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November 30, 2020 

The Honorable Kristine L. Svinicki 
Chairman 
U.S. Nuclear Regulatory Commission 
Washington, DC 20555-0001 

Subject:  Docket No. PRM-35-22, NRC-2020-0141 

Dear Chairman Svinicki: 

As the duly appointed Radiation Safety Officer for the University of North Carolina School of 
Medicine and the UNC Medical Center (a teaching hospital), I am license-bound to organize and 
hold quarterly meetings of the Radiation Safety Committee.  The Committee is made up of NRC 
required representation and includes (but not limited to) Nuclear Medicine Physician Authorized 
Users, Radiation Oncology Authorized Users, Authorized Medical Physicists, Authorized 
Nuclear Pharmacists, and Radiology Administration. 

I want to report that the Committee discussed the subject petition for rule-making and 
unanimously reject additional rulemaking for reporting extravasations as medical events at their 
October 2020 meeting.  The Committee acknowledges that extravasations may occur but that 
there are quality improvement programs in place to address these issues and that the present 
regulatory framework is sufficient to address these occurrences.  As the petitioner stated, there 
may not be a specified infrastructure for evaluating every administration for extravasations, but 
to suggest that this is an unknown common occurrence for which nothing is done is simply not 
true.  The Committee feels that this is not a patient safety issue, but would introduce a significant 
regulatory burden that would, in fact, compromise patient care.  The clinical resources that 
would be required to evaluate each and every administration would be enormous without a 
corresponding patient benefit.  The Committee feels that all extravasations cannot be prevented 
but that quality improvement programs keep them at a minimum. 

The impact would be significant for the Radiation Safety Office as well.  The NRC has a well 
prescribed, comprehensive, and thorough process for reporting a medical event, carrying out 
investigations, reporting to attendings, informing patients, developing correction actions, etc.  
This is a significant process which is not the ideal process to handle situations for which the 
action is not always preventable or a result of error; and that corrective action may not be much 
more than “be more careful next time”.  Also, the lack of maturity in the dosimetry methodology 
for extravasations would require the NRC to develop guidance for consistent dose calculations 
before the requirement should even be implemented.  With all due respect, the NRC may not be 
the appropriate agency or technical body to establish such methodology.   
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In addition, as adjunct faculty in the UNC School of Public Health, I can confirm that 
extravasation from radiopharmaceutical administrations has not been on the radar of Public 
Health and patient safety concerns.  This is not to argue that extravasations do not occur, but it is 
to say that if there is a wide-spread occurrence of significant extravasations that result in a 
patient safety issue, in all likely hood, this would be on the radar of public health issues to be 
studied for the sake of prevention or improvement.  To suggest that there may be a population of 
people suffering from an unknown tissue detriment (with no corresponding investigation or 
reporting; but that has a simple correlation to a radiopharmaceutical administration) that is not 
detectable seems to be unrealistic. 

Thank you for your consideration and opportunity to provide comments.  Should you have any 
questions, please contact me at the Radiation Safety Office at UNC Chapel Hill, at 919-962-
5711. 

 

Sincerely, 

 

Roger Sit, Ph.D, CHP 
Radiation Safety Officer 
Adjunct Faculty, UNC School of Medicine, Department of Radiologic Sciences 
Adjunct Faculty, UNC School of Public Health, Dept.of Environmental Science and Engineering 
Adjunct Faculty, NCSU School of Engineering, Department of Nuclear Engineering 


