MEETING OF THE
ADVISORY COMMITTEE ON THE MEDICAL USES OF ISOTOPES

September 21-22, 2020
MEETING SUMMARY
PURPOSE

To discuss issues related to the implementation of the medical regulations in Title 10 of the
Code of Federal Regulations (10 CFR) Part 35, “Medical Use of Byproduct Material.”

OUTCOME

The Advisory Committee on the Medical Uses of Isotopes (ACMUI) made recommendations,
and the U.S. Nuclear Regulatory Commission (NRC) staff gained a better understanding of the
views and opinions of the ACMUI, as well as other stakeholders’ views and opinions. The NRC
staff will consider these views in its continuing effort to make 10 CFR Part 35 more useful,
practical, and not overly burdensome on licensees, while maintaining public health and safety.

Full transcripts and handouts from the ACMUI meeting can be found on the NRC’'s ACMUI
Meetings webpage, located at: https://www.nrc.gov/reading-rm/doc-collections/acmui/meetings/.

RECOMMENDATIONS AND ACTIONS

The ACMUI endorsed the following subcommittee reports. The reports and their
recommendations can be viewed, in their entirety, on the NRC’s ACMUI Subcommittee Reports
webpage, located at: https://www.nrc.gov/reading-rm/doc-collections/acmui/reports/.

e The ACMUI endorsed the Medical Events Subcommittee report and its
recommendations, as presented.

The recommendation passed unanimously with thirteen favorable votes.
Other topics discussed and/or presented during the meeting include:

e Dr. David Hamby, Renaissance Code Development, LLC, provided a presentation on
the dosimetry methodology update for the Phase 2 revision of Regulatory Guide
8.39, “Release of Patients Administered Radioactive Material.” The ACMUI
Regulatory Guide 8.39 Subcommittee will have the opportunity to review the
preliminary draft Phase 2 update when it becomes available. This presentation was
informational and requires no action of the ACMUI.

e Mr. Frank Lutterodt, U.S. Food & Drug Administration (FDA), provided a presentation
on the FDA'’s process for new drug development and labeling. This presentation was
informational and requires no action from the ACMUI.

The following actions resulted from discussions that took place during the meeting:



e At the conclusion of the report of Non-Medical Events, the ACMUI recommended
that the National Materials Program evaluate the issue of detection of short-lived
medical isotopes in municipal waste (waste from nuclear medicine patients that could
possibly be triggering the landfill alarms) and provide some level of guidance, best
practices, or additional instructions.

The recommendation passed unanimously with thirteen favorable votes.

e The ACMUI tentatively scheduled its spring 2021 meeting for March 15-16, 2021.
The alternate meeting date is March 22-23, 2021. A virtual or in-person meeting for
spring 2021 is to be determined.
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MEETING AGENDA
ADVISORY COMMITTEE ON THE MEDICAL USES OF ISOTOPES
September 21-22, 2020
WEBEX
NOTE: Sessions of the meeting may be closed pursuant to 5 U.S.C. 552(b) to discuss organizational and personnel
matters that relate solely to internal personnel rules and practices of the ACMUI; information the release of which
would constitute a clearly unwarranted invasion of personal privacy; information the premature disclosure of which

would be likely to significantly frustrate implementation of a proposed agency action; and disclosure of information
which would risk circumvention of an agency regulation or statute.

Monday, September 21, 2020
OPEN SESSION

1. Opening Remarks C. Einberg, NRC
Mr. Einberg will formally open the meeting and provide opening
remarks.

2. Old Business K. Jamerson, NRC
Ms. Jamerson will review past ACMUI actions and recommendations

10:00 - 11:30 and provide NRC responses.

3. Open Forum ACMUI
The ACMUI will identify medical topics of interest for further
discussion.

4. Medical Events Subcommittee Report R. Ennis, ACMUI

Dr. Ennis will provide an analysis of FY19 medical events.

5. Non-Medical Events M. Sheetz, ACMUI
Mr. Sheetz will provide an analysis of FY19 non-medical events reported
by medical use facilities and commercial pharmacies.

6. New Drug Development and Labeling F. Lutterodt, FDA
12:15-2:00 Mr. Lutterodt will discuss the U.S. Food and Drug Administration’s
regulatory process for new drug development and labeling.
7. Dosimetry Methodology Update for Regulatory Guide 8.39, D. Hamby,
Phase 2 Revision RCD Radiation
Dr. Hamby will discuss the dosimetry methodology update for the Protection Assoc.

Regulatory Guide 8.39, Phase 2 revision.

Tuesday, September 22, 2020
CLOSED SESSION

8. INFOSEC Training R. Norman, NRC
10:00 - 12:00 9. Ethics Training C. Safford, NRC
10. Allegations Training S. Hawkins, NRC
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Tuesday, September 22, 2020
OPEN SESSION

11. Medical Team Updates L. Dimmick, NRC
Ms. Dimmick will provide an update on Medical Radiation Safety Team
activities.
12:15-1:45 12. Open Forum ACMUI

The ACMUI will discuss medical topics of interest previously identified.
13. Administrative Closing K. Jamerson, NRC

Ms. Jamerson will provide a meeting summary and propose dates for
the spring 2021 meeting.
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