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General Comment

As an Associate Professor of Radiology with a focus on Nuclear Medicine imaging at Duke University, I
am in full support of the Society of Nuclear Medicine and Molecular Imaging (SNMMI), the American
Society of Nuclear Cardiology (ASNC), and the American College of Nuclear Medicine (ACNM) recent
consensus document that extravasations are a medical practice issue, and therefore should follow the 1980
National Regulatory Commission (NRC) decision which exempts extravasations as reportable medical
events. Such extravasations (i.e. blood/products leaking from the intended blood vessel being injected) of
diagnostic radiotracers (i.e. those metabolically active chemicals or pharmaceuticals, suitably labeled with
a radio-active atom whose decay yields gamma rays which can be imaged with external passive devices,
and are injected for diagnosis of disease or normalcy through imaging) are few and far between on a
routine basis (Wong et al. J Nucl Med Technol 2019; 47:326-331). Note that "diagnostic"
radiopharmaceutical imaging only includes very small amounts of radioactivity, whereas "therapeutic"
administration of larger quantities of the same compound (or one where the only difference is the
radioactive tag or label) provide a direct therapeutic benefit for patients' health. A therapeutic injection is
preceded by an even smaller-than-diagnostic-dose test dose as a precaution in order to minimize or avoid
extravasation. Thus, it would be contradictory to consider the test dose a "medical event" since it is meant
to improve patient safety already. It would be an expensive, unwieldy and unnecessary burden,
furthermore, to monitor every diagnostic injection in the same way as for the considerably longer-infusion
therapeutics are administered. It is important to note that the injection of therapeutic doses follows similar
protocols as for the injection of non-radioactive chemo-therapeutics, which cannot be monitored since
they are not radioactive, but whose functional activity is due to their overall chemo-toxicity.

The bottom line is that the proposal petition to amend 10 C.F.R. 35.2 and 10 C.F.R. 35.3045 to require the
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reporting of extravasations that exceed a vanishingly small amount of radioactivity is an unnecessary
burden and large expense on the medical system (e.g. buying a monitoring system which can be useful for
therapeutics but used for diagnostics, the time for monitoring, the added costs to the patients). The safety
of injected radiotracers during diagnostic imaging has been well established world-wide since the 1980
NRC ruling. Monitoring the therapeutic administration of larger quantities of radiopharmaceuticals
(again, distinguished from "tracers" that have *minimal* radio or chemical impact on biological tissues)
would be useful. With continued efforts from organizations like the SNMMI, ASNC and ACNM, as well
as European and Austral-Asian organizations, teaching proper and safe injection techniques which are
practiced world-wide already eliminates the need for extravasation monitoring for small amounts of
radioactivity (i.e. test doses or diagnostic quantities).
 
Sincerely , Martin Tornai, PhD




