
 

 
 

 
 
 
November 25, 2020 
 
 
Submitted via regulations.gov 
 
Attn: Pamela Noto 
Office of Nuclear Material Safety and Safeguards 
U.S. Nuclear Regulatory Commission 
Washington, DC 20555-0001 
 
Re: (Docket ID NRC-2020-0141; PRM-35-22) Petition for rulemaking; notification of docketing and 
request for comment; Reporting Nuclear Medicine Injection Extravasations as Medical Events; 
Comments of the American College of Radiology 
 
The American College of Radiology (ACR)—a professional association representing nearly 40,000 
diagnostic radiologists, interventional radiologists, nuclear medicine physicians, radiation oncologists, and 
medical physicists—appreciates the opportunity to provide input to the Nuclear Regulatory Commission 
(NRC) on the May 18, 2020 petition for rulemaking (PRM-35-22) filed by Ronald K. Lattanze of Lucerno 
Dynamics, LLC—the manufacturer of a device that would likely directly benefit financially if the petition 
is granted—and the ca0 Td
(Tgy (f)5 0 Td
[oki(TJ
1.
( )T0.004 s. no ).44 0 Td
( )CTd
[(D)2[T0.0).004cez ectly  

15, 2020 (85 FR 57148; Docket ID NRC-2020-0141). The following ACR comment submission was 
compiled under the leadership of the Commission on Government Relations-Federal Regulatory 
Committee, Commission on Medical Physics-Government Relations Committee, Commission on Nuclear 
Medicine and Molecular Imaging, and Commission on Radiation Oncology, with feedback from interested 
ACR members.   
 

Historical Overview and Concordance of Terms 
 
In PRM-35-22, the petitioner requested that NRC revisit its exemption policy for nuclear medicine 
intravenous (IV) injection extravasations1 from medical event reporting requirements in 10 CFR 35.3045, 
and to further require reporting as medical events any extravasations that result in a localized dose 
equivalent exceeding 50 rem (0.5 Sv).  
 
Historically, NRC has exempted nuclear medicine injection extravasation from medical event and previous 
misadministration reporting. The exemption policy was explicitly referenced in 1980 and has been 
reexamined by the NRC Advisory Committee on the Medical Uses of Isotopes (ACMUI) in accordance 
with the transparency requirements of the Federal Advisory Committee Act. In every periodic review, the 

 
1 We note that NRC’s understanding of “extravasation” as synonymous with “infiltration” may differ from clinical usage of this 
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ACMUI has definitively 
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ACR’s General Concerns and Comments on PRM-35-22 

 
I. NRC’s Medical Event Reporting Rationale Does Not Support This Change in Policy 
The NRC’s documented justification for the existence of medical event reporting and notification 
requirements under §35.3045 would be inapplicable to the petitioner’s requested change in PRM-35-22. 
The NRC’s
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(b) Concern regarding punitive impact of reportable medical events 
While NRC generally regards medical event reporting as a non-punitive information collection for 
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notification typically before facts and circumstances can be comprehensively verified by the licensee, and 
the benefit to NRC of these preliminary notifications are debatable. The appropriateness of the notification 
timeframe for NRC’s limited purposes has been called into question many times before, and there are valid 
reasons to suggest that §35.3045 itself could be narrowed in scope to decrease the imposition on practice of 
medicine and provide more flexibility. The inherent burden of the §35.3045(e) timeline would be 
exacerbated by the complex injection site dosimetry and personnel commitments implicated by the request 
in PRM-35-22. 
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cybercrime—often, breaches are enabled by web-exposed medical devices, and this is an area of increased 
scrutiny and tightening by provider institutions;7 and, 

�x Reasonable compliance alternatives are not discussed for licensees unable or unwilling to acquire the 
petitioner’s specific products and services. 
 

IV. Financial Conflict of Interest of Petitioner 
Per NRC’s obligation under §2.803 to consider the merits of the petition, the NRC should review the 
financial conflict of interest of the petitioner and all documentation supporting PRM-35-22. As of this 
writing, PRM-35-22 is the only petition among twenty-one PRMs under active NRC consideration that has 
been filed by a private company.8 The four PRMs attributed by NRC’s data collection to “industry 
representatives” were filed by trade associations acting on behalf of the interests of multiple entities, and 
were not implicitly or explicitly seeking policy changes to create or expand market demand for specific 
products and services. The NRC’s handling of PRM-35-22—in addition to its previous handling of SECY-
20-0005—would create a precedent and roadmap for future private companies interested in wielding 
NRC’s regulatory authority to sell their wares. 
 
The practical effect of PRM-35-22 would be to require clinical use of injection site dosimetry technologies 
during all relevant administrations to enable novel dosimetry in the rare event of extravasation which 
would not demonstrate actual patient harm or radiation safety significance. The petitioner’s company 
manufactures, distributes, and/or licenses monitoring devices and services of the kind implicitly required 
for compliance with the requested regulatory revision. The petitioner’s device or a similar competing 
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and radiation oncology departments and into referring specialty departments, with therapeutic 
administrations being handled by associated nursing staff instead of nuclear medicine, radiation oncology, 
or nuclear radiology teams that provide these therapies currently. 
 
The basis for the NRC staff-recommended rulemaking plan in SECY-20-0005 was an assumption that 
unitized dose delivery systems are intrinsically safe to be managed by 
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One officially-documented example is an 
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including the hands, and it is far more likely that manifestation of the lesion in the cited case was 
coincidental rather than being directly caused by the extravasate. 
 
Extravasation cases involving nonradioactive agents or contrast media are generally of much greater 
clinical significance, and accepted practices are in place to help physicians evaluate and respond to such 
incidents. The ACR’s Committee on Drugs and Contrast Media maintains the popular publication, “ACR 
Manual on Contrast Media,” which includes a chapter on extravasation of nonradioactive contrast. 
Radiology residents are well-trained on IV quality practices and extravasation concerns in general. Also, 
the ACR administered its Intravascular Contrast Extravasation (ICE) registry until it was discontinued in 
December 2016. The ICE registry did not collect data on nuclear medicine and molecular imaging agents 
as these were considered insignificant from a clinical perspective compared to nonradioactive contrast 
media.12, 13 
 
Nuclear medicine injection extravasation is generally not considered to be a practical concern beyond what 
is appropriately addressed through quality and safety processes within a given institution. In almost all 
cases, administered material is small volume and without inherent risk to tissue, and in most cases, 
dissipated and absorbed from the tissues—therefore, it should not be auto (o)2 ((n5-2 (e19(t a8)]TJ
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Additionally, there is no standard methodology recommended or adopted by professional radiological 
societies for assessing and documenting extravasations quantitatively. Each licensee would be encumbered 
with implementing a valid methodology using the technology they have a
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There is no unconflicted and trustworthy evidence that a mandate to conduct injection site dosimetry for 
every relevant administration would be helpful or justifiable within the limitations of NRC’s regulatory 
authority. NRC should consider the advice of the ACMUI as well as the previously discussed negative 
effects, burdens, impositions, and consequences of the request in PRM-35-22. 
 

Conclusion 
 
The ACR appreciates the opportunity to provide feedback on PRM-35-22 and NRC’s corresponding 
request for comments.  We believe there are numerous valid reasons to deny the request in PRM-35-22 for 
a quantifiable dose threshold that would necessitate the use of dedicated compliance technologies to enable 
novel site injection dosimetry during each relevant IV administration of byproduct material. Most 
importantly, it would be an intrusive, expensive, resource-intensive, and burdensome imposition into the 
practice of medicine without justification under NRC’s current policies, including the agency’s long-
standing rationale for medical event reporting.  
 
Extravasation is generally unavoidable and unpredictable when best IV access practices and standards are 
followed, and in the case of byproduct material, is rarely of clinical or radiation safety significance. If 
further agency action is desired, we believe it is more reasonable and practicable for NRC to classify 
extravasation as an unintentional “patient intervention” subject to the significantly higher harm standard of 
§35.3045(b), which requires the physician-AU’s medical judgement to determine whether permanent 
functional damage to an organ or a physiological system has occurred or will occur. We believe that 
appropriately limiting the focus of reportable extravasations in this manner would avoid most of the 
associated 


