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[DATE]
Office of Nuclear Material Safety and Safeguards - NMSS
ATTN: Rulemakings Staff
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001
RE: Proposed Rule, “Reducing Barriers to Medical Use Licensing” (10 CFR Part 35), Docket ID NRC-2025-1237
Dear Rulemakings Staff:
[ORGANIZATION NAME] appreciates the Nuclear Regulatory Commission’s proposed updates to 10 CFR Part 35. As an organization representing people affected by cancer and their families, we urge the NRC to finalize reforms that preserve rigorous safety standards while making radiopharmaceutical therapies, including radioligand therapies (RLTs), more available to patients in their own communities. These reforms should meet the following principles:
Clear, flexible staffing standards can expand where patients receive care.
Patients should not face longer travel, treatment delays, or loss of access because clinical sites are constrained or uncertain about who may safely supervise or administer infusion-based radiopharmaceuticals, such as RLTs. We support the NRC’s proposed clarification that an Authorized User does not need to be physically present at the location of use or personally administer byproduct material, so long as the supervised individual is able to adequately follow the AU’s instructions. We also encourage the NRC to state clearly that appropriately trained and qualified professionals, acting within applicable state scope-of-practice requirements — including registered nurses and advanced practice providers — may administer radiopharmaceuticals under Authorized User supervision. Clarity from the NRC on these issues would give licensees greater confidence to build safe RLT programs and the ability to reach more patients who would benefit from these therapies. Without this clarity, patients in rural areas and those receiving care from community hospitals and geographically dispersed health systems will be most impacted because their care centers frequently cannot staff up to the most restrictive plausible reading of current regulations.
Licensing delays are experienced by patients as waiting. 
When a hospital cannot add a qualified physician without first obtaining a license amendment, the practical effect for patients is a program that opens months later than it could have, or a site that does not open one at all. Patients in rural and community settings feel this most acutely, because those are the sites with the least administrative capacity to absorb the delay.
We therefore support the Commission’s efforts to reduce avoidable licensing delays that do not serve patient and caregiver safety, including the proposed replacement of certain license amendments with notification, and we encourage NRC to make license renewal more predictable.
For patients, these regulatory changes could make a meaningful difference in whether clinical sites can offer these therapies and patients can receive treatments close to home, or at all. We appreciate the NRC’s efforts to modernize their regulations that govern the medical use of radioisotopes, and urge the agency to adopt clear, consistent, and appropriately streamlined staffing and licensing policies in the final rule that supports, rather than inadvertently limits, timely patient access to radiopharmaceuticals.
Thank you for considering the patient perspective.
Sincerely,
[ORGANIZATION]


