
1

Herrera, Tomas

From: Herrera, Tomas
Sent: Tuesday, August 10, 2021 10:12 AM
To: CJ Karchon
Cc: Arribas-Colon, Maria; Xu, Shirley; Sepulveda, Lymari
Subject: RAI for models 2S-6 and 2S-8

Good morning Mr. Karchon, 
 
This email is a follow-up to the NRC staff’s July 1, 2021, letter (ML21139A100), which responded to your 
request dated December 30, 2020 (ML21006A199), to amend NRC License No. 21-26460-03E and sealed 
source and device registration certificate NR-0210-D-101-E. The July 1 transmittal letter stated that the NRC 
staff was denying your amendment requests and that the NRC staff had attached “a detailed statement of the 
basis for the denial of the application.” Per this detailed statement, “[t]he NRC denie[d] Cammenga’s request to 
approve the distribution of VERSA series ‘FIXED’ models containing tritium to persons exempt from regulatory 
requirements.” As explained in that detailed statement, the NRC staff based its denial on the facts that “[t]he 
introduction of tritium into the product, and its subsequent distribution may result in widespread use of 
radioactive materials and does not have a clear tangible benefit to the public.”  
 
While the majority of the designs for which you sought NRC approval in your December 30, 2020 request were 
FIXED models, two of the designs, specifically models 2S-6 and 2S-8, were described in your application as 
new variations on the previously approved CLAM models. Although the NRC staff’s denial letter was 
characterized as a denial of your amendment request in its entirety, the detailed denial statement did not 
explicitly address CLAM models 2S-6 and 2S-8. Upon further consideration, the NRC staff determined that its 
rationale for denying your application with regard to the FIXED designs did not apply to the CLAM models 2S-6 
and 2S-8. Consequently, the NRC staff is continuing its review of your December 30, 2020, application solely 
with regard to those two models. 
 
This continued review of models 2S-6 and 2S-8, however, does not alter the NRC staff’s denial of the 
remainder of your application with regard to the requested VERSA series FIXED models. The basis for that 
denial remains as described in our July 1, 2021, letter. 

 
To complete its review of models 2S-6 and 2S-8, the NRC staff requires additional clarification with regard to 
the product dimensions. 
 
In your request you stated that, “The 2S-6 and 2S-8 models are identical to other approved devices in the 
VERSA Series identified as types CLAM types.  The only difference is the number of sources and activity 
level.”  However, we note that in the drawings submitted for the 2S-6 and 2S-8 that the length of the models, 
dimension “A”, was measured differently and that the models had a different minimum dimension compared to 
the previously submitted drawings for the CLAM models in your amendment request dated July 16, 2018 
(ML18204A014).  We believe that this change in dimension shown in drawing title CLAM MULTI-TOOL, DWG. 
No. 2S-8 and 2S-6 may be an oversight. Based on the statement made in your application stating that the 
“models are identical” we believe the applicable dimension are those provided in Cammenga and Associates, 
LLC letters dated July 16, 2018 (ML18204A014) and September 13, 2018 (ML18269A107), which are the ones 
currently listed in your registration certificate.  Please confirm if our understanding is correct and that the 
dimensions are the same as currently approved.  
 
Please confirm receipt of this email and submit the requested information within 30 calendar days of the date 
of this email.  
 
Thank you, 
Tomas Herrera 
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U.S. NRC 
NMSS/MSST/MSTB 
E-License and SSD Team Leader 
 


