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To whom it may concern, 
 
The U.S. Nuclear Regulatory Commission (NRC) would greatly appreciate feedback from the 
European Association of Nuclear Medicine on the regulatory structure and framework of the 
training of physicians that use radiopharmaceuticals for therapy procedures in the different 
European countries. 
 
The NRC is currently considering changes to its regulations for training and experience 
(T&E).  For a medical facility in the U.S. to be licensed to use therapeutic radiopharmaceuticals, 
the facility needs to have authorized user (AU) physicians that meet the T&E requirements in 
NRC’s regulations, specifically Title 10 of the U.S. Code of Federal Regulations (10 CFR) Part 
35, “Medical Use of Byproduct Material,” Subpart E, “Unsealed Byproduct Material—Written 
Directive Required.”  As part of our evaluation, we would like to benchmark our proposed 
changes with the current frameworks of our international nuclear regulatory counterparts.  The 
NRC’s Office of Nuclear Material Safety and Safeguards has requested feedback to the 
questions below from our regulatory counterparts in the following countries:  United Kingdom; 
Norway; Australia; Japan; Germany; Singapore; and South Korea.  The aim of the questions is 
to gain a better understanding of the training for physicians that use and administer 
radiopharmaceuticals for therapy and how other countries structure related regulations.   
 
Benchmarking Questions: 
 

1. Does your country have a regulatory framework for the training of physicians that use 
radiopharmaceuticals for therapy procedures (for example, a physician needs to meet 
the U.S. NRC’s training regulations before they can use Radium-223 Xofigo to treat 
prostate cancers that have spread to the bones)?   
 

a. If so, what are the regulations (for example:  required medical board certification, 
required hours of medical professional training including classroom/laboratory 
training hours and supervised clinical work experience, or a combination of 
both)? 
 

i. If medical board certifications are required, list the specific medical 
boards? 
 

b. Do the regulations have requirements for the physician to demonstrate 
knowledge by requiring that they complete any examinations (written and/or 
practical exams)?  If so, who administers the examination (the regulator, medical 
specialty board, medical professional societies)? 

 
c. Do the regulations have requirements for the physician to demonstrate 

knowledge by having an already trained and experienced physician attest that 
the proposed physician in question is competent to function independently?   

 
2. What is the basic knowledge that is necessary for a physician to administer any type of 

radiopharmaceutical for therapy? 
 
3. Do you have regulations for radiopharmaceutical therapies that are separated by 

different categories of radiopharmaceuticals?  For example: 
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a. Can a physician be trained to use all categories of radiopharmaceuticals, or only 
one specific radiopharmaceutical (such as for sodium iodide I-131 treatments)? 

 
b. What types of training and experience would a physician need to administer all 

categories of radiopharmaceuticals? 
 

c. What types of training and experience would a physician need to administer only 
one specific radiopharmaceutical? 

 
d. What types of training and experience would a physician need to administer 

certain categories of radiopharmaceuticals (such as all beta emitters, or all 
patient-ready doses that do not need to be manipulated before it is 
administered)? 

 
We kindly request that you please review the questions above and provide any feedback to me, 
Ms. Maryann Ayoade (maryann.ayoade@nrc.gov) by February 8, 2019.  If you have any 
questions or need additional information, please let me know.  
 
Thank you for your time. 
 
Regards, 
 
Maryann O. N. Ayoade 
Medical / Health Physicist 
Medical Radiation Safety Team 
U.S. Nuclear Regulatory Commission 
Maryann.Ayoade@nrc.gov 
Tel: (301) 415-0862 

 
 
 


