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To Whom It May Concern:

Please see attached public comment regarding Docket ID NRC-2020-0141.

Thank you for your consideration,
-- 
Nicholle Karim, MSW, LCSW
Policy Liaison
North Carolina Healthcare Foundation
919-677-4105 | office
919-816-7056 | cell
nkarim@ncha.org
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November 18, 2020 
 
Annette L. Vietti-Cook 
Secretary, U.S. Nuclear Regulatory Commission 
Washington, D.C. 20555-0001 
ATTN: Rulemakings and Adjudications Staff 
Docket ID NRC-2020-0141 
 
Ref: Proposed changes to the U.S. Nuclear Regulatory Commission regulations 
Submitted via email to Rulemaking.Comments@nrc.gov  
 
 
Dear Secretary Vietti-Cook: 
 
The North Carolina Healthcare Association (NCHA) represents over 130 hospitals and health 
systems in North Carolina who care for North Carolinians. Our mission is to improve the health 
of the communities where we live and work by advocating for sound public policy and 
collaborative partnerships. NCHA believes in a North Carolina where high-quality health care is 
accessible and equitable for all. Thank you for the opportunity to comment on the proposed 
changes to the U.S. Nuclear Regulatory Commission regulations.  
 
We are writing to urge the U.S. Nuclear Regulatory Commission to reject Mr. Ronald Lattanze’s 
petition dated May 18, 2020 (Docket ID: NRC-2020-0141). If adopted, this petition for rulemaking 
would require nuclear medicine practitioners to report many extravasations of 
radiopharmaceuticals as medical events under 10 CFR 35.3045. We request rejection of this 
petition for the following reasons: 
 
Preventing and treating extravasations of radiopharmaceuticals is a medical practice 
issue. Extravasation events require no additional regulation by the U.S. NRC, an agency whose 
founding purpose is prevention of a major nuclear power reactor accident that would threaten 
public health and safety.  Professional medical organizations such as The Joint Commission, 
the Society of Nuclear Medicine and Molecular Imaging and the American College of Radiology 
have accrediting and reporting programs in place that adequately protect the health and safety 
of the public. Adding additional reporting to the U.S. NRC is duplicative, as the above-mentioned 
medical organizations regulate and monitor patient safety standards.  
 
The NRC's exemption of extravasations of diagnostic radiopharmaceuticals from its 
medical event definition has been in place for four decades. It has been reviewed 
periodically, most recently in March 2020, when the NRC's medical use advisory committee once 
again recommended that the exemption be maintained.  The petitioner claims that diagnostic 
extravasations may be causing patient harm because there has been no rigorous “clinical trial” 
type of follow-up program for them.  That allegation of harm from diagnostic infiltrations is not 
supported by decades of clinical experience nor recognized by patient safety organizations as a 
serious issue.  
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Adoption of this petition would have significant negative impact on the nuclear medicine 
practitioners in our state, and on the hospitals where their practices are based. 
Approximately 75 million radiopharmaceutical administrations are performed annually in the 
United States, many of them in North Carolina.  The petitioner maintains that virtually all nuclear 
medicine infiltrations can be prevented.  However, if even a tiny fraction of the millions of 
injections of diagnostic radiopharmaceuticals were to be classified as medical events, the time 
and resources that would have to devoted to reporting them under the burdensome requirements 
of 10 CFR 35.3045(d) – (g) would be enormous and would contribute little to the health and 
safety of North Carolina residents.  The very rare infiltrations of therapeutic radiopharmaceuticals 
that result in actual harm would be included in The Joint Commission’s program for reporting 
“sentinel events.” 
 
Furthermore, determining whether an infiltration exceeds the tissue radiation dose reporting 
threshold (0.5 sievert) requires practitioners to calculate the radiation dose to the skin. The 
technical issues of measuring the infiltrated radioactivity and the volume of infiltrated tissue 
aside, there is no widely accepted way to calculate radiation doses to the skin from 
extravasations. Radiation dosimetry is beyond the scope of practice for many nuclear medicine 
practitioners and would require them to engage the services of medical physics consultants.  
 
The petitioner overstates the problems associated with diagnostic infiltrations. Mr. 
Lattanze purports that errors in calculation of PET imaging parameters such as SUV and clinical 
misinterpretation of infiltrated activity as “false positives” are serious patient care issues that 
require NRC intervention.  For example, he cites a few isolated case reports of extravasations, 
some decades old, leading to false-positive lymph node uptake.  Qualified practitioners are 
aware of this and take this into consideration when interpreting images. He makes a number of 
similar arguments that he asserts would be remedied by requiring practitioners to report 
extravasations to the NRC.  Virtually all of the issues raised by the petitioner would be more 
effectively addressed by quality control programs, not by reporting to the U.S. NRC. 
 
In conclusion, we respectfully request that this petition be rejected. If you have questions, please 
contact me at slawler@ncha.org or Nicholle Karim at nkarim@ncha.org.  
 
Sincerely, 
 
 
 
 
Stephen J. Lawler 
President and CEO 
North Carolina Healthcare Association 
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