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November 30, 2020 

Kristine L. Svinicki, Chairman  
Nuclear Regulatory Commission  
Mail Stop O-4F00 
Washington, DC 20555-0001 
 
Re: Petition for Rulemaking: Reporting Nuclear Medicine Injection Extravasations as 

Medical Events [Docket No. PRM-35-22; NRC-2020-0141] 
 
Dear Chairman Svinicki,  
 
The American Society for Radiation Oncology (ASTRO) appreciates the opportunity to submit 
comments on the Reporting Nuclear Medicine Injection Extravasations as Medical Events 
petition for rulemaking, published in the Federal Register on September 15, 2020. ASTRO 
believes that adding NRC oversight of extravasation will unnecessarily increase regulatory 
burden for licensees without a radiological or patient safety benefit, and therefore we oppose 
rulemaking in this matter.  
 
ASTRO is the largest radiation oncology society in the world, with more than 10,000 members 
who specialize in treating patients with radiation therapies. As the leading organization in 
radiation oncology, biology and physics, the Society is dedicated to improving patient care 
through education, clinical practice, advancement of science and advocacy. ASTRO’s highest 
priority has always been ensuring patients receive the safest, most effective treatments. 
 
The petition for rulemaking, filed by Lucerno Dynamics, LLC on May 18, 2020, requests the 
NRC to revise its medical event reporting regulations to “require the reporting of extravasations 
that exceed a 0.5 Sv (50 rem) dose equivalent to tissue.” 
 
In its 1980 Misadministration Reporting Requirements Final Rule (Federal Register, Vol. 45, No. 
95, Page 31701-31704), the NRC defines extravasations as “the infiltration of injected fluid into 
the tissue surrounding a vein or artery.” The NRC further states that “Extravasation frequently 
occurs in otherwise normal intravenous or intraarterial injections. It is virtually impossible to 
avoid. Therefore, the Commission does not consider extravasation to be a misadministration.” 
Extravasations are not unique to the administration of diagnostic or therapeutic 
radiopharmaceuticals and occur in other areas of medical care. Monitoring extravasations is a 
medical issue that is overseen by the licensee’s quality management program.  
 
Current medical event reporting requirements are found under 10 CFR 35.3045, Report and 
notification of a medical event. ASTRO believes that the requested change is unwarranted as 
extravasations, should they “exceed a 0.5 Sv (50 rem) dose equivalent to tissue”, are reportable 
under either 10 CFR 35.3045(a)(1)(i) or 10 CFR 35.3045(b).  

https://www.nrc.gov/reading-rm/doc-collections/cfr/part035/part035-3045.html


  
 

  
 

10 CFR 35.3045(a)(1)(i): A licensee shall report … A dose that differs from the 
prescribed dose or dose that would have resulted from the prescribed dosage by more 
than 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 rem) to an organ or tissue, or 
0.5 Sv (50 rem) shallow dose equivalent to the skin; [Emphasis added.] 

 
10 CFR 35.3045(b): A licensee shall report any event resulting from intervention of a 
patient or human research subject in which the administration of byproduct material or 
radiation from byproduct material results or will result in unintended permanent 
functional damage to an organ or a physiological system, as determined by a physician. 
[Emphasis added.] 

 
In 2019, an NRC Advisory Committee on the Medical Use of Isotopes (ACMUI) subcommittee 
reviewed the 1980 decision discussed above, and concluded that “extravasation is a practice of 
medicine issue and not an item that needs to be regulated by the NRC.” The subcommittee 
recommended that “extravasations that lead to ‘unintended permanent functional damage’ be 
reportable as a Medical Event under 10 CFR 35.3045(b).” ASTRO supports the ACMUI’s 
recommendation and questions the need for rulemaking.  
 
In a presentation to the ACMUI on March 30, 2020, NRC staff discussed 5 medical events using 
radiopharmaceuticals reported in 2019, including 2 events using Ra-223 dichloride, and 3 events 
using Lutetium-177. The descriptions presented to the ACMUI of the 5 events do not indicate 
extravasation occurred. Five reported events are a very small percentage when compared to CMS 
utilization data showing that there were approximately 3,000 therapeutic radiopharmaceutical 
infusions performed in 2018.  
 
Additionally, as indicated in the self-reported data, none of the 28 out of 15,509 total events 
entered into RO-ILS: Radiation Oncology Incident Learning System®1 that were related to 
radiopharmaceuticals have been reported to either the NRC or an Agreement State.  
 
Finally, we believe it is important to note that Lucerno Dynamics manufactures the Lara® 
System, which provides “quality control and quality assurance for nuclear medicine injections” 
by monitoring and detecting extravasations. Even without purchasing a Lara System, licensees 
would be forced to use additional time and resources, that are not otherwise reimbursed, to 
monitor for extravasation to comply with this suggested regulatory change for every 
radiopharmaceutical administration. More importantly, patients would be unnecessarily 
inconvenienced due to this additional required monitoring without a discernible benefit to patient 
safety. If the NRC proceeds with rulemaking, it will essentially be handing an unfunded mandate 
to all licensees who administer radiopharmaceuticals, whether for diagnostic or therapeutic 
purposes. Additionally, ASTRO is concerned that the submission of the petition by a 
manufacturer of a device that would directly benefit from the change in regulations constitutes a 
conflict of interest, and cautions the NRC in their decision making on this petition.  
 

 
1 RO-ILS is the only medical specialty society-sponsored radiation oncology incident learning system. Sponsored by 
ASTRO and the American Association of Physicists in Medicine (AAPM), the mission of RO-ILS is to facilitate 
safer and higher quality care in radiation oncology by providing a mechanism for shared learning in a secure and 
non-punitive environment. 



  
 

  
 

Given the fact that extravasations, should they occur to the extent the petitioner recommends, are 
covered under the current regulations and the associated additional burden posed to licensees, we 
oppose any changes to the current regulations. We appreciate the opportunity to provide 
comments on this important issue. Should you have any questions, please contact Cindy 
Tomlinson, Senior Patient Safety and Regulatory Affairs Manager at cindy.tomlinson@astro.org 
or 703.839.7366. 
 
Sincerely, 
 

 
Laura I. Thevenot 
Chief Executive Officer 
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