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Subcommittee Charge

The Membership of an Interventional Radiologist subcommittee was established on April 8,
2024. The Subcommittee was tasked with assessing ACMUI membership to determine if the
ACMUI would like to propose to the Commission a change in membership to include an
interventional radiologist.

The Field of Interventional Radiology

Interventional radiologists are physicians who use imaging guidance, including x-ray, CT
scanning and ultrasound, to help deliver minimally invasive, targeted treatments." Interventional
radiologists perform procures including inserting vascular access such as central venous
catheters, image-guided biopsies, angioplasty and stenting, inserting drainage catheters, and
embolization (occluding vessels). There are 3000-4000 interventional radiologists in the United
States.?® Current training to become an interventional radiologist involves completing one of
three pathways (Figure 1), each of which involves years of training in both diagnostic radiology
and interventional radiology, and leads, after passing certification examinations, to board
certification in both diagnostic radiology and interventional radiology.
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Abbreviations: PGY — post-graduate year. IR — interventional radiology. ACGME - Accreditation
Council for Graduate Medical Education. ESIR - early specialization in interventional radiology.

A rapidly-growing area within interventional radiology is the delivery via catheter of medical
isotopes that can treat cancer. In particular, Yttrium-90 (Y-90) delivery for liver cancer has
emerged as an important field. Y-90 treatment involves a highly technical combination of
brachytherapy planning but also catheterization and embolization skills. When Y-90 was first
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approved for use in 2002, its administration was initially limited to radiation oncologist and
nuclear medicine physicians. In 2011, interventional radiologists were approved by NRC to
become authorized users of Y-90, and since then the number of studies performed by
interventional radiologists has continued to grow, to the majority. This growth is evidenced in
publicly-available national Medicare Physician & Other Practitioners data® (Figure 2).

Figure 2.
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Source: Data from Centers for Medicare & Medicaid Services. https://data.cms.gov/provider-summary-by-type-of-service/medicare-
physician-other-practitioners. Analysis and Graph by Andrew Einstein, MD, PhD and Yosef Cohen, MD, MS.

Moreover, this Medicare data demonstrates that, by 2023, Y-90 was administered by
interventional radiologists in 46 states and the District of Columbia (Figure 3).

Figure 3.
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MPOP Data, 2023
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Source: Data from Centers for Medicare & Medicaid Services. https://data.cms.gov/provider-summary-by-type-of-service/medicare-
physician-other-practitioners. Analysis and Map by Andrew Einstein, MD, PhD and Yosef Cohen, MD, MS.

Concomitant with the growth of Y-90 therapy has been an increase in the number of medical
events relating to Y-90. These increased from 17 in 2017 to 23 in 2022. Medical events often
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relate to the complexities of intra-arterial delivery and the dynamics of arterial flow, for which an
interventional radiologist is most expert. Reflecting this, ACMUI’s interventional radiology
consultant has participated in several NRC staff investigations to provide perspective on the
safety measures in place for Y-90 administration.

Moreover, it is expected that in the future, interventional radiologists will be performing new
types of intra-arterial brachytherapy, with targets including the brain, kidneys, and prostate.

History of ACMUI Composition

From the inception of ACMUI (previously the Oak Ridge Subcommittee) in 1959 until 2000,
ACMUI membership changes occurred in SECY papers that described the names and
qualifications of members.® As these papers included personal information, the papers are non-
public with limited distribution.

o Membership in 1993 constituted 8 members:

o 4 physicians:
= 2 radiation oncologists
= 2 nuclear medicine physicians

o 4 additional representatives:
= 1 radiation therapy physicist
= 1 FDA representative
= 1 state government representative
= 1 patients’ rights advocate

Changes to ACMUI between 1993 and SECY-09-170 in 2009 are summarized as follows:
e 1993: COMSECY-93-014
o In the Staff Requirements Memorandum (SRM) dated April 19, 1993, the
Commission directed the staff to maintain the Committee at its present size and
to eliminate overlap in areas of radiation oncology and nuclear medicine.
» The Commission directed the staff to examine the feasibility of providing
some limited consultant support to the Committee.
= Removed members to maintain current size (appeared to be 8 active
members, but not clear the official size)
e 1994 - SECY-94-028
o 14 members at the time.

= 7 physicians:
e 3 radiation oncologists
e 2 nuclear medicine physicians
e 1 nuclear cardiologist
e 1 nuclear medical research (with expertise in medical use of

monoclonal antibodies).

= 7 additional representatives:
e 1 nuclear pharmacist
e 1 medical physicist

4



@)

e 1 nuclear medicine technologist
o 1 state representative
e 1 patients’ rights and care advocate
o 1 FDA representative
e 1 health care administrator
Commission directed staff to rotate membership to keep Committee’s size at or
near 12 members.
= Remove one nuclear medicine physician and one radiation oncologist.
» Replace nuclear medicine technologist with radiation therapy technologist
or dosimetrist (cannot find evidence this position was ever filled)
= 5 physicians:
e 2 radiation oncologists (-1)
e 1 nuclear medicine physician (-1)
e 1 nuclear cardiologist
e 1 nuclear medical research (with expertise in medical use of
monoclonal antibodies).
= 7 additional representatives:
e 1 nuclear pharmacist
e 1 medical physicist
! i bnelan
e 1 radiation therapy technologist (+1)
o 1 state representative
e 1 patients’ rights and care advocate
e 1 FDA representative
e 1 health care administrator

1994 - SECY-94-258: 12 member positions at the time, changed to 13.
o At the request of the professional societies, it was recommended to add a 2™

medical physicist as it was felt that 1 physicist could not cover rapid advances in
diagnostic and therapeutic radiological physics and medical applications of
radiation and nuclear material.

o ACMUI agreed; requested this addition and make the membership 13.

= 5 physicians:
e 2 radiation oncologists
¢ 1 nuclear medicine physician
e 1 nuclear cardiologist
e 1 nuclear medical research (with expertise in medical use of
monoclonal antibodies).
= 8 additional representatives:
e 1 nuclear pharmacist
e 2 medical physicists (+1)
o 1 radiation therapy technologist
o 1 state representative
e 1 patients’ rights and care advocate
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o 1 FDA representative
e 1 health care administrator
1997 SECY-97-143
o Commission directed staff to find room for a radiation safety officer at the next
available opportunity, which would increase number of positions to 14.
o Directed staff to evaluate the ACMUI composition after the rulemaking was
complete.
= 5 physicians:
e 2 radiation oncologists
¢ 1 nuclear medicine physician
e 1 nuclear cardiologist
e 1 nuclear medical research (with expertise in medical use of
monoclonal antibodies).
= 9 additional representatives:
e 1 nuclear pharmacist
e 2 medical physicists
o 1 radiation therapy technologist
o 1 state representative
e 1 patients’ rights and care advocate
o 1 FDA representative
e 1 health care administrator
o 1 radiation safety officer (+1)
1999: SECY99-245
o Radiation therapist position removed, returning number of positions to 13.
o Staff directed to evaluate future plans for ACMUI and desired membership skills.
= 5 physicians:
e 2 radiation oncologists
e 1 nuclear medicine physician
e 1 nuclear cardiologist
e 1 nuclear medical research (with expertise in medical use of
monoclonal antibodies).
= 8 additional representatives:
e 1 nuclear pharmacist
o 2 medical physicists
 rnrlintion £ el
o 1 state representative
e 1 patients’ rights and care advocate
o 1 FDA representative
e 1 health care administrator
o 1 radiation safety officer
2000: SECY-00-155
o Nuclear medicine research was removed



o Because other experts may be invited to participate in the Committee meetings,
the staff believed that the current number and diversity of the positions were
adequate for the present needs of the U. S. Nuclear Regulatory Commission.

o 12 members:

» 4 physicians:
e 2 radiation oncologists
e 1 nuclear medicine physician
e 1 nuclear cardiologist
! i !
= 8 additional representatives:
¢ 1 nuclear pharmacist
e 2 medical physicists
o 1 state representative
e 1 patients’ rights and care advocate
o 1 FDA representative
e 1 health care administrator
¢ 1 radiation safety officer
e 2009: SECY-09-0170
o Added a Diagnostic Radiologist (DR), increasing membership to 13.
o The post-SECY-09-0170 composition of ACMUI reflects its current makeup
= 5 physicians
e 2 radiation oncologists
o brachytherapy
o gamma stereotactic radiosurgery
¢ 1 nuclear medicine physician
e 1 nuclear cardiologist
e 1 diagnostic radiologist (+1)
= 8 additional representatives:
¢ 1 nuclear pharmacist
e 2 medical physicists
o 1 state representative
o 1 patients’ rights and care advocate
o 1 FDA representative
e 1 health care administrator
¢ 1 radiation safety officer
= Currently there is also a non-member consultant, John Fritz Angle, MD,
who is an interventional radiologist

Current ACMUI Vacancy: Health Care Administrator

e Ahealth care administrator was first recorded as a member of ACMUI in 1994 (John R.
Graham).

e Currently the Health Care Administrator role on the ACMUI has been vacant since Ms.
Rebecca Allen’s term ended.



Since 2014, a member in this role has chaired 3 subcommittees
o Training and Experience Requirements for All Modalities Subcommittee
o ACMUI Institutional Memory Subcommittee
o Bylaws Subcommittee
The member also supported many other subcommittees, such as patient intervention,
patient release, and medical event reporting.
Depending on which of the 5 Options is chosen, and budgetary considerations, the
Health Care Administrator position could be:
o Filled at the present time
o Combined with the DR position, for a radiologist/hospital administrator
» A board-certified diagnostic radiologist
* A healthcare administrator
e a professional who, broadly defined, oversees the daily
operations, staff, finances, and/or policies of medical facilities like
hospitals or clinics
» Anindividual qualified to hold the position of diagnostic radiologist +
health care administrator might currently or previously serve as a
radiology department chair, service chief, chief of staff, chief medical
officer, or other administrative role in health care.
o Kept vacant during a DR and IR/DR overlap period and then filled
o Eliminated

Options Identified by Subcommittee for Integrating an Interventional Radiologist Member
into ACMUI (humbers in parentheses denote numbers of ACMUI members before and after
changes)

Option 1 (13—13): Add IR/DR physician position now. Replace separate DR and health
care administrator (HCA) positions with a combined DR/HCA position. The current DR
member is a DR/HCA.

Option 2 (13—13): Add IR/DR physician position now, keep DR position, eliminate HCA
position.

Option 3 (13 —14 —13): Add IR/DR physician position now, keep current DR member
through end of her current term then eliminate DR physician position on ACMUI. Fill
HCA position now.

Option 4 (13 —14): Add IR/DR physician position now, keep DR and HCA positions.
Option 5 (13 —13): Do not make any changes to composition of ACMUI currently, at
end of current DR physician’s term then eliminate DR position on ACMUI and replace it
with IR/DR position. Maintain the IR consultant until end of DR physician’s term. Fill HCA
position now.

Subcommittee Recommendations to NRC:

1.
2.
3.

An interventional radiologist member should be added to ACMUI.

Subcommittee’s preferences: Option 1 > Option 2 > Option 3 > Option 4 > Option 5

Subcommittee’s recommendation: Add IR/DR physician position to ACMUI now. Replace
separate DR and health care administrator (HCA) positions with a combined DR/HCA

position, to initially be filled by the current DR member, who is a DR/HCA.
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a) This will enable adding an IR without increasing the size of ACMUI.
b) There are many DR/HCAs, which could make recruitment of a suitable HCA easier,

given recent challenges in recruiting non-physician HCA to ACMUI.
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