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Charge  

On January 20, 2026, the ACMUI Chair created a subcommiƩee to review and comment on the 
DraŌ Guidance on Licensing of Alpha Therapy Nuclides. The Alpha Guidance Memo 
SubcommiƩee’s charge is to review and comment on the NRC staff’s memo for licensing the use 
of alpha nuclides in radiopharmaceuƟcal therapy.     
 
Background  

Research into the applicaƟon of various radioisotopes in Targeted Alpha Therapy (TAT) has 
grown substanƟally in recent years.  
 
The NRC has determined through a comprehensive review that current licensing requirements 
under Title 10 of the Code of Federal RegulaƟons (10 CFR) Part 35, Subpart E, "Unsealed 
Byproduct Material—WriƩen DirecƟve Required" (10 CFR 35.300), adequately cover the 
medical use of therapeuƟc radiopharmaceuƟcals that emit alpha parƟcles. Physicians 
(Authorized Users) authorized under 10 CFR 35.390 or 10 CFR 35.396 are permiƩed to use 
parenteral alpha-emiƫng radiopharmaceuƟcals for therapy without the need for addiƟonal 
case-specific training, as the radiaƟon safety risks are considered comparable to those 
associated with beta or low-energy photon emiƩers. 
 
The NRC staff has created this alpha guidance memo that addresses some regulatory and 
pracƟcal consideraƟons for the use of all currently known alpha-emiƫng radioisotopes 
administered under 10 CFR 35.300.   



General Comments:  

1. The general opinion of the subcommiƩee members was that the alpha guidance memo 
was well developed and included topics that must be addressed by licensees such as an 
evaluaƟon of radiaƟon safety protocols and regulatory requirements, radiaƟon detecƟon 
and monitoring, package receipt, personnel training, paƟent handling, dose 
administraƟon, and radioacƟve waste management. 

 

Specific Comments on the Alpha Guidance Memo:  

1. When referring to FDA approved radiopharmaceuƟcals, the generic name, brand name, 
manufacturer and indicaƟon should be used and not just the nuclide.   
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