.fda.gov/eon//browse/EON-390203

To view the Related PFR Event Report, please click the link below:
https://eon.fda.gov/eon//EventCustomDetailsAction!viewReport.jspa? decorator=none&e=0&issueType=10100&
1ssueld=407475&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 1s provided as part of the Federal-State Integration initiative. As a Commissioned Official and
state government official, you are reminded of your obligation to protect non-public information, including trade
secret and confidential commercial information that you receive from the U.S. Food and Drug Administration
from further disclosure. The information in the report is intended for situational awareness and should not be
shared or acted upon independently. Any and all actions regarding this information should be coordinated
through your local district FDA oftice.

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