
C. Marsh 
 

UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

REGION I 
2100 RENAISSANCE BLVD. 

KING OF PRUSSIA, PA  19406-2713 
 
 

 
May 22, 2020 

 
Clay Marsh, MD 
  Vice-President & Executive Dean for Health Services 
West Virginia University 
P.O. Box 9006 
64 Medical Center Drive 
Morgantown, WV  26506 
 
 
SUBJECT: WEST VIRGINIA UNIVERSITY, REQUEST FOR ADDITIONAL INFORMATION, 

MAIL CONTROL NO. 618387 
 
Dear Dr. Marsh: 
 
This is in reference to your application dated February 25, 2020, requesting to renew NRC 
License No. 47-23035-03.  In order to continue our review, we need the following additional 
information: 
 

1. Please clarify the organization(s) and their relationship(s) to the WVU cyclotron 
activities. We note the following:  The organization chart provided in Section 7.1 of your 
application shows a parallel responsibility track with “Sophie”.  Section 8.1 of the 
application refers to cyclotron operators as employees of “Sofie Biosciences”.  Section 
10.2 of the application states that Sofie Biosciences will be performing calibration of 
certain instrumentation used under this license.  Section 10.2 of the application provides 
a “Memorandum of Understanding Regarding Radiation Protection Programs” (MOU) 
between West Virginia University and IBA Molecular North America from 2012.  The 
wording of the MOU describes several activities attributed to Sofie Biosciences in other 
sections of your submittal. 

 
2. Section 8.8, “Training for Individuals Working in or Frequenting Restricted Areas” of 

NUREG-1556, “Consolidated Guidance About Materials Licensees”, Volume 21, 
“Program-Specific Guidance About Possession Licenses for Production of Radioactive 
Material using an Accelerator, Revision 1” (NUREG-1556, Vol. 21, Rev. 1) requests that 
you submit a description of your radiation safety program.  Your description in Section 
8.1 of your renewal application states, in part, that “Training guidelines as outlined in  
NUREG Vol. 21 Appendix O – Radiation Safety Training – are basically covered under 
Sofie biosciences basics of ...”.  This sentence appears to be incomplete.  We reviewed 
the remainder of this section, and most topics in NUREG-1556, Vol. 21, Rev.1, Appendix 
O are included.  Please confirm that your training program covers the following topics: 

 
a. worker-specific production activities (maintenance of the cyclotron; target 

handling and repair; handling of chemistry kits; handling of product, etcetera) 
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b. moving/transferring radionuclides to different areas or licensees 
 

c.  licensee’s in-house work rules (for instructions on laboratory safety and uses of 
radionuclides, see Appendix H of this NUREG) 

 
d. survey program requirements as listed in Appendix O 

 
e. sealed source requirements as listed in Appendix O 

 
3. Section 9.1 of your application states that “...air flow rates and differential pressures are 

within normal.”  In accordance with NUREG-156, Vol. 21, Rev. 1, Section 8.9, “Facilities 
and Equipment,” describe what you mean by “within normal”.  State the minimum 
performance to be achieved in terms of air flow rates, differential pressures, filtration 
equipment and monitoring systems.  Please include stack monitor setpoints, the basis 
for the setpoints, and means for evaluation of alarms or exceedance of setpoints. 

 
4. Section 10.1 of your application provides additional information regarding equipment for 

surveys and monitoring of radioactive materials.    
 

a. In accordance with NUREG-1556, vol. 21, Rev.1, describe the method(s) that 
may be used to determine the concentration of radioactive air effluents that are 
released.  For real-time monitoring of radioactive air effluents, provide a 
description of the detector (type, model, sensitivity) and methodology that are 
used to calculate the air effluent release concentrations. 
 

b. Confirm that employees of Sofie Biosciences have appropriate equipment, 
procedures and training to perform the calibrations required for the instruments 
they will calibrate. 

 
5. Section 10.2 of your application describes your program for monitoring occupational 

dose.  In accordance with Section 8.10.4 of NUREG 1556, Vol 21, Rev.1,  
 

a. Provide the criteria for issuing extremity dosimeters, self-reading dosimeters, 
and/or alarming dosimeters; and 
 

b. Describe how internal doses would be evaluated in a timely fashion if an 
accidental airborne release were to occur. 

  
6. The following questions refer to the ”Cyclotron Facility Decommissioning Cost Estimate” 

dated December 30, 2019, that was provided with the application as part of your 
decommissioning funding plan (DFP).   
 

a. The cost estimate is significantly less than that provided in 2017 (about 60% of 
the 2017 estimate).  Explain why they cost is so much less, because it does not 
appear that the facilities have changed.  We do understand that the two cost 
estimates were developed by different companies and differed in the number of 
persons and days required; and that the cost of waste disposal is much different.  
However, a justification is needed if you intend to reduce the amount of financial 
assurance provided as shown in the new Statement of Intent dated February 25, 
2020. 
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b. The DFP indicated that site-specific Derived Concentration Guideline Levels 
(DCGLs) would be developed for release of materials, including materials with 
volumetric contamination, using RESRAD-BUILD.  The NRC has no screening 
criteria applicable to volumetric contamination, so all DCGLs for release of 
volumetric contamination require amendment of the license.  Confirm that you 
understand that the use of site-specific DCGLs require prior approval by the 
NRC, and that the use of any of the RESRAD codes requires submission of the 
input and output data used to develop the DCGLs to the NRC for review prior to 
approval of the proposed DCGLs.   
 

We will continue our review upon receipt of this information.  Please reply to my attention at:   
 

Betsy Ullrich 
Mail Control No. 618387 
USNRC, Region I 
Division of Nuclear Materials Safety 
2100 Renaissance Boulevard 
King of Prussia, PA  19406  
 
Or  
 
R1DNMSMail.Resource@nrc.gov 
Betsy Ullrich 
Mail Control No. 618387 

 
In order to continue prompt review of your application, we request that you submit your 
response to this letter within 30 calendar days from the date of this letter. 
 
An electronic version of the NRC’s regulations is available on the NRC Web Site at:  
www.nrc.gov.  Additional information regarding use of radioactive materials may be obtained on 
the NRC Web Site at:  http://www.nrc.gov/materials/miau/mat-toolkits.html.  This site also 
provides the link to the toolbox for updated information on the revised regulations for naturally-
occurring and accelerator-produced radioactive materials (NARM).  
 
In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter will be 
available electronically for public inspection in the NRC Public Document Room or from the 
NRC’s document system (ADAMS).  ADAMS is accessible from the NRC Web Site at:  
http://www.nrc.gov/reading-rm/adams.html.  Please be aware that you may request that certain 
portions of your submittal to NRC be withheld form public disclosure as proprietary information. 
To do this, you must execute an affidavit as specified in 10 CFR 2.390.  You must list all 
portions that you wish to be held proprietary, along with your reasoning as to why that is 
appropriate.  While it is allowable, please refrain from submitting proprietary information in 
support of a license unless necessary.  Keep in mind that all NRC licenses are considered to be 
in the public domain, and therefore may be viewed by any member of the public who requests to 
see them. 
 
If you have any questions regarding this request for additional information, please contact me at 
(610) 337-5040 or by electronic mail to Elizabeth.Ullrich@nrc.gov. 
 
Thank you for your cooperation. 
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Sincerely, 
 
 
 
 

Betsy Ullrich, Senior Health Physicist 
Commercial, Industrial, R&D 
  and Academic Branch 
Division of Nuclear Materials Safety 
Region I 

 
Docket No. 030-38182 
License No. 47-23035-03 
Mail Control No.  618387 
 
cc: Nassar Razmianfar, Radiation Safety Officer 
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WEST VIRGINIA UNIVERSITY, REQUEST FOR ADDITIONAL INFORMATION, MAIL 
CONTROL NO. 618387 DATED MAY 22, 2020 
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