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June 27, 2022 
 
 
John R. Tappert 
Director 
Division of Rulemaking, Environmental, and Financial Support 
Office of Nuclear Material Safety and Safeguards 
U.S. Nuclear Regulatory Commission 
Submitted electronically via https://www.regulations.gov/ 
 

Re:  Docket No. NRC–2017–0031; Decommissioning Financial Assurance for Sealed and 
Unsealed Radioactive Materials 

 
Dear Mr. Tappert: 
 
On behalf of the Society of Nuclear Medicine and Molecular Imaging (SNMMI),1  I appreciate the 
opportunity to comment and inform the U.S. Nuclear Regulatory Commission (NRC) on 
Decommissioning Financial Assurance (DFA) for Sealed and Unsealed Radioactive Materials.  
According to the regulatory basis document [ML21235A480]: 
 

NRC staff is recommending that the agency conduct a rulemaking as described in 
Alternative 2. Under Alternative 2, the NRC would update Appendix B to 10 CFR Part 
30 using the list of radionuclides and possession values from Appendix C, “Quantities 
of Licensed Material Requiring Labeling,” to 10 CFR Part 20, “Standards for 
Protection Against Radiation.” Additionally, the NRC would revise Appendix B to 10 
CFR Part 30 to clarify that only radioactive materials with half-lives greater than 120 
days are subject to DFA. Finally, the NRC would change the title of Appendix B to 
reflect its use in determining DFA requirements. 

 
We do agree with NRC staff that Alternative 2 will provide the fastest regulatory relief to stakeholders 
that have requested rulemaking and will offer an expeditious solution to the DFA concerns for licensees 
that currently use or plan to use the unlisted NARM radionuclides, especially in the diagnosis and 
treatment of diseases. However, we are concerned that this alternative does not address one important 
radionuclide and increases decommissioning costs for alpha-emitting radionuclides by changing 
thresholds. For example, in reviewing Alternative 2, it addresses issues with Ti-44 (limit increases to 
100 mCi), Ge-68 (limit increases to 1 Ci), and Lu-177m (limit increases to 1 Ci).  Most importantly, 
Alternative 2 does not address issues with Sr-90 (limit of 10 mCi), Ac-227 (limit of 0.1 mCi), and Th-
228 (limit of 0.1 mCi). 

 
We ask NRC to consider the following as it reviews the implications for nuclear medicine and 
molecular imaging products.  Ideally, NRC should exempt medical use in research from 

 
1 SNMMI’s more than 15,000 members set the standard for molecular imaging and nuclear medicine practice by 
creating guidelines, sharing information through journals and meetings, and leading advocacy on key issues that 
affect molecular imaging and therapy, research, and practice. 
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decommissioning funding plan (DFP) requirements. Currently, there is work ongoing with long-lived 
radionuclides in alpha generators. Alpha-emitters have benefits that other radionuclides do not offer. 
For example, one can deliver a lower amount of radioactivity to patients using alpha emitters while 
still getting good and often superior results. Additionally, while the Society understands NRC uses 
DFA requirements to ensure that the decommissioning of licensed nuclear facilities is performed in a 
safe and timely manner (and to ensure that adequate funds are available to complete decommissioning), 
such DFA requirements are more geared toward larger facilities. These facilities include power 
reactors, research test reactors, uranium recovery sites, fuel cycle facilities, etc. Currently, no medical 
sites are listed as sites undergoing decommissioning.2  
 
SNMMI emphasizes that safety is our concern, but we wish to avoid policies that negatively impact 
patient access to and severely limit research to develop life-saving radioisotopes. Therefore, we would 
advocate for Alternative 5. According to the regulatory basis document: 
 

This alternative considers combining Alternatives 2 and 4 into a multistep rulemaking 
process. The NRC would update the values in Appendix B to 10 CFR Part 30 as 
outlined in Alternative 2, developing a more up-to-date and risk-informed table of 
values for use in assessing decommissioning funding costs. This addresses the concerns 
outlined in the petition and the direction provided by the Commission. The NRC then 
would investigate a more modern, risk informed approach for developing and 
maintaining an up-to-date DFP, with contractor assistance and input from the public. 
 

Alternative 5 combines the benefits of accomplishing more expedited rulemaking of Alternative 2 (for 
the items that we agree need changing) while also incorporating forward-looking, extensive 
rulemaking (Alternative 4) that is needed for our field to thrive. For example, Ac-225 was not on the 
radar in 2017, much less Ac-227, indicating the need that a long-term solution is needed (in addition 
to a short-term band-aid provided by Alternative 2). Other examples of necessary new rulemaking 
include the revision of limits for Ti-44, Ge-68, Lu-177m, Sr-90, Ac-227, and Th-228. With respect to 
generator systems. Sr-90 is the parent for Y-90 generators (a potential source of nuclides for beta-
emitting therapies), and there is a clear need for Ac-227/Ra-223 and Th-228/Pb-212 generators.  
 
Additionally, SNMMI would like to respond to the following questions in the Federal Register notice: 
 

The NRC is seeking comments on possible impacts to small entities. Section 2.810, “NRC size 
standards,” provides specific size standards to determine whether a licensee qualifies as a 
small entity in its regulatory programs. The NRC is interested in the number of small entities 
that would be impacted by these changes, as well as the types of impacts the changes being 
proposed by this rulemaking would have on them.  

 
Unfortunately, we do not have a quantitative answer to provide, but the use of generators is 
expanding particularly with the approval of the PSMA agents that utilize Ga-68 which is 
largely derived from the Ge-68 and Lu-177 that includes the impurity 177m- not to mention 

 
2 https://www.nrc.gov/info-finder/decommissioning/index.html 
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the agents used to treat patients with neuroendocrine tumors. Based on the positive results 
observe for these Lu-177 agents, there are a number of other agents that are undergoing 
evaluation including FDA-approved Xofigo® which includes Ra-223 that comes from the Ac-
227 generator.  There is growing work that has increased in the research and evaluation of 
alpha emitters including Ac-225, Th-227 and Pb-212 (to name a few), which has sharply 
increased since 2005 based on the results indicating positive clinical responses in patients 
unresponsive to standard treatments and other radionuclides. 

 
The NRC also is seeking comments on other benefits of the rulemaking, such as supporting 
advancements in science and technology, enabling uses of radioisotopes that would reduce 
effective doses to patients or overall costs to patients, and reducing costs to licensees who 
currently must develop decommissioning funding plans. Please provide quantitative 
information on costs and benefits, if available. 

Many of the isotopes listed are used in what are called theranostics-using imaging for diagnosis 
and to inform therapy.  This determines what therapy a patient should receive and at what dose.  
Thus, patients that are determined not to benefit are saved from receiving a treatment and dose 
that will not result in a positive response.  Further imaging can indicate the need to switch from 
a radionuclide that could result in intolerable toxicity to a radionuclide that is more responsive 
such as seen in clinical trials with PSMA when imaging showed patients either were not 
responding to beta emitters or that the tumor burden required switching to alpha emitters to 
mitigate toxicity to normal tissues.  Alpha- emitters can be administered in targeted therapy 
applications in lower radioactivity levels than the beta emitters due to the higher doses emit 
upon decay.   

 
In conclusion, and in light of our recommendations above, it is evident a new methodology and 
framework to determine decommissioning costs must be established to be flexible and responsive to 
emerging technologies which may be unknown in the present rulemaking period. Thus, we recommend 
that the agency establish a clear and responsive pathway for stakeholder input to address future limit 
determinations for decommissioning costs.     
 
Thank you again for the opportunity to provide public comment and to improve patient access to life-
saving radionuclides while ensuring safety. Please contact Julia Bellinger, Director of Health Policy at 
jbellinger@snmmi.org or (703) 326-1182 with any further questions on this important issue. 
 

Respectfully Submitted,  
 
 

 
 
Munir Ghesani, MD 
President, SNMMI 
 

mailto:jbellinger@snmmi.org
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