
 

5203 Bristol Industrial Way 
Buford, GA 30518 

770-831-5243 

 
Date: August 7, 2019 
 
To:  Chris Einberg, Director 

Medical Safety and Events Assessment Branch 
Division of Materials Safety, Security, State, and Tribal Programs (MSST) 
Office of Nuclear Material Safety and Safeguards 
U.S. Nuclear Regulatory Commission 
United States Nuclear Regulatory Commission 
Washington, DC 20555-0001 

 
From:  Peter Selover, Chief Executive Officer 
 Exubrion Therapeutics, Inc.  
 5203 Bristol Industrial Way 
 Buford, GA 30518 
 
Re:  Resolution of USNRC concerns regarding treatment of dogs with Synovetin OA™ 

containing Sn-117m 
 
Dear Mr. Einberg, 
 
It was good to meet you on our recent visit to your offices on July 28th.  Thanks to you and your 
team for the opportunity to talk directly about Synovetin OA™ containing Sn-117m and how 
compliance with the public dose limit can be established. The feedback from the USNRC team 
and the opportunity to have real-time dialogue was extremely helpful to us.  We walked away with 
two specific items that you and your team wanted to see: 

a. Ensure that the release criteria address the full range of possible dog behaviors and 
human-dog interactions, not only the averages, i.e., address “the ends of the bell curve 
of behaviors”.   

b. Ensure that the pre-screening process starts with an open-ended inquiry designed to 
elicit from the caregiver the nature of their interactions with their dog without 
prejudicing the answers.  The answers to those questions should then be used to assess 
the nature (time and distance) of those interactions to customize the release instructions 
to fit each particular case. 

 
In light of that feedback and the discussion that surrounded it, we have refined our pre-screening 
process to solicit the caregiver’s input on all human-pet interactions for the individual patient and 
to express the release instructions primarily in terms of time and distance (at 1ft and 3ft).  In that, 
we have reduced the use of specific behaviors to examples only. [Note: our market research with 
pet owners clearly showed that pet owners were better able to understand and comply with the 
release instructions if they were explained with illustrative behavior examples.] 
 
Attached to this letter are our proposed owner interview checklist to be used in the pre-screening 
process and the associated guidance for veterinary staff to use in customizing the release 
instructions for a particular dog.  As you will see, the release instructions break down into four 
categories: 
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i. The most common pattern of time and distance interactions with a pet dog. 
 
In addition, longer duration release instructions for the caregivers whose interactions with 
their individual pet require: 
ii. Increased time at 1 ft 
iii. Increased time at 3 ft 
iv. Increased time at both 1 ft and 3 ft 
 
If the caregiver does not fit within one of these four categories then the pet will not be 
offered treatment. 
 

I respectfully request that we arrange another meeting with you and your colleagues in-person at 
your offices to discuss these revised materials and the use of Synovetin OA™ in light of these. As 
discussed at our July 28, 2019 meeting, we request a meeting sometime between August 23 and 
August 30 except for August 27, 2019 to finish resolving your questions or concerns. 
 
You or your staff can reach me by phone or email (details below) to coordinate a meeting or to 
raise any other general matters.   

Peter Selover 
678-733-0420 

pselover@exubrion.com 
 
If you have any technical questions in advance of a meeting, I invite you to contact Dr. Matthew 
Arno at Foxfire Scientific.  

Dr. Matthew Arno 
817-995-6762 

arno@foxfirescientific.com  
 

I look forward to hearing from you. 
   
 
Sincerely, 
 
 
 
 
Peter Selover 
Chief Executive Officer, Exubrion Therapeutics, Inc. 
 
Attachments: 
 Owner Interview Checklist 
 Veterinary Release Instruction Guidance  
 
Cc: Dr. Donna-Beth Howe 
 Dr. Katherine Tapp 
 Lisa Dimmick 




