October 7, 2009

MEMORANDUM TO: Chairman Jaczko
Commissioner Klein
Commissioner Svinicki

FROM: Charles L. Miller, Director /RA George Pangburn for/
Office of Federal and State Materials
and Environmental Management Programs

SUBJECT: RESULTS OF REVIEW OF EFFECTIVENESS OF FINAL RULE FOR
THE EXPANDED DEFINITION OF BYPRODUCT MATERIAL

The purpose of this memorandum is to provide the Commission with the results of the staff’s
review of the effectiveness of the rule for the expanded definition of byproduct material. As
directed in Staff Requirements Memorandum (SRM) for SECY-07-0062, “Final Rule:
Requirements for Expanded Definition of Byproduct Material (RIN: 3150-AH84),” dated May 14,
2007 (M070514), the staff, after gaining some experience with implementing the new
regulations, undertook a review of the rule.

The SRM for SECY-07-0062 indicated that:

The staff should conduct a review of the effectiveness of this rulemaking after it has
gained some experience with implementing the new regulations. This review should
occur no sooner than 18 months after the effective date of the rule and include
recommendations for studies or rule changes that may be needed to more effectively
implement the Energy Policy Act (EPAct).

As authorized by section 651(e) of the EPAct, the U.S. Nuclear Regulatory Commission (NRC)
issued a time limited waiver on August 31, 2005 (70 FR 51581), to allow the continued use and
possession of Naturally Occurring and Accelerator-Produced Radioactive Materials (NARM)
while it developed a regulatory framework for regulation of NARM as a new type of byproduct
material. The final rule covering the new byproduct materials was published in the Federal
Register on October 1, 2007 (72 FR 55863). The waivers were terminated in 3 phases. The
first phase on November 30, 2007 (the effective date of the final rule), the second on
September 30, 2008, and the third on August 7, 2009. Upon waiver termination, all persons who
possessed the new byproduct materials in the specified States, U.S. Territories, or areas of
exclusive Federal jurisdiction were to be in compliance with NRC regulations. Following the
termination of the waivers, the rule allows for existing NARM licensees to submit requests for a
license amendment within 6 months from the waiver expiration and requests for a new license
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within 12 months from the waiver expiration date. Those materials users subject to the final
waiver terminated on August 7, 2009, have until February 2010 to submit a license amendment
or August 2010 to submit a request for a new license.

The NRC also assumed jurisdiction from the Agreement States over certain sealed source and
device registration certificates for exempt distribution products containing NARM. The majority
of the certificates have been transferred to the NRC. On September 8, 2009, the staff issued a
letter requesting that each Non-Agreement State provide a list of all existing manufacturers and
users of generally licensed devices using NARM located in their State.

Following the publication of the rule, the NRC established a NARM Toolbox on the NRC public
website: http://nrc-stp.ornl.gov/narmtoolbox.html. The Toolbox provides helpful information
including the final rule, Regulatory Issue Summaries (RIS) explaining the waivers, frequently
asked questions (FAQs) concerning Section 651(e) of the EPAct, and guidance documents for
licensing. The guidance documents included new and revised volumes for the NRC’s NUREG-
1556 Series, “Consolidated Guidance About Materials Licenses.” The guidance documents are
designed to assist licensees with applying for new licenses and amending their existing licenses.
The NRC staff has also been provided with training on the new requirements in the rule.

On May 13, 2009, the NRC issued an Enforcement Guidance Memorandum (EGM) titled,
“Interim Guidance for Dispositioning Violations of Naturally Occurring and Accelerator-Produced
Radioactive Materials (NARM) Requirements.” The purpose of the memorandum was to provide
guidance to the staff for dispositioning inspection findings related to a licensee’s implementation
of NARM requirements. The EGM requires that all potential noncompliances of NARM
requirements be brought back to the applicable Regional Office for disposition. The EGM allows
the NRC to use enforcement discretion to not issue a violation for failure either: (1) to submit a
license application or amendment request to include NARM activities; or (2) in cases where the
license had been broadly written such that no license amendment was required to encompass
the NARM isotopes and locations of use, to include all existing NARM activities with the existing
byproduct material licensed activities. The EGM instructs the Regions to use the normal
enforcement process to evaluate noncompliance if the licensee has not met the conditions for
enforcement discretion. To date there have been several instances where enforcement
discretion was granted to licensees. Most of the enforcement cases involved amendments or
license applications submitted after the termination of the waiver.

Regarding decommissioning, under the Statement of Considerations (SOC) for NRC’s recent
NARM rule, U.S. Department of Defense remediation of radium-226, while under military control,
is considered outside of the NRC'’s jurisdiction. However, the SOC also included a commitment
for NRC to interact with the military to resolve any potential issues regarding the application of
the Commission’s interpretation of the EPAct. Staff interactions with the military are ongoing to
evaluate potential issues related to the military’s remediation experience at locations such as the
Navy’'s Hunters Point site and the Air Force’s McClellan site in California.
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The staff has conducted an initial review of the effectiveness of the rule. Based on the number
of responses by NARM users, the staff believes that it effectively communicated the new
requirements. The staff believes that the new materials users have been effectively
incorporated into the NRC’s regulatory program for materials.

To date, the number of new licenses and amendment requests has not substantially impacted
the Regions and few challenges have been encountered in the implementation of the rule with
respect to the licensing of NARM. The most common applications and amendments for material
have been for the use of radium-226 used in portable gauges and fluorine-18 used for medical
diagnosis, calibration, and as a reference source for Positron Emission Tomography —
Computed Tomography scanners (cameras). Region Il has been involved in several
discussions with broad scope licensees regarding the NRC policy to issue new licenses and not
amendments for production facilities of NARM. The NRC communicated this policy to licensees
in Regulatory Issue Summary 2009-07 dated May 7, 2009, informing existing licensees that the
NRC would not amend licenses to include authorization to produce radioactive material using an
accelerator and that the NRC would require a separate license for these activities.

Enclosed for the Commission’s information is a table that includes the number of licenses that
have been amended to add the possession and use of NARM and the number of new licenses
issued for the possession and use of NARM. The Regions have found a very small percentage
of NARM users who either did not submit an application to possess material or request an
amendment to their license, the matter was quickly resolved and the material users submitted
the proper requests. As communicated to the Commission by the staff in SECY-07-0062 dated
April 3, 2007, the staff continues to believe that there still remains a very small group of users of
the newly regulated byproduct material who remain unaware of the need to seek a license from
the NRC. For material users that were known when the rule was issued, the staff requested
assistance from Non-Agreement States in transmitting the new requirements in the form of a RIS
to those users. Communication with those individuals who may need a license to possess
NARM material, but are unaware of the requirement, continues to pose the biggest challenge,
although it is believed that this is a small number. Unlike other types of materials licensees,
these individuals do not have any trade or professional organizations that the NRC can contact
to communicate the new requirements in the rule. The staff believes that most of these
individuals possess antiquities, such as watches and dials containing radium-226. The NRC has
worked with and will continue to work with Non-Agreement States, gauge vendors, industrial
users, and nuclear pharmacies to facilitate the communication of new requirements. Several
material users have learned of the new requirements through informal channels. Once notified
of the new requirements, users have complied with the NRC requirements.

Due to the phased approach implemented by the NRC, the information collected is incomplete.
As previously stated the final waiver terminated on August 7, 2009. The waiver allows for
persons applying for a new license to submit the application by August 2010. Even though
some NARM users have until August 2010 to submit an application, the staff believes that any
new insights generated from these actions will not impact the overall assessment of the rule’s
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effectiveness. Based on the experience the NRC has had thus far, the staff believes it has
sufficient information and experience to complete its effectiveness assessment of the NARM
rule. The staff does not recommend further studies or rule changes and believes that the rule is
being effectively implemented.

Enclosure:
Table: Number of Amended and
New Licenses Issued

cc. SECY
OGC
OCA
OPA
CFO
EDO
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