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

March 11, 2020
MEETING SUMMARY
PURPOSE

To discuss the Advisory Committee on the Medical Uses of Isotopes (ACMUI) Regulatory Guide
8.39 Subcommittee’s draft report on the final recommendations for the draft final Phase 1
revision to Regulatory Guide 8.39, “Release of Patients Administered Radioactive Material.”

OUTCOME

The ACMUI Regulatory Guide 8.39 Subcommittee provided a draft report for discussion with the
full Committee. Subcommittee members include: Mr. Gary Bloom, Dr. Vasken Dilsizian, Ms.
Melissa Martin, Dr. A. Robert Schleipman, Mr. Michael Sheetz (Chair), and Ms. Megan Shober.
The NRC staff gained a better understanding of the views and opinions of the Committee. The
NRC staff will consider the ACMUI’'s comments while finalizing Phase 1 of the draft proposed
Regulatory Guide 8.39, which will be issued in April 2020. A full transcript and handout for the
ACMUI teleconference meeting can be found on the NRC’s public web site at:
https://www.nrc.gov/reading-rm/doc-collections/acmui/meetings/2020.html.

The ACMUI Regulatory Guide 8.39 Subcommittee report is available on the NRC’s public web
site under ACMUI Subcommittee Reports: https://www.nrc.gov/reading-rm/doc-
collections/acmui/reports/.

AGENDA TOPIC

Draft Final Phase 1 revisions to Regulatory Guide 8.39, “Release of Patients Administered
Radioactive Material.”

SUMMARY

The ACMUI Regulatory Guide 8.39 Subcommittee presented its draft report (Agencywide
Documents and Access Management System (ADAMS) Accession No. ML20056D823), which
focused on final recommendations that only pertained to the final draft Phase 1 revision to
Regulatory Guide 8.39. In its report, the Subcommittee provided for consideration, several
specific comments and recommendations which directed changes pertaining to wording, items of
emphasis, and formatting. The draft subcommittee report was endorsed by the full Committee.

RECOMMENDATIONS AND ACTIONS

The Regulatory Guide 8.39 Subcommittee discussed the following recommendations from the
Subcommittee report.

1. In the Patient Precautions and Instructions Sections, it should be emphasized that the
major source of radiation dose to other individuals will be from external exposure from



the patient. Therefore, the most important precautions to take are measures to
reduce or avoid the external radiation exposure from the patient, especially in the
early time period after administration of the radionuclide therapy.

2. The patient instructions should be simple, clear, and concise.

3. Discussions on the radionuclide therapy procedure and release instructions should
also include a caregiver or family member, if possible.

4. Instructions should also be provided on how long the precautions should be followed.
As a guideline, the licensee may consider using several (3-5) effective half-lives of the
radionuclide therapy.

5. The Regulatory Guide should not include instructions that are excessive, likely to
cause patient anxiety, and not likely to reduce public exposures.

6. Table 1, 2, and A1 should be updated to include the new and potential radionuclides
used in medicine.

7. In Table 3, “Activities of Radiopharmaceuticals That Require Instructions and Records
When Administered to Patients Who Are Breastfeeding an Infant or Child,” the
subcommittee supports the guidance for a standardized interruption time period of 24
hours for all Tc-99m radionuclides, and the recommended interruption period to limit
the dose to the nursing infant to 1 millisievert (mSv), and not the regulatory limit of 5
mSv.

The ACMUI unanimously approved the draft Regulatory Guide 8.39 Subcommittee Report, as
presented, during its public teleconference meeting on March 11, 2020. The recommendations
above can be viewed, in their entirety, in the final Regulatory Guide 8.39 Subcommittee Report
(ADAMS Accession No. ML20085H267) on the NRC’s ACMUI Subcommittee Reports webpage.
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Advisory Committee on the Medical Uses of Isotopes
TELECONFERENCE AGENDA
Wednesday, March 11, 2020
2:00 PM - 4:00 PM (ET)

OPEN SESSION

2:00 pm — 4:00 pm

Discuss the Draft ACMUI Subcommittee Report for the Final Draft of Regulatory Guide 8.39,

“Release of Patients Administered Radioactive Material” Phase 1 Revisions
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