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May 24, 2022 
 
 
Licensing Assistance Team 
Division of Nuclear Materials Safety 
U.S. Nuclear Regulatory Commission, Region I 
2100 Renaissance Boulevard, Suite 100 
King of Prussia, PA 19406-2713 

 
Ref.: Request for Amendment 21 to License Number 19-07538-05 (Docket No. 030-31689) 

Dear Sir/Madam: 

The FDA requests to add Cesium-137 (Cs-137) and Cobalt-57 (Co-57) sealed sources to the 
Broad Scope Type A byproduct material license referenced above.  The FDA also anticipates 
the acquisition of additional calibration, transmission, and reference sealed radioactive 
sources; however, the radionuclides and model numbers have not been finalized.  Therefore, 
the FDA also requests license authorization for multiple sealed sources or plated 
radionuclides with atomic numbers 1 through 83.  The limits for these sources will be based 
on 10 CFR Part 35.65.   
 
If the authorization for multiple sealed or plated radionuclides is granted, please absorb 
above request for Cs-137 and Co-57 sealed sources into this item and condition. Included 
please find a signed NRC Form 313 and Attachment 1 which contains the details of these 
amendment requests. 
   
If you have any further questions regarding this request or need additional information, please 
contact me or Mr. Jerette Spann at (301) 796-8561 or jerette.spann@fda.hhs.gov.  

 

Sincerely, 
  
  
 
Segaran P. Pillai, Ph.D. 
Director, Office of Laboratory Safety  
Designated Agency Safety and Health Official  

 
 
cc: Jerette Spann, FDA Radiation Safety Officer 

D. Volpe, White Oak RSC Chair 
White Oak RSC members 

 

Segaran P. 
Pillai -S

Digitally signed by 
Segaran P. Pillai -S 
Date: 2022.05.24 
10:15:25 -04'00'
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Attachment 1 

Attachment 1: 
 
Items listed for change.  
 
Item 5: Radioactive Material 
 
Add the following Items in Table-1  
 
Table -1  

Byproduct, Source and/or 
Special Nuclear Material   

Chemical and/or Physical 
Form  

Maximum Amount Which 
Will Be Possessed At Any One 
Time 

I. Co-57  Sealed (Eckert and Ziegler 
Isotope Products Model Number 
RV-057-5M or equivalent)   

6 millicuries per source and 15 
millicuries total 

J. Cs-137  Sealed (Eckert and Ziegler 
Isotope Products Model Number 
RV-137-200 or equivalent) 

200 microcuries per source and 
1 millicurie total  

K. OR Proposed  
Radionuclides with 
Atomic numbers 1-83  

Sealed or plated sources  30 millicuries per source and 
500 millicurie total 

 
 
Item 6: Purpose(s) for Which Licensed Material Will Be Used  
 
Item I:  For use in research and development as defined in 10 CFR 30.4, including animal studies and 
invitro studies; teaching and training of students; calibration and checking of the licensee’s instruments.  
 
Item J:  For use in research and development as defined in 10 CFR 30.4, including animal studies and 
invitro studies; teaching and training of students; calibration and checking of the licensee’s instruments. 
 
Item K: For use in research and development as defined in 10 CFR 30.4, including animal studies and 
invitro studies; teaching and training of students; calibration and checking of the licensee’s instruments. 
Radionuclides used are applicable to those equipment and procedures consistent with 10 CFR 35.65 for 
calibration, transmission, and reference sources. 
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