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Date: Friday, June 26, 2015 2:42:00 PM

Dear Dr. William D. McCumbee,
 
This is in reference to your application dated April 24, 2015, requesting for renewal to
 Nuclear Regulatory Commission License No. 47-05972-02, Docket No. 03001142.  In
 order to continue our review, we need the following additional information:
 

1.    On your application you specified the same mailing address as your license but did
 not include the special attributes, Room 301J, University Radiation Safety Office,
 Robert C. Byrd Biotechnology Science Center, currently on the mailing address of
 your license.  Please confirm that you want these removed from your license and
 mailing address.

 
2.    In item 3 of your application, your state the campuses of Marshall University.  You

 list three specific buildings where licensed material may be used and these three
 buildings are listed in Schedule A of the Standby Trust Agreement (STA).  Please
 confirm that specifically licensed material may only be used and possessed in these
 three buildings.  Alternately, please describe the limits of where you plan to
 possess and use material and change Schedule A of the STA to reflect the new
 areas.

 
3.    In item 5 of your application lists the amount of material to be placed on the license. 

 Currently your license is a Type B specific license of broadscope.  10  CFR
 33.11(b) describes the possession limit of this type of license.  Your license
 currently exceeds this limit and you must decide to: 1) lower your possession limits,
 2) apply for a Type A specific license of broadscope, 3) apply for a second license
 for the material that exceeds the limit in 10 CFR 33.11(b) and transfer it to the new
 license, or 4) request a limited scope license for the materials you need and
 request specific authorized users.  Any changes that affect financial assurance
 documents, should have the associated amended financial assurance documents
 submitted.

 
4.    On your application you listed sealed sources that do not appear to be listed in the

 sealed source registry.  According to 10 CFR 30.32 (g)(1) Except as provided in
 paragraphs (g)(2), (3), and (4) of this 10 CFR 30.32, an application for a specific
 license to use byproduct material in the form of a sealed source or in a device that
 contains the sealed source must either—

 
(i)    Identify the source or device by manufacturer and model number as

 registered with the Commission under 10 CFR 32.210 of this chapter,
 with an Agreement State, or for a source or a device containing radium-
226 or accelerator-produced radioactive material with a State under
 provisions comparable to 10 CFR 32.210 of this chapter; or

 
(ii)   Contain the information identified in 10 CFR 32.210(c) of this chapter.
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(iii)  (2) For sources or devices manufactured before October 23, 2012 that are
 not registered with the Commission under 10 CFR 32.210 of this chapter
 or with an Agreement State, and for which the applicant is unable to
 provide all categories of information specified in 10 CFR 32.210(c) of this
 chapter, the application must include:

 
(i)            All available information identified in 10 CFR 32.210(c) of this chapter

 concerning the source, and, if applicable, the device; and
 
(ii)           Sufficient additional information to demonstrate that there is reasonable

 assurance that the radiation safety properties of the source or device are
 adequate to protect health and minimize danger to life and property. Such
 information must include a description of the source or device, a description
 of radiation safety features, the intended use and associated operating
 experience, and the results of a recent leak test.

 
(iv) (3) For sealed sources and devices allowed to be distributed without

 registration of safety information in accordance with 10 CFR 32.210(g)
(1) of this chapter, the applicant may supply only the manufacturer,
 model number, and radionuclide and quantity.

 
The following sources did not appear to be in the registry based on the information
 given: hydrogen-3 source manufacturer Picker-Dresser; Ra-Be source; Am-241
 source; and iodine-129.  Please provide the information to identify it in the sealed
 source registry or provide alternate information as specified above.  All beta-
gamma sealed sources of activity 1 millicurie or less requires the manufacturer and
 model number to be submitted.  All alpha emitting sealed sources of activity at 10
 microcuries  or less requires the manufacturer and model number to be submitted.

 
5.    Your application at different points discusses that there could be animal studies. 

 Item 6 or your application does not discuss the use of materials for animal studies. 
 Please specifically request the use of animal studies and which material items
 would be used for animal studies.  Alternately state that you do not perform animal
 studies.

 
6.    Your current license allows for you to perform leak tests.  However, you did not

 submit procedures for leak testing.  NUREG-1556, Volume 11, “Consolidated
 Guidance About Materials Licenses, Program-Specific Guidance About Licenses of
 Broad Scope,” section  8.10.7 states to submit your leak test procedures. Please
 submit your leak test procedures or as an alternative, you may state, “we will
 implement the model leak test program published in Appendix T of NUREG-1556,
 Volume 11, ‘Program-Specific Guidance About Licenses of Broad Scope.’”

 
7.    In your attachment for section 5.1, it lists sealed sources.  The * symbol designates

 exempt quantity under U.S. NRC regulations in 10 CFR 30.18.  Please note that 10
 CFR 30.18(a) states that material is exempt except as provided in paragraph (c)
 through (e).  Paragraph (c) and (d) states that this section does not authorize
 commercial distribution.  Thus for all sources that were commercially distributed to
 you or are a result of commercial distribution, they are licensed sources.  However,
 if the source was distributed as an exempt product or source by a manufacturer that



 has an exempt distribution license then the source is exempt from licensing.  This
 item does not require a response.

 
8.    The Self-Guarantee Agreement dated April 24, 2015, recital number 19 refers to

 paragraph 17 of the guarantee.  Unfortunately, the guidance in NUREG-1575,
 Volume 3, points to the wrong paragraph.  This statement should refer to paragraph
 18.  Paragraph 17 already has a submission clause in the paragraph.  Please
 amend the Self-Guarantee so that Recital 19 references paragraph 18 instead of
 17.

 
We will continue our review upon receipt of this information.  Please reply to my attention at
 the Region 1 Office (Address below) and refer to Mail Control No. 586784.  If you have
 technical questions regarding this letter, please call me at (610) 337-5366.
 
Please note that you may not reply to this letter by return e-mail.  Your reply must be in
 writing by letter,  facsimile (610-337-5269), or signed letter attached to an email.  If we do
 not receive a reply from you within 30 calendar days from the date of this e-mail, we will
 assume that you do not wish to pursue your application.
 
Region 1 Office Mailing Address:  Licensing Assistance Team, US Nuclear Regulatory
 Commission Region I, 2100 Renaissance Boulevard, Suite 100, King of Prussia, PA
 19406-2713.
 
 
Dennis Lawyer
Health Physicist
U.S. Nuclear Regulatory Commission
Division of Nuclear Material Safety
610-337-5366
610-337-5269 (F)
 


