TELECONFERENCE MEETING OF THE
ADVISORY COMMITTEE ON THE
MEDICAL USES OF ISOTOPES

March 05, 2013

MEETING SUMMARY

PURPOSE

To discuss the draft Advisory Committee on the Medical Uses of Isotopes (ACMUI) subcommittee
report on the proposed draft expanded 10 CFR Part 35 Rulemaking.

OUTCOME

The subcommittee provided a draft report for discussion with the full committee. Subcommittee
members included: Dr. Susan Langhorst; Mr. Steven Mattmuller; Dr. Bruce Thomadsen; Ms.
Laura Weil; Dr. James Welsh; and Dr. Pat Zanzonico (chair). During the meeting, the committee
approved several recommendations within the subcommittee report. The U.S. Nuclear
Regulatory Commission (NRC) staff gained a better understanding of the views and opinions of
the ACMUI. The ACMUI scheduled an additional teleconference on March 12, 2013 to continue
discussions on the subcommittee report.

Full transcripts of the ACMUI meeting can be found on NRC’s public website:
http://www.nrc.gov/reading-rm/doc-collections/acmui/tr/

Handouts from the ACMUI meeting can be found on NRC’s public website:
http://www.nrc.gov/reading-rm/doc-collections/acmui/meeting-slides/
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RECOMMENDATIONS AND ACTIONS

The subcommittee discussed the following recommendations in the draft subcommittee report:

1.

Page 2, 1-A. ACMUI recommended NRC staff allow use of total source strength as a
substitute for total dose for determining medical events for permanent implant
brachytherapy until the Part 35 rulemaking is complete. [10 CFR 35.3045]

Page 2, 1-C. ACMUI recommended that NRC staff solicit feedback from stakeholders, in
Supplementary Information section IV.D, on whether the proposed ME definition for
permanent implant brachytherapy would discourage licensees from using this form of
therapy. This recommendation was modified the caveat that NRC may utilize the
language that they think is appropriate for gaining this type of information from its
stakeholders. [10 CFR 35.3045]

Page 3, 1-D. ACMUI recommended the draft rule re-defining medical events in permanent
implant brachytherapy be designated as Compatibility Category B. [10 CFR 35.3045]

Page 3, 1-E. ACMUI recommended replacing the phrasing in the literature in terms of
support for the 5 cubic centimeters of contiguous normal tissue provision of the ME
definition, to the specific reference cited as, Nag, et al 2004. [10 CFR 35.3045]

Page 3, 2-B. ACMUI recommended that licensees approved to use generator systems
show specific training on the requirement now listed under 35.290 (c)(1)(ii)(G) for those
individuals (Authorized Users and others) who are responsible for proper operation and
testing of the generator as part of their license conditions. ACMUI further recommended
that Authorized Nuclear Pharmacists who have the adequate training and experience
(T&E) are able to provide the supervised work experience for Authorized Users on the
elution of generators. [10 CFR 35.290]

Page 3, 2-C. ACMUI recommended amending the preceptor attestation requirements as
follows, “...has satisfactorily fulfilled the T&E requirements consistent with achieving a
level of competency sufficient to function independently in the position for which
authorization is sought...” After thorough discussion with the full committee and NRC staff,
this recommendation was modified to endorse the language in the proposed rule that
states a candidate is able to independently fulfill the radiation safety related duties for
which authorization is being sought. [Multiple sections of 10 CFR Part 35]

The recommendations listed above were unanimously approved by the ACMUI.

The subcommittee agreed to modify the wording on Page 4, 2-D of the subcommittee report in
preparation for the teleconference meeting to be held the following week.

ACMUI agreed to reconvene for an additional teleconference meeting to complete discussions
and finalize the subcommittee report (ML13059A505) on March 12, 2013 from 2:00PM-5:00PM

EST.



