
May 7, 2008

Mr. Peter G. Crane
6545  27th Avenue, NW 
Seattle, WA  98117

Dear Mr. Crane:

I am responding to the petition for rulemaking dated September 2, 2005, supplemented by
submittals dated January 30, March 6, and March 10, 2006, that you submitted to the U.S.
Nuclear Regulatory Commission (NRC).  Your petition was docketed as PRM-35-18 and
requested that NRC amend its regulations that govern medical use of byproduct material
concerning release of individuals who have been treated with radiopharmaceuticals.  You stated
that this regulation is defective on legal and policy grounds.  You requested that the patient
release rule be partially revoked insofar as it allows patients to be released from radioactive
isolation with more than the equivalent of 30 millicuries of radioactive iodine I-131 in their
bodies.  You also expressed particular concern about potential exposure to children, given their
greater sensitivity to radiation.

The notice of receipt of the petition was published in the Federal Register on December 21,
2005 (70 FR 75752).  The comment period closed on March 6, 2006.  Forty-eight comment
letters were received.

The NRC has considered the petition and your supporting rationale.  For the reasons provided
in the enclosed Federal Register notice, your petition is denied.  In summary, we have
determined that the current regulations provide reasonable assurance that the public health and
safety are adequately protected.  The issues you raised in your petition were extensively
addressed in 1997 in “Regulatory Analysis on Criteria for the Release of Patients Administered
Radioactive Material” (NUREG-1492) when the current rule was promulgated.  You have not
provided any specific data to refute the analysis in NUREG-1492.  Reverting to the 1997 patient
release criteria would impose unnecessary regulatory burden and is not warranted for the
protection of public health and safety. 

We considered your concern about potential exposure to children in light of recent international
recommendations in this area.   Although the NRC does not believe that rulemaking is
necessary, NRC has developed additional guidance in NUREG-1556, Volume 9, “Consolidated
Guidance About Material Licenses:  Program Specific Guidance About Medical Use Licenses” 
and a Regulatory Issue Summary (RIS) to convey to medical use licensees an acceptable
approach to address your concern regarding exposure to children from released patients.  A
copy of the RIS is enclosed.
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The Federal Register notice denying the petition was transmitted to the Office of the Federal
Register for publication.

Sincerely,

/RA/

R. W. Borchardt
Executive Director 
   for Operations 

Enclosures:
1.  Federal Register notice 
2.  Regulatory Issue Summary 2008-XX
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