June 25, 2011

Sean C. Chapel, President

Association of Device Distributors
and Manufacturers

P.O. Box 91377

San Diego, CA 92169

Dear Mr. Chapel:

I am writing in response to your letter, dated May 16, 2011, to the U.S. Nuclear Regulatory
Commission (NRC) Chairman Gregory B. Jaczko, in which you requested that the NRC
establish and manage a forum where licensees can appeal Agreement State decisions. You
also requested that the NRC provide some industry groups access to the National Sealed
Source and Device Registry Database (SSDR), and you expressed your concerns about the
change of the Compatibility Category of 10 CFR 31.6.

Your letter requested that the NRC establish a forum where licensees can appeal Agreement
State decisions; the NRC cannot establish such a forum. Under the Atomic Energy Act of 1954,
Sec. 274.b, the NRC is authorized to enter into agreements with States to allow each State to
regulate certain nuclear materials. Once the Commission and a State have entered into an
Agreement, the Commission discontinues its regulatory authority over the specified materials
and the State assumes regulatory authority. The NRC has statutory responsibility to periodically
assess an Agreement State’s programs and regulations as a whole to ensure that they remain
adequate to protect public health and safety and compatible with the NRC’s programs. If a
program is found inadequate or not-compatible, the NRC has a process in place to address
these deficiencies. But this responsibility does not extend to appeals of Agreement State
decisions; the Agreement States are independent regulators and individual decisions are not
subject to NRC review or appeal. Specific concerns about a State’s individual decisions

need to be raised with the State.

In addition, you also requested access to the SSDR for manufacturers and distributors,
service providers, and industry consultants. The SSDR contains technical and radiological
information about sealed sources, devices, and locations that might be subject to
increased security controls (the NRC has determined that radioactive materials listed in
the IAEA’s “Code of Conduct for the Safety and Security of Radioactive Sources,”
http://www-pub.iaea.org/MTCD/publications/PDF/Code-2004 web.pdf, in Category 1

and 2 quantities, should be subject to these increased controls; the NRC calls these
“radioactive materials in quantities of concern.” A complete list of these materials

and the quantities of concern can be found at http://www.nrc.gov/reading-rm/doc-
collections/enforcement/security/2005/ml053130250.pdf). Because of the security
concerns associated with these materials the NRC only grants SSDR access to NRC,
Agreement States, some U.S. Government agencies, a few foreign regulatory agencies
under bilateral agreements with the NRC, and certain Government contractors. Other
stakeholders are not granted access to the SSDR. Please note that stakeholders may request
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specific information on sources and devices from the manufacturers. The NRC

restricted access to this information in 2004 as part of its comprehensive effort to maintain
security and control of registered products and to minimize the risk of malevolent use and
intentional unauthorized use of radioactive materials.

Finally, you stated your concerns about the Commission’s recent decision to change the
Compatibility Category of 10 CFR 31.6 from B to C. This change in compatibility will allow
States to retain use of regulatory tools to track the location and movement of device
manufacturers and service providers within their borders. As part of its evaluation of the
proposal to change the compatibility of this regulation, the Commission determined that there
are not significant direct transboundary implications associated with this rule. The compatibility
of this section was therefore set as compatibility “C,” which will ensure that the essential
objectives of the regulation are adopted by the Agreement States, while providing each State
with additional flexibility to implement the rule. However, the Commission has directed staff in
SRM-SECY-10-0105, to analyze the impact of the change in the compatibility category. Staff’s
assessment is due in June 2012.

Thank you for your correspondence. If you have further questions, please contact Terrence
Reis, Acting Director of the Division of Materials Safety and State Agreements, at
(301) 415-3340.

Sincerely,
/RA/
Cynthia A. Carpenter, Acting Director

Office of Federal and State Materials
and Environmental Management Programs
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