
  

 
 

UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

REGION III 
2443 WARRENVILLE RD. SUITE 210 

LISLE, IL  60532-4352 
 

 
                                                               February 23, 2021 
 
 
John Harvey, Ph.D., CHP 
Radiation Safety Officer   
Covance Laboratories, Inc.  
655 Fairfield Ct.    
Ann Arbor, MI 48108 
 
Dear Dr. Harvey: 
 
We have reviewed the licensee’s request dated December 24, 2020, to renew its U.S. Nuclear 
Regulatory Commission (NRC) Material License No. 21-32816-01 for Covance Laboratories, 
Inc.   
 
Based on our review of the information, we have identified that additional information is needed 
to proceed with the renewal process. Please refer to NUREG 1556, Volume 7, Revision 1, 
“Consolidated Guidance About Materials Licenses,” which is accessible at 
https://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v7/index.html for guidance 
when preparing your response. 
 
In a signed by management and dated letter, please provide the following information by March 
30, 2021:  
 

1. Please confirm the Sealed Source and Device Registry (SSDR) certificate number for 
the Germanium-68 material is TN-0237-S-104-S.  
 

2. Please clarify the possession limits for the Cesium-137 sealed sources (300 mCi vs. 300 
uCi per source and 600 mCi total vs. 600 uCi total) as currently specified in your license 
and the applicable SSDR certificate number CA-0406-S-148-S.  
 

3. Please confirm that each sealed source will be possessed and used in accordance with 
the conditions specified in the applicable registration certificate.   

 
4. In order to remove material from your license, please provide additional information for 

Technetium-99m, Thallium-201, and Cobalt-57. Specifically, for each material, please 
provide the following: 
 
a. the date when the material was last used at your facility, and  
b. disposal documentation (state whether the material was decayed-in-storage or 

provide documentation demonstrating the material was transferred to the 
manufacturer/waste disposal facility and provide acknowledgment of receipt of the 
material by the recipient). 

 
 

https://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v7/index.html
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5. Please provide a Delegation of Authority Letter signed by management and the 
Radiation Safety Officer (RSO). Please see Appendix E in NUREG 1556, Volume 7, 
Revision 1 for a sample letter.   

 
6. Please describe whether you will use any volatile material (e.g. I-131, I-125). Please 

provide description of any specialized equipment such as fume hoods and the 
schematics/description of the ventilation system, filtration equipment, monitoring 
systems, etc., if applicable. 

 
7. Please expand your description of measures to secure the radioactive material in the 

PET lab, when unattended.  Specifically, it appears from the drawing that there is a door 
access (west of the Vivarium with no badge or keypad) that unauthorized individuals 
may enter and be able to access the PET lab.  Please explain whether the PET Lab door 
is controlled (it appears from your description that the PET lab door and the source cave 
are not lockable).  
 

8. Please describe methods to assess training (e.g. testing)   
 

9. Radiation Monitoring Instruments:  
 
Please provide the statement, “we will use instruments that meet the radiation 
monitoring instrument specifications published in Appendix I in NUREG–1556, Volume 
7, Revision 1, Program-Specific Guidance About Academic, Research and 
Development, and Other Licenses of Limited Scope.”  
 
AND  

 
“Instruments will be calibrated before first use, at least annually thereafter, and after any 
repair, by a vendor that the NRC or an Agreement State has licensed to perform 
instrument calibration.”  

 
10. Occupations Dose: 

 
Please clarify whether “you will monitor all individuals working with radioactive material 
in accordance with the guidance in the section titled, “Radiation Safety Program–
Occupational Dose” in NUREG–1556, Volume 7, Revision 1.”  
 
OR  
 
If you will monitor only those individuals who request to be monitored, please provide the 
statement, “we will maintain, for inspection by the NRC, documentation demonstrating 
that unmonitored individuals are not likely to receive a radiation dose in excess of the 
limits in 10 CFR 20.1502.” 
  

11. Leak testing: 
 
Please provide the statement, “leak tests will be performed at the intervals approved by 
the NRC or an Agreement State and specified in the SSD registration certificate.” 
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In accordance with Title 10 of the Code of Federal Regulations (CFR) 2.390, a copy of this letter 
and its enclosure will be available electronically for public inspection in the NRC Public 
Document Room or from ADAMS, accessible from the NRC Web site at 
http://www.nrc.gov/reading-rm/adams.html.  
 
 
 

Sincerely, 
       
       
       
       
 

Magdalena R. Gryglak  
      Health Physicist 
      Materials Licensing Branch 
 
 
License No. 21-32816-01 
Docket No. 030-38386 
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