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Response	re.	Request	for	Comment:	Draft	Approaches	for	Training	and	Experience	

Requirements,	Docket	Number:	NRC-2018-0230	
	

June 28, 2019 
 
 

Sarah Lopas 
Office of Nuclear Material Safety and Safeguards 
U.S. Nuclear Regulatory Commission 
Washington, DC 20555-0001 
 
VIA email: www.regulations.gov  
  
 
Dear Ms. Lopas:  
 
I am replying to the request for comments to the Draft Approaches for Training and 
Experience Requirements, Docket Number: NRC-2018-0230 (84 FR 18874) as an 
individual and a former chair of the Nuclear Regulatory Commission’s Advisory 
Committee on the Medical Uses of Isotopes (ACMUI), and not representing any 
organization.  
 
Question 1: If the “Status Quo” is maintained, how should the NRC ready itself for the 
expected increase in number and complexity of future radiopharmaceuticals?  

1. The NRC should look for guidance from the ACMUI – that is what they are 
there for. 

2. In addition, the NRC should look for assistance from the professional societies. 
 

Question 2: Is there a challenge with the current T&E requirements—such as concerns 
regarding patient access to radiopharmaceuticals—that should be addressed through a 
rulemaking? 

No, there is adequate access through the nuclear medicine and radiation oncology 
departments. Some regions of the country may have limited access to advanced 
healthcare techniques and facilities. Citizens living there have chosen a life style 
that values rural living. They understand that living in cities gives easy access to 
many aspects of modern life, but for various reasons, they would rather avoid the 
urban lifestyle and problems. As a result, they have to travel to obtain some 
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advanced health care. Brain surgery is another example of a treatment that is often 
not available in rural clinics; no one would suggest that a local general surgeon 
perform brain surgery with just a limited training. Radiopharmaceutical therapy is a 
specialty of similar nature. In addition, if the limited training proposal is for medical 
oncologists, that specialty is also often not available in small rural regions, thus, not 
addressing availability. Performing radiopharmaceutical therapy with limited 
training would be dangerous to the patient because the physician would not be 
experienced in dealing with unexpected situations nor develop the skills as one 
would during the appropriate residencies. It would also be dangerous to the staff, 
the family and friends of the patient, and the general public due to the lack of 
training and experience in general radiopharmaceutical applications. 
 

Question 3: How should the complexity of the radiopharmaceutical administration 
protocol be considered in establishing the T&E requirements for the limited approaches 
described in Sections B.1 and B.2 below? 

1. Neither the proposal in B1 nor B2 should be implemented. The training and 
experience as currently required is necessary to understand the subtleties of the 
practice. For particular applications, additional training for a specific application 
may be necessary if the delivery modality, the biological nature of the carrier or 
the particulate of the emission is different from the users previous training and 
experience. 

2. The use of unit doses does not reduce the necessary training for the authorized 
user, nor does it take from the authorized user the responsibility to ensure the 
material given to patient is correct in its makeup and quantity. 

  
Question 4: How should the NRC categorize radiopharmaceuticals with mixed 
emissions? 

Simply under part 35.300, as recommended by the ACMUI when considering alpha 
emitters. 
 

Question 5: Under what conditions should a radiopharmaceutical be considered “patient 
ready” such that the T&E requirements could be tailored? 

Never. That is not to say that over and above the training received in a radiation 
oncology or radiology residency a new radiopharmaceutical may not require 
additional training, only that a limiting training cannot adequately prepare an AU 
for a particular radiopharmaceutical. 
 

Question 6: How could a competency-based evaluation ensure appropriate training and 
experience for AUs administering radiopharmaceuticals? 

Such an evaluation begins with the certification exams already recognized by the 
NRC. Evaluation of competency for specific radionuclide treatments not covered by 
the certification boards could be established through contracting with those same 
boards. 

 
Question 7: How could physicians in small practices be credentialed (e.g., physicians not 
associated with hospitals or other large institutions and their credentialing boards)? 
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Assuming that the question refers to physicians who have not trained in the 
radiological specialties, such physicians should complete a residency that covers 
radionuclide therapy. Relaxing the requirement would place patients, staff and the 
general public in jeopardy. As noted in Question 2, such relaxation is not necessary. 
There are regions of the country that have limited access to healthcare, including for 
cancer surgery. It is not considered prudent to establish major cancer surgery in a 
small clinic. 

 
Question 8: How should the AU's radiation safety responsibilities be clearly 
distinguished from other members of the team?  

• The preparation of the radioactive material should be the responsibility of the 
authorized nuclear pharmacist, who also should perform the official assay of the 
activity.  

• Dose calculations, when possible, and establishing safety procedures, along 
with performing checks on assays, should be the responsibility of the authorized 
medical physicist. 

• Either the ANP or AMP should be responsible for radiation surveys, while the 
actual measurements could be performed by staff supervised by either of these. 

• This does not relieve the AU from understanding any of the safety procedures. 
 
Question 9: How should the radiation safety responsibilities be divided between the AU 
and ANP? 

See Question 8. 
 

Question 10: What are the advantages and disadvantages of the draft approaches? 
While nuclear medicine technologists are trained in delivering radionuclide therapy 
treatments, they do so under the supervision of an AU. The training of the 
technological staff is not appropriate for the functions in the proposal. 

 
Question 11: Are there significant costs or benefits associated with any of the 
approaches? 

Any lessening of the training and experience of the physicians performing 
radionuclide therapy, while possibly reducing costs, does so at the expense of safety 
and quality for the procedures. The costs of inappropriate actions on the part of the 
AU could be devastating to the patient. 

 
Question 12: Would any of the draft approaches impact patient access to 
radiopharmaceuticals or address stakeholder concerns of overly burdensome (regulatory) 
requirements? 

This question is based on the mistaken premise that the regulations are overly 
burdensome. The regulatory requirements are necessary and appropriate. 

 
Question 13: For the draft approaches that consider tailored hours of T&E, what are the 
appropriate numbers of hours and what radiation safety topics should comprise the 
limited T&E? 
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An appropriate syllabus for the training and experience for radionuclide therapy 
was presented to the NRC by the Society for Nuclear Medicine and Molecular 
Imaging. In addition to the actual topics in the syllabus, training provides guided 
repetition to reinforce the skills that are taught in presentations, lectures and 
laboratory classes, and particularly in clinical practice. Developing the skills, 
knowledge and understanding takes time and would not be achieved in any limited, 
short course. 

 
Question 14: Should the NRC consider inclusion of a formal radiation safety competency 
assessment and periodic reassessments for any of the draft approaches above? If so, who 
should establish and administer these assessments? 

The above approaches should not be considered since they compromise the safety 
and quality of the treatments. 

 
Question 15: How would the draft approaches impact the medical organizations that use 
the NRC's T&E requirements as a basis for establishing their training programs? 

Implementing the proposed reduction on training and experience for practitioners of 
radionuclide therapy would undercut the organizations that have maintained the 
safety and quality of such treatment. 

 
Question 16: Are there concerns regarding implementation and/or viability for any of the 
approaches discussed above? 

Certainly! The concerns are real because such reduction in training and experience, 
and the expansion into facilities that are not equipped to handle the quality and 
safety procedures necessary for such treatments will have detrimental results in 
treatments and safety to the staff and public. 

 
Question 17: Are there any unintended consequences of the draft approaches? 

Yes! See the responses to Questions 3, 7, 10, 11, 14-16. 
 
Question 18: Which of the draft approaches best positions the NRC to effectively 
regulate future radiopharmaceuticals? 

The current approach, with the addition of the recommendations in Questions 1 and 
6, serves patients and the community well. 

 
Question 19: Should the NRC continue to play a role in the review and approval of AUs? 

Yes, although certification by the appropriate radiological certification board should 
pervade prima facie evidence of qualification to be an AU. 

 
In summary, the current regulatory required training and experience has provided safe 
and effective radiopharmaceutical therapy for decades and should not change. 
 
Sincerely, 

 
Bruce Thomadsen 
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