October 11, 2007

MEMORANDUM TO: Leon S. Malmud, M.D., Chairman
Advisory Committee on the
Medical Uses of Isotopes

FROM: Sandra Wastler, Designated Federal Officer /RA/
Advisory Committee on the
Medical Uses of Isotopes

SUBJECT: RESPONSE TO RECOMMENDATIONS FROM THE JUNE 12-13,
2007 MEETING OF THE ADVISORY COMMITTEE ON THE
MEDICAL USES OF ISOTOPES

Below are recommendations and action items from the June 12-13, 2007, meeting of the
Advisory Committee on the Medical Uses of Isotopes (ACMUI). Following each
recommendation or action is the U.S. Nuclear Regulatory Commission (NRC) staff response
and/or position.

MOTION (1): NRC staff should issue an Information Notice (IN), which describes errors
previously made and provides examples of best practices with regards
units of Air Kerma Strength (AKS) vs. apparent activity (mCi) for
brachytherapy sources. The IN should incorporate the American
Association of Physicists in Medicine (AAPM) position and be coordinated
with Agreement States.

NRC staff will issue an IN, which describes errors previously made and provides examples of
best practices with regards units of Air Kerma Strength (AKS) vs. apparent activity (mCi) for
brachytherapy sources. The IN will incorporate the AAMP position on this issue.

MOTION (2): NRC staff should remove the attestation requirement for board certified
individuals and rewrite the attestation requirement for individuals seeking
authorization under the alternate pathway. The rewritten attestation should
not include the word “competency” but should instead read “has met the
minimum training and experience requirements.”

NRC staff is considering the ACMUI recommendation to remove the attestation requirement for
board certified individuals and to rewrite the attestation requirement for individuals seeking
authorization under the alternate pathway.

MOTION (3): NRC staff should revise the regulations so that previously board certified
individuals, who were certified prior to the effective date of recognition, are
grandfathered.



NRC staff action on this ACMUI recommendation to revise the regulations so that previously
board certified individuals, who were certified prior to the date of recognition, are grandfathered,
will be based on the outcome of the petition for rulemaking, PRM 35-20 (AAPM petition).

MOTION (4): NRC staff should reduce the 200-hour radiation safety training requirement
to 120 hours for individuals seeking authorization under the alternate
pathway in 10 CFR 35.390.

NRC staff is considering the ACMUI recommendation to reduce the 200-hour radiation safety
training requirement to 120 hours for individuals seeking authorization under the alternate
pathway in 10 CFR 35.390.

MOTION (5): NRC staff should not change the current definition for a preceptor RSO in
10 CFR 35.2.

NRC staff accepts the ACMUI recommendation and will not propose revising the current
definition for an RSO in 10 CFR 35.2.

MOTION (6): NRC staff should add the words “or equivalent” to 10 CFR 35.12(c) so it is
clear that information included in a letter is the same as that which would
have been submitted in NRC Form 313A.

NRC staff accepts the ACMUI recommendation to propose revising 10 CFR 35.12(c) and will
add this item into a request for future rulemaking.

MOTION (7): NRC staff should revise 10 CFR 35.50(c)(2) to include AUs, AMPs, or ANPs
identified on any license or permit that authorizes similar types of use of
byproduct material. Additionally, the AU, AMP, or ANP must have
experience with the radiation safety aspects of similar types of use of
byproduct material for which the individual is seeking RSO authorization.

NRC staff accepts the ACMUI recommendation to propose revising 10 CFR 35.50(c)(2) and will
add this item into a request for future rulemaking.

MOTION (8): NRC staff should remove the attestation requirement from 10 CFR 35.50(d)
for AUs, AMPs, and ANPs seeking RSO status, if the AU, AMP, or AMP
seeking RSO status will have responsibilities for similar types of uses for
which the individual is authorized.

NRC staff accepts the ACMUI recommendation to propose revising 10 CFR 35.50(d) and will
add this item into a request for future rulemaking.

MOTION (9): ACMUI tabled the following issues until the next full ACMUI meeting:
35.57(a), 35.75; 35.491(b)(2); and 35.400, 35.500, and 35.600.

NRC staff will add the following issues to the October ACMUI meeting agenda: 35.57(a), 35.75;
35.491(b)(2); and 35.400, 35.500, and 35.600.

MOTION (10): NRC staff should allow more than one RSO on a license with a designation
of one RSO as the individual in charge.



NRC staff will seek an Office of General Counsel interpretation to determine whether or not
more than one RSO on a license is allowable.

MOTION (11):
Note: Motion (11) received five favorable votes, three abstentions, and one opposition.

(a) NRC staff should include the three-case work experience requirement for
individuals seeking authorization for Y-90 microsphere use; however, the
three cases do not have to be with the particular type of microsphere for
which the individual is seeking authorization.

NRC staff considered the ACMUI recommendation, and the revised microspheres guidance was
published on September 25, 2007.

(b) Furthermore, ACMUI recommends the training and experience does not
have to be performed under the supervision of an AU, and NRC staff
should replace the proposed supervision paragraph with similar language
from 10 CFR 35.690(c).

NRC staff accepts the ACMUI recommendation, and this change was incorporated in the
revised microspheres guidance published on September 25, 2007.

MOTION (12): NRC staff should delete the attestation requirement for Y-90 microspheres
users and incorporate a requirement in the second paragraph of the
guidance for individuals seeking authorization to provide and retain
documentation of the completion of training.

NRC staff accepts the intent of the ACMUI recommendation, and this change was incorporated
in the revised microspheres guidance published on September 25, 2007.

MOTION (13): NRC staff should incorporate the proposed wording for the team approach
section of the Y-90 microspheres guidance with one exception: ACMUI
recommends the word “oncology” be replaced by “cancer management.”

NRC staff accepts the ACMUI recommendation, and this change was incorporated in the
revised microspheres guidance published on September 25, 2007.

MOTION (14): NRC staff should incorporate the proposed wording that notification under
10 CFR 35.14 does not apply for specific medical use licensees.

NRC staff has reconsidered this issue and will present it to the Committee with additional
information at the October ACMUI meeting.

MOTION (15): ACMUI tabled the absorbed dose vs. administered activity issue for Y-90
microspheres until the next full ACMUI meeting.

NRC staff will add the dose vs. administered activity issue to the October ACMUI meeting
agenda.



MOTION (16): NRC staff should revise the current guidance to conclude that the surgical
removal of the sentinel lymph node is an independent procedure and
should not be regulated by NRC.

NRC staff will seek an Office of General Counsel interpretation to determine whether or not the
current guidance for sentinel lymph node biopsies can be revised to conclude that the surgical
removal of the sentinel lymph node is an independent procedure and should not be regulated by
NRC.

ACTION (1): NRC staff committed to consult legal counsel to determine the feasibility of
discussing PRM 35-20 with ACMUI members in a closed executive session.

NRC staff consulted with the Office of General counsel and determined the feasibility of
discussing PRM 35-20 with ACMUI members. PRM 35-20 has been added as a topic for the
October ACMUI agenda.

ACTION (2): NRC staff should arrange a briefing for ACMUI members regarding the
Increased Controls Orders to be issued later this year for fingerprinting.

NRC staff invited two ACMUI members, who represented the full Committee, to NRC
Headquarters on July 31, 2007. The two ACMUI members briefed the full Committee during a
teleconference on August 15, 2007. This action item is closed.

ACTION (3): NRC staff should engage ACMUI in a discussion regarding the review of
operational events and data and work towards a goal of minimizing
therapeutic medical events, if directed by the Commission to do so in the
final Staff Requirements Memorandum (SRM).

The final SRM-SECY 07-0066 did not include this item. NRC staff retains the option to perform
this review at a future date.

ACTION (4): NRC staff should provide detailed background information for the current
and future presentations on the subject of potential changes to 10 CFR Part
35.

NRC staff will make every effort provide detailed background information for potential changes
to 10 CFR Part 35 in the members’ briefing binders prior to each meeting.

ACTION (5): NRC staff should email the ACMUI members a copy of the memo
summarizing action items and motions made during the meeting.

This action will be added to the Policy and Procedure document for the ACMUI Coordinator.
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