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General Comment

As a concerned citizen, I wish to comment on this petition and the comments relating to it. I have attached
my detailed views in the attached pdf. I would challenge everyone to read them for these reasons:

- I have unfortunately lost both my parents over the last 20 years to cancer.
 - The suffering and unpredictability in their treatments could have been avoided or minimized by better

quality and safety measures in the testing process.
 - PET scans are critical tools in cancer diagnosis and treatment plans.

 - Assuring accurate use and interpretations of their results should also be deemed critical, but (1) the 1980
exemption coupled (2) with today's innovations but (3) a lack of desire to change by (a) nuclear medical
professionals and (b) insurance companies demonstrates accuracy is not deemed critical yet. Why?

 - In 1980, extravasations may have been impossible to avoid. A lot has changed in 40 years and today
they are avoidable and we have tests to know when they happen - shouldn't we use these advancements?
- I challenge everyone to look at the facts in the petition, meeting transcripts, and comments which
indicate examples of extravasations at doses over thresholds, that this is frequent, and dosage may be
high. Ask yourself if it was your loved one, would you not want some assurances, which are today readily
available, that the PET scan was done right? And when it is not, that training and determination of how to
improve next time occurs, as well as re-testing on your loved one to assure proper treatment is occurring?
If you care at all about patients, as well as their loved ones praying for them at their side, you will read
my attached pdf and act on this...
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Attachments

NRC letter 11-30-2020 from concerned citizen



Date:  November 30, 2020 
 
To:  Public Comment related to Docket No. PRM-35-22 
 
Dear NRC: 
 
I have unfortunately lost both my parents over the last 20 years to cancer, and the pain 
of not having them never goes away plus I still vividly recall the years of suffering, tests, 
trial drugs, procedures, and more they had to endure. It is an awful way to spend the 
last years of your life, but what is even more frustrating and awful is that some of the 
suffering and unpredictability could have been avoided by better quality and safety 
measures in the testing process. My parents both did multiple chemotherapy and 
radiation regiments, my mother even had a bone marrow transplant, and both ultimately 
tried experimental treatments when these standard treatments did not succeed in 
permanent remission. Their goals were beating it, remission, or even buying time 
depending on where we were at in the multi-year fight that they each had. And then in 
the end when these did not work, their hope with the experimental treatments were for a 
miracle and if not that at least they could help future generations with the findings 
including positive and negative. All of that requires accurate testing along the way, but 
this is made extra difficult considering the state of nuclear medicine then (and 
unfortunately yet still today). It is unbelievable to think we still have no tests to assure 
that what everyone thinks are routine PET scans actually work. Shame on the medical 
community, insurance companies and the NRC that this is the state of the world in late 
2020. I do not know if more accurate PET scan results in 2001 and 2014 would have 
helped save my parents but I do believe the issues with their PET scans could have 
been avoided or minimized.  
 
I am writing this letter as a layman with no nuclear medicine expertise, but as a person 
who is surprised that we are still “gambling” in 2020 with people’s health. Particularly 
since we do not need to do so. One example for me today is a close personal friend’s 
father who is currently fighting cancer and just recently had a PET scan that appears 
was not done properly. As an engineer, it is clear to me that the PET scan is such an 
incredible tool that lets the practitioners know what treatments to use and how the 
treatments are going, but it has to be administered properly and we should have ways 
to check and ensure that. Shockingly they exist yet we do not mandate them or even try 
them.  
 
I have read the latest petition by Lucerno Dynamics that advocates a commonsense 
change that can help improve the quality and safety of care for patients like my parents 
and my friend’s father. I will bluntly ask the logical question: since we can help clinicians 
identify, characterize, and reduce the frequency of nuclear medicine injection 
extravasations, why would we not do that? And the next logical question is if these 
extravasations can result in patient tissue doses that exceed existing U.S. Nuclear 
Regulatory Commission (NRC) medical reporting limits and can harm patients in many 
ways, why would that not be a reportable issue and one we all seek to minimize or 
better yet eliminate these? Plus, we know the PET scan is not accurate when this 



happens so oncologists and others are being led astray with bad data. These seem like 
very easy questions to answer yet we continue to ignore this issue – and not doing 
anything may have at a minimum affected the treatments of my parents, and even more 
disturbing may have cost them the chance to beat cancer. What if they were your loved 
ones?  How is this possible in 2020? 
 
But it gets even more disturbing and frustrating, and I question maybe even unethical, 
as the comments I see when you review transcripts from the 2008 & 2009 ACMUI 
meetings on this topic. Frankly, I was appalled at what I am reading from the medical 
community, supposed industry experts, and even the NRC. Let me highlight a few truly 
unbelievable statements from these transcripts: 

o NRC precipitated the extravasation discussion by presenting an 
extravasation case that resulted in a dose to the patient’s tissue that 
exceeded the dose threshold in the medical event reporting criteria   

o Advisers from the nuclear medicine community discussed extravasations, 
and said  

§ extravasations are frequent occurrences 
§ extravasations can be avoided with better technique, and they use 

this "whole different level" of technique for therapy delivery 
o dose to tissue from extravasation can be high - as evidenced by the case 

the precipitated the discussion. 
 
I also have a law degree and it shocks me that we have readily available tools to 
significantly improve the PET scan yet it appears physicians and insurance companies 
may not support this.  
 
Even more concerning is that despite these findings and/or knowledge, the NRC went 
along with the ACMUI recommendation to keep the 1980 reporting exemption in place.  
Why?  I have no idea, as the 1980 exemption was premised on the assertion that 
extravasations were impossible to avoid. Yet the ACMUI discussions made clear that 
they can be--and are--avoided for radio therapy delivery, but this effort is not expended 
to avoid them for radio diagnostics. This confirms the essential argument in the petition - 
that extravasations can be avoided, so the 1980 exemption is no longer valid.  So let’s 
get this fixed now.  
 
What are we waiting for? I know I keep asking questions because I am frankly 
befuddled by how this continues to not get fixed. It is very clear that extravasations 
should be avoided. The petition in front of the NRC provides over 50 peer-reviewed 
references demonstrating how a radio diagnostic extravasation has or could affect 
images and patient care. Even the SNMMI acknowledges this point in the statement 
submitted in the public comment by Alan Packard, SNMMI president. The petition 
further provides over 20 case examples of diagnostic extravasations that exceed the 
NRC's risk-informed reporting limit and therefore would have been reported, if not for 
the 1980 exemption. I am no radiation expert, but some of the doses were extremely 
high, and most exceeded the threshold that the SNMMI says (in a 2001 publication on 
the NRC website) can cause deterministic effects. This is easy to fix, and no one has 



presented any argument, let alone any compelling one, as to why everyone should not 
want to fix this right now.   
 
The nuclear medicine community clearly does not want to do the work to fix this issue 
and is happy with the status quo. Are they afraid to know how often the practitioners fail 
to properly do the procedure? Aren’t they supposed to have taken a Hippocratic oath 
where they promise “to help the sick”, and as I understand it they always start with the 
statement of “first, do no harm.” Extravasations of PET tracers are harm via high and 
concentrated exposure to nuclear radiation, as well as bad results that will lead to bad 
next step decisions. It seems clear to me that the NRC knows now, and likely has 
known for years, that the 1980 exemption was no longer valid or justifiable--
extravasations can be avoided with proper care, and they can expose patients to 
radiation doses much higher than the reporting limit. Yet it appears that the NRC has 
acted in ways that benefit the industry at the expense of patient welfare, which it is 
charged by law to protect. There seems to be no logical reason for this. So why does 
the 1980 exemption remain in place, and what reason is there to continue it today? With 
the information found in the latest petition, the NRC has no scientific or logical grounds 
to leave this 1980 exemption in place, and the NRC should not continue to expose 
patients to risks that the NRC now knows, and may have knew before, were serious and 
preventable. This is such a clear issue, and so I am calling the NRC to action to accept 
the petition and eliminate the exemption. The NRC has no choice, the science is clear, 
the reasons for the exemption no longer exist, and the patients must be protected. The 
nuclear medicine community has the opportunity to vastly improve its effectiveness, the 
tools exist, the need is so obvious, and the results would be absolutely in the best 
interests of the patient. It is so clear that everyone involved (the patient, their family, 
their physicians and care providers, the insurance companies, the government, and 
even society) should want the procedure to be as effective as possible, so we cannot 
wait any longer. Revoke the 1980 exemption and do what is right for all involved.  
 
This so obvious. Do the right thing for the patients going forward. No one else should 
have concentrated exposures above the limits and not even know it. We cannot get 
better if we do not measure it and work to improve it. We also cannot save these 
patients if we are dealing with bad data.  All of these are easily fixed. NRC – please do 
it. 
 
Sincerely a concerned citizen 
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