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General Comment
I fully endorse the NRC granting the petition for rulemaking (Docket ID NRC-2020-0141) by 
Lucerno Dynamics, LLC, that would require licensees to report nuclear medicine extravasations 
that exceed the NRC's existing medical event reporting limits. My endorsement is based on the 
following:

I. Background: As a former practicing attorney and current business operator, I began
researching this petition by trying to understand the purpose and mission of the NRC. What I
learned on the NRC website is that the NRC was created as an independent agency by Congress
in 1974 to ensure the safe use of radioactive materials for beneficial civilian purposes while
protecting people and the environment. This purpose is reiterated by the motto Protecting
People and the Environment which appears as part of the NRCs logo. My assumption,
therefore, is that the NRC would approach this petition from a patient safety first perspective.
Additionally, I learned that the NRCs vision is to approach decision-making based on the
Principles of Good Regulation which rely on independence, openness, efficiency, clarity and
reliability. What really stood out to me in reading the description of these principles were these

Page 1 of 2

12/16/2020https://www.fdms.gov/fdms/getcontent?objectId=090000648496fe67&format=xml&sho...

418PRM-35-22
85 FR 57148



two (2) statements: Final decisions must be based on objective, unbiased assessments of all 
information [including advances in science and technology], and Regulations should be based 
on the best available knowledge from research and operational experience. I couldnt agree more 
with this approach. In my world, the best decisions are based on the most relevant and timely 
facts.

II. Facts have changed: 

1. In 1980, the NRC created an exemption from reporting extravasations that exceed established 
thresholds because they are virtually impossible to avoid.
2. There are numerous examples establishing that extravasations can be substantially reduced 
and/or avoided altogether through adequate quality control and training methods. Even 
opponents to removing this reporting exemption acknowledge that training is a necessary means 
to reducing extravasations.
3. Technology is now available to monitor and quantify the impacts of extravasations. 
4. Ms. Laura Weil, the sole Patient Rights Advocate on the ACMUI, who represents the best 
interests of medical patients, dissented from the findings of the ACMUI Subcommittee on 
Extravasation; she wrote that the current specific exclusion of extravasation is inconsistent with 
other regulation(s) and (is) unwarranted.
5. There are now many experts in the field, including the Organization of Agreement States and 
Dr. Darrell Fisher (former member of ACMUI and Past President of the Health Physics 
Society), who acknowledge that this exemption should be overturned to improve patient safety.
6. The primary argument against reporting extravasations has gone from virtually impossible to 
avoid to a practice-of-medicine issue in an attempt to remove extravasations from the 
jurisdiction of the NRC. 

III. Extravasations have proven to be an immediate safety concern for patients:

1. Infiltrated injections have proven to adversely affect both qualitative and quantitative 
interpretations of PET scans. This finding has been publicly affirmed by the four (4) leading 
nuclear medicine medical societies.
2. Although more studies are needed, infiltrations in excess of reporting limits can damage soft 
tissue and cause potential longer-term harm (i.e. adverse tissue reactions). Note: many 
opponents of this rule change dont argue against this fact in therapeutic extravasations, and in 
diagnostic extravasations they suggest the harm is either infrequent or that they have not 
encountered such during their years of practice.
3. The practice of Nuclear Medicine and the utilization of PET scans are invaluable tools in 
patient care, and they are here to stay. That said, now that we know there is the potential for 
patient harm, the NRC must continue to endorse a safety culture and ensure that patients and 
providers are apprised of when extravasations occur that exceed medical event limits...even if it 
creates an administrative burden on licensees to report such.

Finally, in light of these evolving facts and known safety concerns, this extravasation issue is 
not going awaynor should it. My hope is that the NRC will follow the facts and fulfill its 
mission of protecting people by acting in support of this petition to remove the exemption for 
extravasations exceeding the reporting thresholds.
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