August 27,2018

Attn: The Honorable Kristine L. Svinicki
U.S. Nuclear Regulatory Commission
Mail Stop O-16B33

Washington, DC 20555-0001

Subject: 10 CFR 35.390, “Training for use of unsealed byproduct material for which a written directive
is required;” recommendations of the American College of Radiology

Dear NRC Chairman Kristine Svinicki:

On behalf of the American College of Radiology (ACR)—a professional organization representing more
than 38,000 radiologists, radiation oncologists, interventional radiologists, nuclear medicine physicians,
and medical physicists—we are writing regarding ongoing activities within the U.S. Nuclear Regulatory
Commission (NRC) and the NRC Advisory Committee on the Medical Uses of Isotopes (ACMUI) to
reevaluate authorized user (AU) requirements in 10 CFR Part 35, Subpart E—particularly 35.390,
“Training for use of unsealed byproduct material for which a written directive is required.” This letter
outlines specific concerns of ACR on this topic, and proposes an alternative approach going forward.

Concerns Regarding NRC Activities Related to 10 CFR 35.390

The ACR supports and acknowledges the appropriateness of periodic reassessment of 10 CFR Part 35 to

provide reasonable assurance of adequate protection of public health and safety. We believe that this

process should be driven by the experiences and expertise of medical licensees and regulators, informed

by objective and quantitative evidence, and be free from politicization by external companies and

groups. We are concerned that the current efforts to reevaluate the training and experience (T&E)

requirements in 10 CFR 35.390 appear to have been hastened by external pressures without a sufficient

basis in science or the shared experience of current materials licensees. RThe ACR believes the arguments in favor of sigr
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prepared on-site in the treatment facilities. Many issues and risks—i.e., improper assay,
spillage/contamination, handling unused product, tissue extravasation, etc.—would be more likely to
occur in settings where the AU is nominally trained and generally unaccustomed to working with
unsealed radiopharmaceutical sources. Less than perfect real-world scenarios, including unexpected
situations during the handling of these materials, must be factored into the NRC’s regulatory approach.

Alpha- and Beta-Emitters

NRC should not assume that specific uses regulated under 10 CFR Part 35, Subpart E are safe for general
use if they involve alpha- and/or beta-emitters. Many such agents will have a gamma component or be
paired with gamma-emitting agents to allow for imaging that is essential for whole body and organ
dosimetry and therapeutic decision-making. It is inaccurate to suggest that these radiopharmaceuticals
can be handled by nominally trained clinicians in inexperienced facilities without introducing risk to all
involved.

Chemotherapy Drugs Are Not Radioactive

It has been argued that medical oncology practices are experienced with administration by oncology
nurses of hazardous drugs, such as antineoplastic agents used in chemotherapy. However, nuclear
materials pose very different dosage, exposure, handling, storage, waste management, and risk
mitigation considerations compared to nonradioactive hazardous materials. While antineoplastic agents
are certainly harmful in terms of occupational exposure for oncology nurses when absorbed into the
skin/inhaled/ingested, such agents do not carry the same exposure and environmental concerns—much
less the same level of public fear and panic—as nuclear materials generally do.

To be clear, the fact that referring physicians may supervise treatments that involve pharmacist
preparation and oncology nurse administration of antineoplastic agents or other hazardous drugs in no
way prepares them for their responsibilities as an AU of radiopharmaceuticals to protect patients, their
staff and facilities, and members of the public from ineffective, accidental, inappropriate, or otherwise
unnecessary radiation exposure.

Unintended Implementation Consequences and Considerations for NRC and Agreement State
Regulators of Radionuclide-Specific, Limited Scope AU Concept

Beyond the more important medical and public health/safety considerations, the ACR has concerns
about the likely disruption within NRC, state regulatory agencies, and licensed facilities created by
establishing and overseeing additional complexity and disparate AU levels with varying responsibilities
(e.g., “full scope” and “limited scope/radionuclide-specific” AUs).

NRC and Agreement State agencies would need to dedicate additional resources to deal with regulatory
revisions and corrections, guidance revisions and new information notices targeted to non-expert AU
subpopulations, outreach to new medical communities unaccustomed to NRC’s regulatory paradigm,
expanded capabilities for when spills and other adverse issues arise in nontraditional care settings, and
so on. With a radionuclide-specific approach, NRC would need to establish a highly prioritized and
expeditious timeframe for rulemakings intended to incorporate new radiopharmaceuticals into the
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