February 21, 2007

MEMORANDUM TO: Leon S. Malmud, M.D., Chairman

FROM:

SUBJECT:

Advisory Committee on the
Medical Uses of Isotopes

Sandra Wastler, Designated Federal Officer /IRA/
Advisory Committee on the
Medical Uses of Isotopes

RESPONSE TO RECOMMENDATIONS FROM THE OCTOBER 24,
2006 MEETING OF THE ADVISORY COMMITTEE ON THE
MEDICAL USES OF ISOTOPES

Below are recommendations and action items from the October 24, 2006, meeting of the Advisory
Committee on the Medical Uses of Isotopes (ACMUI). Following each recommendation is the U.S.
Nuclear Regulatory Commission (NRC) staff’'s response and/or position.

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

ACMUI approve proposed changes to the ACMUI bylaws.

The ACMUI bylaws were revised to incorporate all of the changes proposed at
October 24, 2006 meeting. The revised bylaws went into effect on that same day.

NRC staff follow-up with ACMUI regarding proposed rewording of statements
in NUREG 1556, Volume 21.

Draft NUREG 1556 Volumes 9, 13, and 21 were sent to ACMUI members via
Federal Express on November 7, 2006. ACMUI comments were taken into
consideration when finalizing the draft for NUREG 1556, Volume 21. Comments
from the October 24, 2006, meeting were also considered. For example, the term
"Authorized User" will not be used in Vol. 21 because the term is confusing to
medical facilities that also had a production facility. At medical facilities the term,
“authorized user,” refers specifically to a physician, podiatrist, or dentist.

ACMUI opposed the petition as submitted by Dr. William Stein.

NRC staff forwarded ACMUI's recommendation to the Petition for Rulemaking
working group.

NRC should remove the preceptor attestation requirements in 10 CFR 35.50 for
individuals seeking approval as RSO.

NRC staff is considering the ACMUI’s recommendation to remove the attestation
requirement for the various RSO pathways in 10 CFR 35.50.
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RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:
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NRC staff should establish a system for evaluating proposed agenda items
and provide a response to the Committee member as to why a proposed
topic was denied.

As an advisory body to the NRC on the medical uses of byproduct material, agenda
items proposed by ACMUI members have always been given high priority. If a
clearly identified proposed agenda item is not accepted, NRC staff will provide a
response to ACMUI stating the reason for denial. If a committee member does not
see a proposed item on the agenda or receive a response indicating it was denied,
the member should contact NRC staff for further clarification.

NRC staff should verify whether ACMUI members can access Informs
on-line or whether an editable PDF Financial Disclosure form can be
obtained for the Committee member use.

Form OGE 450 ‘Financial Disclosure’ is available as an editable PDF file on the
following website:

http://www.usoge.gov/pages/forms_pubs otherdocs/fpo_files/forms/oge450 2006/og
e450 automated 06.pdf

NRC staff should provide a copy of the Nuclear Material Safety and
Safeguards (NMSS) reorganization slides to the ACMUI.

NRC staff provided reorganization charts to ACMUI members at the October 24,
2006 meeting.

NRC should consider listing ACMUI on the main NRC web page and adding
ACMUI to the Federal and State Materials and Environmental Management
Programs (FSME) organization chart.

NRC staff agrees and is in the process of adding ACMUI to the FSME organization
chart. ACMUI is currently listed on the main NRC web page under ‘Committees and
Boards’ at http://www.nrc.gov/who-we-are/organization.html.

NRC should amend future ACMUI agendas by adding a standing agenda item
that allows the ACMUI a period of time to discuss emerging medical issues.

NRC staff agrees. Discussion of emerging medical issues will be added as a

standing agenda item for future ACMUI meetings

NRC staff should send the draft final NARM rule to ACMUI for review at the
same time that the rule is sent to Agreement States.



L. Malmud

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:

MOTION:

RESPONSE:
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NRC staff agrees. Itis standard practice to forward draft proposed and final rules
regarding the medical use of byproduct material to ACMUI for review and comment
at the same time that the rules are sent to Agreement States. This practice will also
apply to the draft final NARM rule, which is expected to be provided to Agreement
States and ACMUI in February 2007.

NRC staff should consider workshops regarding NARM implementation for
licensees.

NRC staff is considering NARM workshops for licensees after the final rule is
published in the Federal Register.

NRC staff should provide NUREG 1556 Volumes 9, 13, and 21 to ACMUI for
review and comments.

NUREG 1556 Volumes 9, 13, and 21 were sent to ACMUI members via Fed-Ex on
November 7, 2006. Comments from ACMUI members were solicited for NUREG
1556 Vol. 21. NRC staff took ACMUI comments into consideration when making
revisions to this volume. With regard to NUREG 1556, Volumes 9 and 13, ACMUI
members will be able to provide comments during the public comment period. The
public comment period has been delayed as it pending publication of the final NARM
rule.

NRC should allow the Regions some flexibility in meeting metrics
requirements when reviewing NARM-related amendment requests.
NRC will discuss flexibility in meeting metrics requirements for NARM-related

amendment requests with management.

NRC staff should provide ACMUI a copy of the pre-decisional paper to the
Commission regarding a summary on the results of staff actions to identify
problems in authorizing medical physicists under 10 CFR Part 35.

NRC staff provided ACMUI a copy of the pre-decisional paper on November 6, 2006.
NRC should send a strong message to the licensees on air kerma source

strength versus activity.

This subject will be discussed in further detail at the spring ACMUI meeting.
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apply to the draft final NARM rule, which is expected to be provided to Agreement
States and ACMUI in February 2007.

MOTION: NRC staff should consider workshops regarding NARM implementation for
licensees.
RESPONSE: NRC staff is considering NARM workshops for licensees after the final rule is
published in the Federal Register.
MOTION: NRC staff should provide NUREG 1556 Volumes 9, 13, and 21 to ACMUI for
review and comments.
RESPONSE: NUREG 1556 Volumes 9, 13, and 21 were sent to ACMUI members via Fed-Ex on
November 7, 2006. Comments from ACMUI members were solicited for NUREG
1556 Vol. 21. NRC staff took ACMUI comments into consideration when making
revisions to this volume. With regard to NUREG 1556, Volumes 9 and 13, ACMUI
members will be able to provide comments during the public comment period. The
public comment period has been delayed as it pending publication of the final NARM
rule.
MOTION: NRC should allow the Regions some flexibility in meeting metrics
requirements when reviewing NARM-related amendment requests.
RESPONSE: NRC will discuss flexibility in meeting metrics requirements for NARM-related
amendment requests with management.
MOTION: NRC staff should provide ACMUI a copy of the pre-decisional paper to the
Commission regarding a summary on the results of staff actions to identify
problems in authorizing medical physicists under 10 CFR Part 35.
RESPONSE: NRC staff provided ACMUI a copy of the pre-decisional paper on November 6, 2006.
MOTION: NRC should send a strong message to the licensees on air kerma source
strength versus activity.
RESPONSE: This subject will be discussed in further detail at the spring ACMUI meeting.
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