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February 7, 2018

Office of Nuclear Material Safety and Safeguards
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

Re: (Docket ID NRCr201710215) Yttriumn90 Microsphere Brachytherapy Sources and Devices
TheraSphere® and SIRiSpheres®; Comments of the American College of Radiology

The American College of Radiology (ACR)—a professional organization representing more than

35,000 radiologists, radiation oncologists, interventional radiologists, nuclear medicine physicians,

and medical physicists—appreciates the opportunity to comment regarding the U.S. Nuclear

Regulatory Commission’s (NRC) draft tenth revision of the Yttrium-90 (Y-90) microsphere brachytherapy
licensing guidance (NRC-2017-0215). The ACR also appreciates NRC’s extension of the associated public
comment period to allow for more stakeholder consideration and feedback.

ACR Recommendations
A working group of NRC and Agreement State representatives developed the draft tenth revision of the

Y-90 microsphere brachytherapy licensing guidance following a period of extensive review and public
deliberation by the NRC’s Advisory Committee on the Medical Uses of Isotopes (ACMUI). While most of



experience requirements in Section A(3)(iii)(c) and (e) of the current T&E criteria be completed under
AU supervision during those patient cases. The various other work experience requirements in Section
A(3)(iii) of the T&E criteria could continue to be satisfied either under AU supervision or via
manufacturer-provided training.

The ACR gathered input from nuclear medicine physicians, interventional radiologists, radiation
oncologists, medical physicists, and other members regarding NRC’s proposed removal of the
manufacturer-provided alternate pathway. While there was no clear consensus regarding how NRC’s
draft revision would impact individuals’ ability to complete all work experience prerequisites, there was
significant concern regarding the preparedness and ability of the interventional radiology community to
provide ample replacement training opportunities within the proposed two-year grace period.

Several ACR members were skeptical about the NRC and ACMUI’s discussions regarding the proliferation
of additional “mini-fellowship” opportunities that could be provided by broad scope licensees around
the country to meet interventional radiologists’ demand for supervised work experience within the
proposed two-year grace period. This concept is complex and could be frustrated by competitive
organization issues, hospital privileging complications, costs and limited resources. Also, this mini-
fellowship mechanism may not be best for a given individual's situation because certain
individuals/licensees would benefit from completing supervised patient cases within their normal clinical
environments and in coordination with their usual team/support staff.

Most ACR stakeholders do not believe NRC should propose a controversial T&E modification that is
substantially misaligned with ACMUI recommendations, particularly without a comprehensive,
evidence-based understanding of the potential impact on medical stakeholders and patients. The
ACMUTI’s role as a federal advisory committee of independent experts is to advise NRC staff on policy
and technical issues that arise in the regulation of the medical uses of radioactive material in diagnosis
and therapy. The process through which ACMUI arrived at its recommendations in 2016 was generally
deliberative, transparent, and representative of licensees’ and patients’ interests.

Therefore, the ACR provides the following recommendations to NRC:

The ACR supports ACMUI's recommendation that NRC should maintain the current flexibility
until such time as the impact of any potential change is clearly understood by the agency and
stakeholder community. Specifically, individuals should continue to have the option of the
manufacturer-provided alternate pathway #2 in Section B of the T&E portion of the Y-90
licensing guidance (Rev. 9).

Prior to proposing significant changes to the Y-90 T&E criteria in the future, NRC should conduct
a current assessment of the AU workforce/customer data from broad scope licensees and
product manufacturers. This assessment should explore the size and distribution of the Y-90
AU population, readiness of the community for requirement changes, and any other
considerations that could impede patient access. This could potentially be a part of ACMUI's












and, if not, whether flexibility in the written directive is necessary to avoid reporting of events that
cannot be controlled using the current technology. If flexibility is necessary, the NRC is seeking
comments on whether the use of dose or activity ranges in the written directive or an ability to
change the written directive in the interventional radiology suite prior to administering the Yr90
microspheres would be adequate. This type of revision could be made verbally by the AU, as long as
the revision is documented in writing and signed by the AU within 24 hours of providing the revision
verbally, consistent with other uses in 10 CFR part 35.

The ACR supports the concept of a formal revision made verbally in the suite then documented in
writing within 24 hours, more or less consistent with NRC’s most recent approach to low dose
rate/permanent implant brachytherapy. As with other brachytherapy modalities, there are anatomical
and physiological factors that could require physician-intended variance from the written directive in
order to provide optimal care for a given patient. Verbal revisions should be appropriately documented
in the written record within 24 hours after the procedure. This type of process would allow for more
precision and dynamic decision-making in the suite than the alternative of listing a predetermined
dose/activity range in the written directive.

Given the regulatory status of these products, guidance may also be sought from U.S. Food and Drug
Administration (FDA) on how intended variances of mutual interest should be documented by the
licensee, and what intended variances should be reported to FDA, as these are not medical events.

Thank you in advance for your consideration of these comments. As always, the American College of
Radiology welcomes the opportunity for continued dialogue with the NRC. Should you have any
guestions on the points addressed herein, or if we can otherwise be of assistance, please do not hesitate
to contact Gloria Romanelli, ACR Senior Director of Government Relations, at 703-716-7550 /
gromanelli@acr.org, or Michael Peters, ACR Director of Legislative and Regulatory Affairs, at 703-716-
7546 / mpeters@acr.org.

Sincerely,

James A. Brink, MD, FACR
Chair, Board of Chancellors
American College of Radiology



