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

March 10, 2016
MEETING SUMMARY
PURPOSE

To discuss the draft Advisory Committee on the Medical Uses of Isotopes (ACMUI)
subcommittee report on the training and experience (T&E) requirements of authorized users
(AUs) of alpha, beta and gamma emitters under 10 CFR 35.390.

OUTCOME

The subcommittee provided a draft report for discussion with the full Committee. Subcommittee
members included: Dr. Vasken Dilsizian, Dr. Ronald Ennis, Dr. Susan Langhorst,

Dr. Christopher Palestro (Chair), Ms. Laura Weil and Dr. Pat Zanzonico. During the meeting,
the Committee unanimously approved the draft report. The U.S. Nuclear Regulatory
Commission (NRC) staff gained a better understanding of the views and opinions of the ACMUI.
The final report will be submitted to the NRC staff, and the staff will consider the ACMUI's
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 website at http://www.nrc.gov/reading-rm/doc-collections/acmui/meetings/.

The draft and final ACMUI Subcommittee report on the T&E requirements of AUs of alpha, beta
and gamma emitters under 10 CFR 35.390 is available on NRC’s public website under “ACMUI
Subcommittee Reports”: http://www.nrc.gov/reading-rm/doc-collections/acmui/reports/.

AGENDA TOPIC

Discuss the Draft ACMUI Subcommittee Report on the Training and Experience Requirements
of Authorized Users of Alpha, Beta and Gamma Emitters under 10 CFR 35.390.

SUMMARY

The ACMUI T&E for AUs of Alpha and Beta Emitters Subcommittee evaluated (1) if the current
requirement of 700 T&E hours for AUs under 10 CFR 35.390 places hardship on the patient
community; and (2) the total number of hours of T&E for AUs of such emitters that appropriately
balances safety with reasonable patient access to these agents.

Ms. Weil presented her differing opinion described in the report, in which she did not agree that
the current requirements do not effectively create some barriers to access to care.



RECOMMENDATIONS AND ACTIONS
The subcommittee discussed the following recommendations in the draft subcommittee report:

1. Page 6: The Subcommittee recommends against the reduction in the number of hours of
T&E required for 10 CFR 35.390 use. [Maintain the current 700 hours for T&E]

The recommendation was unanimously approved by the ACMUI.

2. Page 7: The Subcommittee recommends that the ACMUI establish a standing
subcommittee with the specific charge of periodically reviewing the T&E requirements
currently in effect and make recommendations for changes as warranted.

The recommendation was unanimously approved by the ACMUI.

The Draft ACMUI Subcommittee Report on the Training and Experience Requirements of
Authorized Users of Alpha, Beta and Gamma Emitters under 10 CFR 35.390 (ML16055A420)
was unanimously approved by the full ACMUI. The Final ACMUI Report on the Training and
Experience Requirements of Authorized Users of Alpha, Beta and Gamma Emitters under 10
CFR 35.390 (ML16089A271) is posted on the ACMUI Subcommittee Report Webpage.
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