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These comments are in reference to: Docket ID NRC-2020-0141 
 
As a working professional for a medical device company, former Center Director for plasma donation 
centers, and former phlebotomist I have been working within the medical/healthcare industry for 17 
years. Therefore, I understand the importance of patient safety and proper venous access/injection 
techniques. Additionally, I have two grandparents who passed away from cancer, a father who has 
undergone PET scanning due to suspicious nodules in his lungs, so this petition matters to me on both a 
professional level and personal level. 
 
I have reviewed the NRC request for public comments in addition to the petition. It is my understanding 
that the public comments shall take into account the Medical Use Policy Statement from Section V and 
how the Statement relates to radiopharmaceutical extravasations. According to the Statement, the NRC 
states that it will not intrude into medical judgements affecting patients. Based on my experience of 
running plasma donation centers and performing phlebotomy, having knowledge of when an 
extravasation occurred was not nor is it a medical judgement – it was and can be based on factual 
evidence with proper monitoring. It was our responsibility to know when extravasation occurred, 
document it, inform the patient, and apply quality assurance tools to ensure venous access is conducted 
as intended. Note, these processes were for drawing plasma or blood products to ensure the health and 
safety of the patient, why would it not be required when injecting a radioactive substance into 
patients?! 
 
When conducting research on this topic, I learned that the NRC stated that extravasations occur 
frequently and are “virtually impossible to avoid.” However, this statement doesn’t appear to be based 
on scientific data. Published extravasation rates for nuclear medicine PET/CT injection to be 15.2% 
whereas non-nuclear medicine extravasation rates are 0.18% for chemotherapy and 0.24% for contract 
CT. This factual, scientific data disproves the NRC belief that extravasations in nuclear medicine are 
unavoidable. A recently published quality improvement project demonstrated that nuclear medicine 
centers can significantly improve their rates. However, this requires monitoring the injection process 
and reporting extravasations when they happen. A requirement to track and report extravasations in 
nuclear medicine will bring this issue to the forefront of nuclear medicine and hopefully leading to the 
implementation of quality improvement programs. 
 
As stated previously in this writing, it was our responsibility to inform patients when they had been 
extravasated. In nuclear medicine, reporting to the patient and the physician that extravasation of the 
radiopharmaceutical would be of the upmost importance. If the radioactivity is not circulating in the 
vascular system, it is not available to travel to the area of interest. Image quality is important to the 
radiologist and without the full dose of radiopharmaceutical being given to the patient, the images 
would be compromised. This could potentially lead to misdiagnosis, incorrect alterations in patient 
treatment, and possibly waste medical resources – overall, the result is patient harm.  
 
I was under the impression that medical event reporting was associated with mishandling of radioactive 
materials. Extravasation of a radiopharmaceutical is mishandling of such materials – it is mishandling 
inside the patient and should be reported. Without the requirement to monitor and report 
extravasations this appears to contradict the NRC’s mission statement of protecting the public’s health 
and safety. 
 
Finally, I noted above that this petition matters to me on a personal level. As the child and grandchild of 
patients who have received radiopharmaceutical injections in preparation for PET scans to diagnose and 



stage cancer, knowing that their injection was done properly provides peace of mind. It means their 
imaging results can be trusted and we, the family and patient, can focus our efforts on fighting the 
disease. 
 
As a citizen, I belong to the public the NRC is charged with protecting. I implore you to stay true to your 
mission statement and protect the health and safety of everyone by revising the regulations so that 
extravasations are reported. 
 
Thank you for your time and consideration. 
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