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

July 16, 2018
MEETING SUMMARY
PURPOSE

To discuss the draft report of the Advisory Committee on the Medical Uses of Isotopes (ACMUI)
Subcommittee on Training and Experience Requirements for All Modalities, which includes the
subcommittee’s comments and recommendations on the NRC staff’s evaluation of the training
and experience requirements for different categories of radiopharmaceuticals in Title 10 of the
Code of Federal Regulations (10 CFR), Part 35, “Medical Use of Byproduct Material,” Subpart
E, “Unsealed Byproduct Material — Written Directive Required.”

OUTCOME

The ACMUI Training and Experience Requirements for All Modalities Subcommittee provided a
draft report for discussion with the full ACMUI. Subcommittee members included: Dr. Philip
Alderson, Dr. Darlene Metter (Chair), Ms. Megan Shober, Dr. John Suh, and Ms. Laura Weil.
The NRC staff gained a better understanding of the views and opinions of the Committee. The
NRC staff will consider the Committee’s comments and recommendations 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.

A full transcript and handout for the ACMUI teleconference meeting can be found on NRC'’s
public Web site at: http://www.nrc.gov/reading-rm/doc-collections/acmui/meetings/.

The ACMUI Subcommittee Draft Report is available on NRC’s public Web site under “ACMUI
Subcommittee Reports”: http://www.nrc.gov/reading-rm/doc-collections/acmui/reports/.

AGENDA TOPIC

Discuss the Draft Report of the ACMUI Subcommittee on Training and Experience
Requirements for All Modalities

SUMMARY

The ACMUI Training and Experience Requirements for All Modalities Subcommittee provided a
summary of the NRC staff’s draft SECY paper and provided their comments and
recommendations on the paper. The subcommittee recommended: (1) reconsideration of the
existing pathways to an authorized user (AU) status; (2) that for the limited AU status, the
educational program must be all inclusive to cover the knowledge topics required for all AUs
involved in 10 CFR 35.300; (3) having an objective method to assess AU competency that
documents both initial and maintenance of competency for the limited AU status; (4) the need
for greater and broader stakeholder input on this topic; and (5) having NRC staff conduct
ongoing monitoring for potential AU shortage for 10 CFR 35.300, including data on the
geographic distribution and practice patterns of AUs. Additional comments were provided by
external stakeholders including, the American Society of Radiation Oncology (ASTRO), Society
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of Nuclear Medicine and Molecular Imaging (SNMMI), American College of Nuclear Medicine
(ACNM), American College of Radiology (ACR), Council on Radionuclides and
Radiopharmaceuticals, Inc. (CORAR), and Bayer Health Care.

The Draft Training and Experience Requirements for All Modalities Subcommittee Report
(ML18186A517), including all of its recommendations in its entirety, was unanimously approved
by the full ACMUI. The Final Training and Experience Requirements for All Modalities
Subcommittee Report (ML18201A417) is posted on the ACMUI Subcommittee Reports
Webpage.
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Advisory Committee on the Medical Uses of Isotopes
TELECONFERENCE AGENDA
Monday, July 16, 2018
2:00 PM - 4:00 PM (ET)

OPEN SESSION

2:00 —4:00 pm

Discuss the Draft Report of the ACMUI Subcommittee on Training and Experience
Requirements for All Modalities, which will include the subcommittee’s comments on the NRC
staff's evaluation of the training and experience requirements for different categories of
radiopharmaceuticals in Title 10 of the Code of Federal Regulations (10 CFR), Part 35, “Medical

Use of Byproduct Material,” Subpart E, “Unsealed Byproduct Material — Written Directive
Required.”

Enclosure 2



