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September 25, 2020
Docket ID NRC-2020-0141
Dear NRC Representative:

| am not a doctor. | lead a consulting business that focuses on implementing continuous improvement mostly
with medical device companies. My brother is an oncologist, my uncle is a radiation oncologist, my sister works
in a cath lab. Prior to consulting, | worked at a drug infusion pump company —so, | do understand the
importance of patient safety & proper injection techniques. Unfortunately, my father-in-law (and multiple
friends) passed away from cancer. So, fighting this disease and cardiovascular disease is personal to me!

When | decided to express my opinion on this topic, the first thing | did was look-up your mission. According to
my research... “The NRC licenses and regulates the Nation’s civilian use of radioactive materials to protect public
health and safety, promote the common defense and security and protect the environment.”

When | researched this, | found out that the NRC considered making high-dose infiltrations a reportable event in
the past. To be honest, | was disappointed to learn that the NRC has not moved to protect public safety sooner.

As best as | could determine, there are two main reasons for the NRC’s past actions. 1) Your advisory committee
was concerned about the “administrative burden” and 2) There was a concern that infiltrations / extravasations
are “nearly impossible to avoid”. | understand there may be others as well.

On point (1) above, don’t your current regulations require the reporting of almost any other exposure to the
exact same amount of radiation? Would not these other medical events require the exact same “administrative
burden”? Or is it a concern about the high frequency of these events? In reviewing the petition, your own
advisory committee confirmed the high frequency in their 2008 and 2009 meetings. If that is the case, then
there is, in fact, greater justification for reporting. On point (2), my experience tells me that improvements can
always be made. If you have never heard of the “Hawthorn Effect”, | would encourage you to look it up. The
bottom line of the study is you can improve things just by measuring them. In addition, if indeed these
extravasations can’t be avoided — wouldn’t that prove the need to regulate their safety. If not the NRC, then
who? Who is protecting the patient from an issue where high doses of radioactive material can be improperly
injected into the patient’s tissue? And without required reporting, who notifies the patient and their doctors
when these events happen?

Finally, as | said earlier —fighting cancer & cardiovascular disease is personal to me. Because of my background, |
know the importance of an accurate nuclear medicine scan. When the delivered dose is left near the injection
site, the images are compromised. Yet these images are what are used to assess effects of cancer treatment, to
measure cardiac perfusion and many other things. Surely, your advisers must know all of this. In addition to
radiation in someone’s arm tissue above reportable limits, it would seem to me that the fact that extravasations
compromise the images is reason enough to reduce extravasations. This would benefit public health.

Is it appropriate to ask the advisory group that represents the same clinicians you are charged with regulating —
if they want to be regulated? | am sure these are competent advisors with good intentions, but is this situation
not like asking the fox if it wants to lock the henhouse?

As a citizen who has spent a lot of time researching this issue, | implore you to follow your mission and protect
my safety and the safety of others!
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