
From: Rodriguez-Luccioni, Hector
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Subject: Response to request for addional informaiton-NRC License No. 24-23912-02E
Date: Wednesday, January 07, 2015 10:04:00 AM

Mr. Hemann,
 
After reviewing your letter dated December 8, 2014, responding to our request for additional
information, we notice that the questions were not answered adequately.  In our letter dated
November 3, 2014, we requested that you resubmit the pertinent information in a new document. 
The intention of our request is to have an up-to-date document that provides all of the information
required by the regulations in 10 CFR 32.22.  It is acceptable to reuse previously submitted
documents as long as they are provided as attachments to a new document describing your current
program.  The new document should provide the answers to each of the requested information
listed in our letter dated November 3, 2014.  Below is the requested information:
 
1.        Please provide a description of the product and its intended use or uses, as required by 10 CFR

32.22(a)(2)(i).
 
2.        Please provide the type and quantity of byproduct material in each unit, as required by 10 CFR

32.22(a)(2)(ii).
 

3.        Please provide the chemical and physical form of the byproduct material in the product and
changes in chemical and physical form that may occur during the useful life of the product, as
required by 10 CFR 32.22(a)(2)(iii).

 
4.        Please provide the solubility in water and body fluids of the forms of the byproduct material, as

required by 10 CFR 32.22(a)(2)(iv).
 
5.        Please provide details of construction and design of the product as related to containment and

shielding of the byproduct material and other safety features under normal and severe
conditions of handling, storage, use, and disposal of the product, as required by 10 CFR
32.22(a)(2)(v). Please provide a drawing that describes the construction aspects of the product
including components of the product, material of construction, dimensions, assembly methods,
and source containment and shielding.  Particularly, these drawings should show the locations
of the byproduct material.

 
6.        Please provide the maximum external radiation levels at 5 and 25 centimeters form any external

surface of the product, averaged over an area not to exceed 10 square centimeters, and the
method of measurement, as required by 10 CFR 32.22(a)(2)(vi).

 
7.        Please provide the degree of access of human beings to the product during normal handling and

use, as required by 10 CFR 32.22(a)(2)(vii).
 
8.        Please provide the total quantity of byproduct material expected to be distributed in the

product annually, as required by 10 CFR 32.22(a)(2)(viii).
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9.        Please provide the expected useful life of the product, as required by 10 CFR 32.22(a)(2)(ix).

                                                                          
10.   Please provide the proposed method of labeling or marking each unit with identification of the

manufacturer or initial transferor of the product and the byproduct material in the product, as
required by 10 CFR 32.22(a)(2)x)

 
11.   Please provide procedures for prototype testing of the product to demonstrate the

effectiveness of the containment, shielding, and other safety features under both normal and
severe conditions of handling, storage, use, and disposal of the product, as required by 10 CFR
32.22(a)(2)(xi)

 
12.   Please provide the results of the prototype testing of the product, including any change in the

form of the byproduct material contained in the product, the extent to which the byproduct
material may be released to the environment, any increase in the external radiation levels, and
any other changes in the safety features, as required by 10 CFR 32.22(a)(2)(xii).  

 
13.   Please provide the estimated external radiation doses and dose commitments relevant to the

safety criteria in 10 CFR 32.23 and the basis for such estimates, as required by 10 CFR
32.22(a)(2)(xiii)

 
14.   Please provide a determination that the probabilities with respect to the doses referred to in

10 CFR 32.23(d) meet the criteria of that paragraph, as required by 10 CFR 32.22(a)(2)(xiv). 
 

15.   Please provide quality control procedures to be followed in the fabrication of production lots of
the product and the quality control standards the product will be required to meet, as required
by 10 CFR 32.22(a)(2)(xv).

 
Any correspondence regarding your application should reference the control number 585018. 
Please submit the requested information within 30 days of the date of this email.  If we have not
received complete information within 30 days of the date of this email, we will assume that you do
not wish to pursue your application, and we will take regulatory action to your current NRC License,
24-23912-02E. 
 
In accordance with 10 CFR 2.390 of NRC’s “Rules of Practice,” a copy of this email will be available
electronically for public inspection in NRC’s Public Document Room or from the Publicly Available
Records (PARS) component of NRC’s document system (ADAMS).  ADAMS is accessible from the NRC
web site at http://www.nrc.gov/NRC/ADAMS/index.html (the Public Electronic Reading Room).
 
If you have any questions, please contact me.
 
Hector Luis Rodriguez-Luccioni, Ph.D.
U.S. Nuclear Regulatory Commission
Office of Nuclear Material Safety and Safeguards
Division of Materials Safety, States, Tribal and Rulemaking Programs
Material Safety Licensing Branch
(301)415-6004
MS: T-8E18
Hector.Rodriguez-Luccioni@nrc.gov
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