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November 14, 2011

Ms. Cindy K. Bladey
Chief, Rules, Announcements, and Directives Branch
Office of Administration
Mail Stop TWB-05-BOl M
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

101,311.26~

SHINE Medical Technologies, Inc.Project No. 0792
SMT-2011-020

Subject: Comments on the Draft Interim Staff Guidance Augmenting NUREG-1537,
Chapters 1-6, Guidelines for Preparing and Reviewing Applications for the
Licensing of Non-Power Reactors for the Production of Radioisotopes, Docket ID
NRC-2011-0135

Dear Ms. Bladey:

The purpose of this letter is to provide comments on the proposed Draft Interim Staff
Guidance (ISG) Augmenting NUREG-1537, "Guidelines for Preparing and Reviewing
Applications for the Licensing of Non-Power Reactors: Format and Content," for the
Production of Radioisotopes.

Comments on the proposed draft Interim Staff Guidance are contained in the enclosure
to this letter. SHINE appreciates the opportunity to provide comments and hopes that the
Staff will consider the merits of the requested feedback during the development of final
license application guidance for medical isotope production facilities.

If you have any questions regarding this letter, please contact Mr. James Freels,
Licensing Project Manager, at 865.719.5061.

Sincerely,

Dr. Gregory Piefer, PhD
CEO - SHINE Medical Technologies, Inc.

Enclosure: As stated
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Enclosure

Comments on the Draft Interim Staff Guidance Augmenting NUREG-1 537, Chapters 1-6,
"Guidelines for Preparing and Reviewing Applications for the Licensing of Non-Power

Reactors: Format and Content," for the Production of Radioisotopes

Docket ID NRC-2011-0135
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Comments on the Draft Interim Staff Guidance Augmenting NUREG-1537,
Chapters 1-6, "Guidelines for Preparing and Reviewing Applications for the

Licensing of Non-Power Reactors: Format and Content," for the Production of
Radioisotopes

Docket ID NRC-2011-0135

Comments:

In the draft ISG, the Staff did not modify the ANSI/ANS standards referenced in NUREG-
1537 Chapters 1 through 6. A number of referenced ANSI/ANS standards in NUREG-
1537 have been withdrawn; however, they are still included within the NUREG and are
not addressed through the ISG. The Staff should clarify the continued applicability of
ANSI/ANS standards that have been withdrawn.

NUREG-1537 states that it is the vehicle to utilize for all aspects of non-power reactor
licensing. The implication is that the only documents that need to be submitted are
included in NUREG-1537. Additionally, many of the identified plans and program
descriptions can be included as Appendices in the application. Since NUREG-1537 was
last issued, the NRC has provided guidance for electronic submittal of documents. The
electronic submittal guidance used for new reactor license application submittals
established a structure and framework for electronic submittals. The electronic submittal
guidance suggests that if there are changes to certain parts of an application, the entire
part of the application must be resubmitted. The draft ISG does not address electronic
submittal guidance. Further, as the electronic submittal guidance is currently worded, it
would require a complete resubmittal of all the documents should only one portion of the
application requires revision.

Additionally, the business nature of radioisotope production will require that a large
number of items normally found in the license application will be requested to be
withheld from public disclosure in accordance with 10 CFR 2.390. A modification to the
license application structure to include a "Proprietary" part of the license application will
be needed to locate the volume of information that will be considered proprietary. The
Staff should review the structure of NUREG-1 537 within the context of the draft ISG to
accommodate electronic submittals and revisions to portions of the application in order
to take advantage of the electronic submittal process. This could be performed by
creating a license application structure similar to that used by new reactor licensing
efforts.

The direction provided to applicants for the licensing of a production facility that employs
the reaction vessel subcritical neutron multiplier method for producing radioisotopes is to
follow the guidance in this ISG for AHRs, as appropriate. The AHR guidance is specific
and thorough, but the terminology is not adequate to fully describe a subcritical neutron
multiplier facility. For example, the AHR guidance requests information on control rods
but not all non-reactor-based technologies will use control rods. They may employ
methods to control the fission process that are unique to their technology, or may need
no active control at all. Applicants should be able to use the most appropriate
terminology to best describe the analogous process to the AHR terminology in a license
application, even if the terminology and application structure are not identical to that in
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NUREG-1 537 or the Interim Staff Guidance. Additionally, applicants may include
information in an application so as to completely describe their facility even though this
material may not be called for in the ISG, based on unique systems, structures and
components related to a specific technology. The Staff should provide clarification to
allow applicants to modify the structure and content of the Safety Analysis Report to
provide details of the important systems, structures, components and processes and still
follow the general guidance and framework of NUREG-1 537 for a specific technology.
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