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Application for Renewal of Exempt-Distribution License 

 
 
 
A. Guidance Concerning Renewals 
 
The application you provided by letter dated September 20, 2013, did not appear to specifically 
address the guidance concerning renewal applications provided in NUREG-1556, “Consolidated 
Guidance About Materials Licenses,” Vol. 8, “Program-Specific Guidance About Exempt 
Distribution Licenses,” Section 12, “Amendments and Renewals to a License.”  This guidance 
states:  
 
In requesting renewal of a license, licensees may do the following: 
 

• Submit an entirely new application for renewal as if it were an application for a new 
license, without referring to previously submitted information; 
 

• Review the current license to determine if it accurately represents the current radiation 
safety program and the products currently distributed, and submit an application that 
identifies any necessary additions, deletions, or other changes; 
 

• Review the documents submitted to the U.S. Nuclear Regulatory Commission (NRC) in 
the past to determine if the information is up to date and accurately represents the 
current licensed activities and products.  Identify in the application, by date, those 
documents that are applicable and those that are out-of-date or superseded, and 
indicate any changes necessary to reflect the current program.  

 
The content of your application appears to preclude the first option.  For example, the 
application states that the prototype testing and the results are contained in the initial license 
application filed in 2003.  The second option requests the licensee to submit an application that 
identifies any necessary additions, deletions, or other changes to the program (it is not 
necessary to address items 7 through 11 of Form 313).  The third option requests that the 
licensee identify in the application, by date, those documents that are applicable and those that 
are out-of-date or superseded, and indicate any changes necessary to reflect the current 
program.  In view of the information you have already submitted, the third option would appear 
to be the most appropriate.  The intention of the guidance is to have out-of-date or superseded 
documents removed from the license.  Please identify in the application, by date, those 
documents that are applicable and those that are out-of-date or superseded.  
 
B. Request to Withhold the Contents of your Application from Public View 
 
 The attachments to your application contain the following statement:  “Information contained 

herein is SAIC proprietary information and is made available to you as required for our 
Material License renewal.  This information is submitted in confidence and its disclosure to 
you is not intended to constitute public disclosure or authorization for disclosure to other 
parties.”  Please be aware that you may request that certain portions of your submittal to 
NRC be withheld from public disclosure as proprietary information.  To do this, you must 
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 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.  

 
In order to request that NRC withhold information contained in an application from public 
disclosure, the applicant must submit the information and application, including an affidavit, 
in accordance with 10 CFR 2.390.  The applicant should submit all of the following: 

 
• A proprietary copy of the information.  Brackets should be placed around the material 

considered to be proprietary.  This copy should be marked as proprietary. 
 

• A non-proprietary copy of the information.  Applicants should white out or black out the 
proprietary portions (i.e., those in the brackets), leaving the non-proprietary portions 
intact. This copy should not be marked as proprietary. 

 
• An affidavit that: 

 
 Is notarized. 

 
 Clearly identifies (such as by name or title and date) the document to be withheld. 

 
 Clearly identifies the position of the person executing the affidavit.  This person must 

be an officer or upper-level management official who has been delegated the 
function of reviewing the information sought to be withheld and who has been 
authorized to apply for withholding on behalf of the company. 

 
 States that the company submitting the information is the owner of the information or 

is required, by agreement with the owner of the information, to treat the information 
as proprietary. 

 
 Provides a rational basis for holding the information in confidence. 

 
 Fully addresses the following issues: 

 
- Is the information submitted to and received by NRC in confidence?  Provide 
  details. 
 
- To the best of the applicant's knowledge, is the information currently available in 
  public sources? 
 
- Does the applicant customarily treat this information, or this type of information, as 
  confidential?  Explain why. 
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- Would public disclosure of the information be likely to cause substantial harm to the 
  competitive position of the applicant:  If so, explain why in detail.  The explanation 
  should include the value of the information to your company, the amount of effort or  
  money expended in developing the information, and the ease or difficulty of others  
  to acquire the information. 

 
C. Specific Items Concerning Regulatory Requirements 
 
1) Title 10, Code of Federal Regulations, Section 32.14(b)(5) requires that quality control 

procedures be followed in the fabrication of production lots of the product and a description 
of the quality standards the product will be required to meet.  Your application discusses 
the Quality Assurance Program, but does not appear to specifically address quality control 
procedures or the quality standards the product will be required to meet.  Please describe 
the quality control procedures to be followed in the fabrication of production lots of the 
product and provide a description of the quality standards the product will be required to 
meet.  

 
2) Title 10, Code of Federal Regulations, Section 32.14(d) requires that the byproduct material 

is properly contained in the product under the most severe conditions that are likely to be 
encountered in normal use and handling.  Please describe how the byproduct material is 
properly contained in the product under the most severe conditions that are likely to be 
encountered in normal use and handling.  

 
3) Title 10, Code of Federal Regulations, Section 32.19(a) requires that no more than 

10 exempt quantities set forth in Section 30.71, Schedule B of this chapter shall be sold or 
transferred in any single transaction.  For purposes of this requirement, an individual 
exempt quantity may be composed of fractional parts of one or more of the exempt 
quantities in Section 30.71, Schedule B of this chapter, provided that the sum of such 
fractions shall not exceed unity.  Please describe how you shall prevent the sale or transfer 
of more than 10 exempt quantities in any single transaction. 

 
4) Title 10, Code of Federal Regulations, Section 32.19(b) requires that each quantity of 

byproduct material set forth in Section 30.71, Schedule B of this chapter shall be separately 
and individually packaged.  No more than 10 such packaged exempt quantities shall be 
contained in any outer package for transfer to persons exempt pursuant to Section 30.18 of 
this chapter.  The outer package shall be such that the dose rate at the external surface of 
the package does not exceed 0.5 millirem per hour.  Please describe how you shall ensure 
that each quantity of byproduct material set forth in Section 30.71, Schedule B of this 
chapter shall be separately and individually packaged, with no more than 10 such 
packaged exempt quantities contained in any outer package for transfer, and such that the 
dose rate at the external surface of the outer package does not exceed 0.5 millirem per 
hour. 
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5) Title 10, Code of Federal Regulations, Section 32.19(d) requires, in addition to the labeling 
information required by paragraph (c) of this section, that the label affixed to the immediate 
container, or an accompanying brochure, shall also (1) state that the contents are exempt 
from NRC or Agreement State licensing requirements; (2) bear the words "Radioactive 
Material--Not for Human Use--Introduction Into Foods, Beverages, Cosmetics, Drugs, or 
Medicinals, or Into Products Manufactured for Commercial Distribution is Prohibited -- 
Exempt Quantities Should Not be Combined"; and (3) set forth appropriate additional 
radiation safety precautions and instructions relating to the handling, use, storage, and 
disposal of the radioactive material.  Please describe and provide a sample or copy of the 
labels and/or brochures you plan to use in meeting this requirement. 

 
 
 


