
NRC Advisory Committee on Medical Uses of Isotopes
Spring Meeting

T
he Nuclear Regulatory Commission (NRC) held the
spring meeting of its Advisory Committee on Medical
Uses of Isotopes (ACMUI) on April 3 and 4 in Rockville,

MD. The committee discussed several issues of importance
to the nuclear medicine community, including changes to
10 CFR Part 35, 68Ge/68Ga generator licensing guidance,
and training and experience (T&E) requirements.

10 CFR Part 35
Lisa Dimmick, NRC Medical Radiation Safety Team

Leader, provided a brief update on the status of 10 CFR Part
35, to which changes became effective on January 14, 2019.
NRC incorporated many of SNMMI’s recommendations
into these changes. Major new elements are related to:
permanent implant brachytherapy medical event reporting
and notification, naming of associate radiation safety officers
on a medical license, generic T&E changes for all individu-
als, and requirements for molybdenum breakthrough mea-
surement frequency and reporting of failed generators. NRC
plans to offer public webinars to educate stakeholders on
these changes.

68Ge/68Ga Pharmacy-Grade Generator
Licensing Guidance

ACMUI member Megan Shober provided a brief update
on current and proposed revised 68Ge/68Ga generator li-
censing guidance. As currently written, the 2017 guidance
specifically names the Eckert & Ziegler brand of generator,
includes a designated breakthrough limit, describes steps to
take if a generator has not been eluted within 48 hours, re-
quires notification to the NRC Operations Center if an eluate
exceeds breakthrough levels, and requires wipe tests each day
of use. Proposals under consideration for guidance revision
include making generator language brand neutral, removal of
reconditioning requirements for generators not eluted within
48 hours, and revising breakthrough reporting requirements
(e.g., pertaining to ‘‘multiple’’ failures). NRC intends to
release the revised guidance in the coming months.

Training and Experience Requirements
Darlene Metter, MD, ACMUI member, provided an

update to the NRC Commissioners on T&E requirements
for all modalities. An ACMUI subcommittee was formed
in 2016 with the charge to periodically review T&E require-
ments in 10 CFR 35 subparts D (35.190, 35.290) and E
(35.390, 35.392, 35.394, 35.396) and to make recommenda-
tions on needed or proposed changes in these requirements.
During the spring 2018 ACMUI meeting, the subcommittee
had noted 2 concerns:

1. The approval of 177Lu-DOTATATE for treatment of
somatostatin receptor–positive gastroenteropancreatic neuro-
endocrine tumors, including foregut, midgut, and hind-
gut. The ACMUI believed these broad indications to treat the
second-most-common gastrointestinal tumor might result
in a high demand for 177Lu-DOTATATE.

2. The waning number of nuclear medicine physicians in
the United States. The subcommittee recommended that
an alternate Authorized User (AU) pathway be consid-
ered and also identified several specific tasks to be ac-
complished in exploring a limited AU pathway.

During the year between the 2018 and 2019 spring meetings,
the subcommittee gathered information and reported on the
results of their research.

Regarding the potential AU shortage, the ACMUI sub-
committee noted 2 pathways under 10 CFR 35.390 to address
the AU shortage: (1) Board certification (American Boards of
Nuclear Medicine, Radiology, or Osteopathic Radiology) in
nuclear medicine or radiation oncology; and (2) an alterna-
tive pathway that would include 700 hours of T&E (with 200
lab hours in basic radionuclide handling techniques in the
medical uses of unsealed byproduct material requiring a
written directive) in a redesigned diagnostic radiology program
(with 16 months of nuclear medicine in a 48-month diagnos-
tic radiology residency) or a nuclear radiology residency.

The ACMUI subcommittee identified individuals who,
under these pathways, would be eligible in 2018 and 2019:

• 2018–2019 AU 35.390 pipeline: 921 (graduate totals inclu-
ding Pathways 1 and 2);

• 2019 graduates: 269 (graduate totals including Pathways
1 and 2); and

• 2018 American Board of Nuclear Medicine: 3,591 prac-
ticing AUs.

The ACMUI Subcommittee also reviewed the Limited-
Scope Authorized User pathway. Dr. Metter reported that
radionuclide therapy is the highest risk and highest impact
of all nuclear medicine procedures. The subcommittee believes
that all individuals must have a basic level of training and
experience necessary to protect public health and safety and
the equivalent level of procedural competency. Appropriate
training would include basic knowledge of topics in 35.390,
and, because of the complexity of these topics, any category
would include nearly all of 35.390. As such, the subcommittee
recommended against a limited-scope AU pathway.

The final ACMUI conclusions and recommendations on
T&E included:
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TABLE 1 (Continued)

United States

Hospital of the University of Pennsylvania

3400 Spruce Street

Philadelphia, PA 19104

Valerie Kenner

215-349-5953

Valerie.kenner@uphs.upenn.edu

Daniel Pryma, MD
daniel.pryma@uphs.upenn.edu

Hospital of the University of Pennsylvania

1 Donner Building

3400 Spruce Street

Philadelphia, PA 19104-4283

David Mankoff, MD, PhD

215-746-4062, 215-662-3091

david.mankoff@uphs.upenn.edu

Fox Chase Cancer Center

333 Cottman Avenue

Philadelphia, PA 19111

Michael Yu, MD

Director of Nuclear Medicine

Michael.Yu@fccc.edu
mohan.doss@fccc.edu

Virginia University of Virginia

1215 Lee Street, Suite 1702

Charlottesville, VA 22908

Patrice K Rehm, MD

434-243-0211

pkr3b@virginia.edu

Washington University of Washington Medical Center

1959 NE Pacific Street

Seattle, WA 98195

Jeremy Iman

206-598-3300

jiman@uw.edu

International

Brazil Hospital Alvorada Taguatinga Hospital Albert

Einstein Hospital UNIMED RIO

Rio de Janeiro

Tadeu Takao Almodovar Kubo, MD

tadeukubo@gmail.com

South Africa Charlotte Maxeke Johannesburg Academic Hospital

Chris Hani Baragwanath Academic Hospital Soweto

South Africa

Evbuomwan Osayande, MD

moreli14@yahoo.com

Germany Hospital of the Philipps-University Marburg

Department of Nuclear Medicine

Baldingerstrasse 35043
Marburg, Germany

Markus Luster, MD

149-6421-58-62815, fax 149-6421-58-67025

luster@med.uni-marburg.de,
Admin: nukmed@med.uni-marburg.de,

University Hospital Regensburg
Regensburg, Germany

Dirk Hellwig, MD
149941-944-7501

Dirk.Hellwig@ukr.de

Secretariat.nuklearmedizin@ukr.de

• The ACMUI strongly supports the current AU pathways
for 35.390, which protect the public’s health and safety;

• No objective data support the existence of an AU shortage;
• The ACMUI does not recommend a limited-scope AU
pathway for unsealed byproduct material for which a
written directive is required; and

• The ACMUI unanimously agrees that if the NRC pursues
a limited-scope AU pathway, the AU candidate must attest
to the acquisition of 35.390 topics and skills by successfully
completing a formal competency assessment with con-
tinued formal periodic reassessment to maintain his or her
limited-scope AU status.

In a statement released on April 25, the SNMMI noted
agreement with the ACMUI on the importance of patient
and public safety but also emphasized the need to ensure
access to quality care. SNMMI has provided feedback to
NRC and the ACMUI on this topic. The most recent comments
were submitted in January 2019. The next ACMUI public meet-
ing will be held in fall 2019.

Caitlin Kubler
Health Policy and Regulatory Affairs

SNMMI
Reston, VA
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