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General Comment
Where is the voice of the patient on this issue?

As a cardiology patient, I write today to urge you to protect the health and safety of patients 
by closing a regulatory loophole and requiring the reporting of significant nuclear medicine 
extravasations. I just learned about extravasations and that they can be harmful to patients, 
including tissue/skin damage or even cancer. They can also compromise diagnostic images 
and in some cases, the patients therapy. This was an alarming discovery and totally 
unnecessary.
I also learned that unlike other reportable dangerous nuclear medicine safety events, the 
Nuclear Regulatory Commission (NRC) has not required that extravasations be reported to the 
Commission, to patients, or their treating physician ever since it created an exemption in 
1980. Surprisingly, I understand that the NRCs exemption policy is based on the belief that 
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extravasations are nearly impossible to avoid. My research revealed that recent clinical 
evidence proves this belief to be 100% false. Because these events are not reportable, either to 
the NRC, patients, or doctors, patients and their physicians are left in the dark when these 
events occur, risking the health and safety of patients and undermining their treatment. I am 
one of those patients who is in the dark with respect to the administration of a 
radiopharmaceutical that was injected into my arm as part of a heart diagnostic procedure. 
Lastly, and of critical importance to many of us, the impact of extravasations drives up health 
care costs, which is simply not sustainable for a retiree like me or for society at large.
I have a number of important questions about my procedure and the potential ramifications of 
a material extravasation. Was it done properly? Did my cardiologist have an accurate image to 
rely on when prescribing my treatment? Will I get cancer as a result of a possible 
misadministration? Have I exposed my spouse, children and grandchildren to harmful 
radioactive levels? 
I dont have peace of mind thinking about these questions, but this can be remedied if the NRC 
makes the patient a priority by taking immediate action to require significant extravasations to 
be reportable medical events. Doing so will protect patients like me from unintentional high 
doses of radiation, improve the quality of care, provide peace of mind and reduce health care 
costs. I support this petition!

Page 2 of 2

10/05/2020https://www.fdms.gov/fdms/getcontent?objectId=09000064848d78a6&format=xml&showorig=false


