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O R ﬂ R The Council on Radionuclides and Radiopharmaceuticals, Inc.

660 Pennsylvania Ave, SE
Suite 201

Washington, DC 20003
(202) 547-6582

Fax: (202) 547-4658
michael.guastella@corar.org

Michael J. Guastella, MS, MBA
Executive Director

Via e-mail and U.S. Mail

Annette L. Vietti-Cook

Office of the Secretary

Secretary of the Commission

U.S. Nuclear Regulatory Commission
ATTN: Rulemaking and Adjudications Staff
Washington, DC 20555-0001

Re:  Docket ID NRC-2008-0175
Medical Use of Byproduct Material—Medical Event Definitions, Training and
Experience, and Clarifying Amendments; Proposed Rule

Dear Secretary Vietti-Cook:

The following comments concern the United States Nuclear Regulatory Commission (NRC)
proposed rule to amend its regulations concerning the medical use of byproduct material. These
comments are submitted on behalf of the Council on Radionuclides and Radiopharmaceuticals
(CORAR). CORAR members include manufacturers and suppliers of diagnostic and therapeutic
radiopharmaceuticals regulated by the NRC. Our members support the NRC’s efforts to update
its regulations to reflect changes in clinical practice and advances in medical technology.

Overview

In this rulemaking, the NRC has proposed, among other changes, specific revisions to its
regulations at 10 C.F.R. Part 35 designed to address a “shortage of authorized individuals to
provide medical care” created by the current preceptor attestation requirement." The NRC has
recognized that the preceptor attestation requirement as written is onerous and creates a
“reluctance” on the part of potential preceptors to sign attestations.? In this proposed rule the
NRC has recommended the elimination of the requirement for certain individuals seeking
authorized user status, including those who have completed the board certification pathway.’
The NRC would still require written attestation for individuals who are not board certified;
however the language of the attestation would be modified. The proposed rulemaking would
require a written attestation verifying that “the physician is able to independently fulfill the

! See Notice of Proposed Rulemaking, 79 FR 42410 (July 21, 2014) at IV(A)(b).
> See Notice at 42416.
¥ See Notice at 42424,
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radiation safety-related duties, rather than has achieved a level of competency to function
independently, as an [ Authorized User].”4

CORAR’s members appreciate the NRC’s acknowledgment of and attention to the issue of the
shortage of authorized users able to administer radiopharmaceuticals. The impact of the NRC’s
regulations is particularly acute on those individuals within a small patient population and their
access to life-saving radiopharmaceuticals. While the NRC’s proposed revisions to the
attestation requirements will help alleviate the shortage of authorized users able to administer to
these populations, the requirement will remain onerous.

Under the proposed rule, the written preceptor attestation requirement would be eliminated for
those clinicians seeking authorized user status under the board certification pathway outlined at §
35.390(a). CORAR would support the extension of the elimination of this requirement to
include those clinicians seeking authorized user status under the pathway outlined at § 35.390(b).

Proposed Clarification to Categories of Parenteral Administrations Makes Work
Experience Requirement More Onerous

The NRC has proposed expanding and clarifying the categories of parenteral administration of
radionuclides and the associated work experience requirements for each.”>  While the
clarifications are useful and the classification of radionuclides based on their primary use is
logical, the proposed regulation has the unintended consequence of increasing the burden of the
work experience requirement for those seeking to administer therapeutic radiopharmaceuticals
such as alpha and beta emitters.

Under the current regulations at § 35.300 et seq., those seeking authorized user status to
administer beta- or alpha-emitting radiopharmaceuticals can meet the requirements through work
experience under a supervising authorized user involving three cases of administration of such
radiopharmaceuticals.® Under the proposed regulations, those seeking to administer both types
would need work experience in a minimum of six cases of administration, three with alpha-
emitters and three with beta-emitters.

CORAR members are concerned that narrowing the scope of what qualifies as relevant work
experience will create an adverse impact on clinical practice, predominantly on those seeking to
administer the less common radiopharmaceuticals. These products often treat diseases with
limited patient populations and an individual authorized user may only treat several patients a
year. It may prove too burdensome for certain practitioners, particularly those in areas far
removed from teaching hospitals and urban centers, to participate in three proctored cases in
each of these very specific categories. The result will be to limit patient access to these safe and
effective pharmaceuticals among what is already a disadvantaged population.

* See Notice at 42425.

> See proposed changes to changes to § 35.300, Use of Unsealed Byproduct Material for Which a Written Directive
Is Required & 35.390, Training for use of unsealed byproduct material for which a written directive is required, and
8§ 35.396, Training for the parenteral administration of unsealed byproduct material requiring a written directive.

® See Notice at 42420.
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In its Notice of Proposed Rulemaking, the NRC has specifically requested comments on whether
its regulations “discourage licensees from using certain therapy options or otherwise adversely
impact clinical practice, and if so, how.” CORAR members believe that the proposed changes
would discourage clinicians from seeking authorization to administer these radiopharmaceuticals
and would make an already burdensome regulatory scheme more onerous. CORAR members
would suggest that the NRC revise its proposed regulations such that the work experience
requirement of three proctored cases remain satisfied by relevant experience in either of the
proposed revised categories in § 35.390 (b)(1)(ii)(G)(3) or § 35.390 (b)(1)(ii)(G)(4).

CORAR welcomes the opportunity to comment on the proposed rule and appreciates the NRC's
consideration of these comments.

Sincerely,
W 0T

Michael J. Guastella, MS, MBA
Executive Director
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