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Please see the attached comment to this proposed change in regulations.

Thank you,
Nanci A. Burchell,  Radiation Safety Officer
Radiology Department
Children’s Mercy Kansas City
P: (816) 302-3988 | M: (816) 547-7367
E: nburchell@cmh.edu | W: childrensmercy.org
HOC3 Rm. 41 | Kansas City, MO 64108
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mail at informationsecurityofficer @cmh.edu and expunge this communication without making any copies. Thank you for your
cooperation.
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TO:          U.S. Nuclear Regulatory Commission

FROM:    Ms. Nanci Burchell, RSO

                Children’s Mercy Kansas City

                2401 Gillham Road

                Kansas City, MO  64108

RE:          Nuclear Medicine Injection Extravasations as Medical Events

                Docket ID NRC-2020-0141

DATE:     November 30, 2020



I would like to comment on the proposed revision of the rule requiring certain nuclear medicine injection extravasations to be reported as medical events.  Here are the answers to the injection quality monitoring questions for our institution:



Injection Quality Monitoring:

1. How frequently does radiopharmaceutical extravasation occur? Rarely.  Lines are checked with saline prior the infusion of the radiopharmaceutical.



2. Do you know of any extravasation that have resulted in harem to patients? None and I have worked here for more than 30 years in Nuclear Medicine and PET/CT or as RSO.



3. Does our facility currently monitor for radiopharmaceutical extravasation?  Yes, all extravasations are reported as in internal event with follow-up as needed.



4. Do I expect that monitoring for extravasation and reviewing the results would improve radiopharmaceutical administration techniques at medical use licensee facilities? No, I do not believe that monitoring and reviewing extravasation results would improve administration techniques.  All staff, nuclear medicine and nursing, are highly skilled pediatric professionals who are IV placement and infusion competent.  If a technologist needs improvement of their injection skills, training is provided.



5. Do I believe that NRC regulatory action requiring monitoring and review of extravasation would improve patient radiological health and safety?  No, I do not believe these new regulations would improve patient radiological health and safety. Extravasations occur for other reasons than lack of skill on the part of a medical practitioner.  A patient might need to have the test repeated or a warm compress applied, but neither of those things will cause significant long-term harm to the patient.  Perhaps this occurs more often in the adult setting?



Medical Event Classification and Reporting Criteria:

1. Are there any benefits, not related to medical techniques, to monitoring and reporting certain extravasations as medical events? What would be the burden associated with monitoring and reporting certain extravasations as medical events?  I cannot say there is any great benefit to monitoring and reporting these events to the NRC.  These are handled through our internal event reporting system.  The burden would be more paperwork for something that is easily handled internally.  



2. What reporting criteria should be used to provide the NRC data that can be used to ID problems, monitor trends, and ensure the licensee takes corrective action?  First, you should ascertain how large a problem this really is or is not and the level of harm to the patient.  This should be de-identifiable data that asks if the dose was diagnostic or therapeutic, percent of the dose extravasated, harm to patient, and follow-up actions taken.  



3. If the NRC requires reporting of extravasation that meet medical event reporting criteria, should a distinction be made between diagnostic and therapeutic radiopharmaceuticals? Yes, a distinction should be made between diagnostic and therapeutic radiopharmaceuticals.  All throughout the document “certain nuclear medicine injections extravasations” are referred to.  Which nuclear medicine injection extravasations is this proposed change referring to?  Diagnostic radiopharmaceuticals should be exempt.  Therapeutic radiopharmaceuticals should  be judged by dose, percent extravasation, and potential to cause harm to the patient.  



We already have an institution wide “Infiltration Care Procedure” in place.  If the infusion score is 30% and the pharmaceutical or radiopharmaceutical is a vesicant or irritant, we report this as an institutional  event. Follow-up is made dependent upon the severity of the problem.



I personally feel this is a company making a mountain out of a molehill in order to create demand for their proprietary product.  Are there other companies that sell similar products asking that this regulation be revised? 



Those are all my comments.  Thank you for taking my opinion into consideration.



Nanci A. Burchell, MBA, CNMT, RT,N (ARRT), RS (NMTCB), FSNMMITS

Radiation Safety Officer

Children’s Mercy Kansas City

 



TO:          U.S. Nuclear Regulatory Commission 
FROM:    Ms. Nanci Burchell, RSO 
                Children’s Mercy Kansas City 
                2401 Gillham Road 
                Kansas City, MO  64108 
RE:          Nuclear Medicine Injection Extravasations as Medical Events 
                Docket ID NRC-2020-0141 
DATE:     November 30, 2020 
 
I would like to comment on the proposed revision of the rule requiring certain nuclear medicine 
injection extravasations to be reported as medical events.  Here are the answers to the injection quality 
monitoring questions for our institution: 
 
Injection Quality Monitoring: 

1. How frequently does radiopharmaceutical extravasation occur? Rarely.  Lines are checked with 
saline prior the infusion of the radiopharmaceutical. 
 

2. Do you know of any extravasation that have resulted in harem to patients? None and I have 
worked here for more than 30 years in Nuclear Medicine and PET/CT or as RSO. 

 
3. Does our facility currently monitor for radiopharmaceutical extravasation?  Yes, all 

extravasations are reported as in internal event with follow-up as needed. 
 

4. Do I expect that monitoring for extravasation and reviewing the results would improve 
radiopharmaceutical administration techniques at medical use licensee facilities? No, I do not 
believe that monitoring and reviewing extravasation results would improve administration 
techniques.  All staff, nuclear medicine and nursing, are highly skilled pediatric professionals 
who are IV placement and infusion competent.  If a technologist needs improvement of their 
injection skills, training is provided. 
 

5. Do I believe that NRC regulatory action requiring monitoring and review of extravasation would 
improve patient radiological health and safety?  No, I do not believe these new regulations 
would improve patient radiological health and safety. Extravasations occur for other reasons 
than lack of skill on the part of a medical practitioner.  A patient might need to have the test 
repeated or a warm compress applied, but neither of those things will cause significant long-
term harm to the patient.  Perhaps this occurs more often in the adult setting? 
 

Medical Event Classification and Reporting Criteria: 
1. Are there any benefits, not related to medical techniques, to monitoring and reporting certain 

extravasations as medical events? What would be the burden associated with monitoring and 
reporting certain extravasations as medical events?  I cannot say there is any great benefit to 
monitoring and reporting these events to the NRC.  These are handled through our internal 
event reporting system.  The burden would be more paperwork for something that is easily 
handled internally.   

 
2. What reporting criteria should be used to provide the NRC data that can be used to ID problems, 

monitor trends, and ensure the licensee takes corrective action?  First, you should ascertain how 
large a problem this really is or is not and the level of harm to the patient.  This should be de-



identifiable data that asks if the dose was diagnostic or therapeutic, percent of the dose 
extravasated, harm to patient, and follow-up actions taken.   
 

3. If the NRC requires reporting of extravasation that meet medical event reporting criteria, should 
a distinction be made between diagnostic and therapeutic radiopharmaceuticals? Yes, a 
distinction should be made between diagnostic and therapeutic radiopharmaceuticals.  All 
throughout the document “certain nuclear medicine injections extravasations” are referred to.  
Which nuclear medicine injection extravasations is this proposed change referring to?  
Diagnostic radiopharmaceuticals should be exempt.  Therapeutic radiopharmaceuticals should  
be judged by dose, percent extravasation, and potential to cause harm to the patient.   

 
We already have an institution wide “Infiltration Care Procedure” in place.  If the infusion score is 30% 
and the pharmaceutical or radiopharmaceutical is a vesicant or irritant, we report this as an institutional  
event. Follow-up is made dependent upon the severity of the problem. 
 
I personally feel this is a company making a mountain out of a molehill in order to create demand for 
their proprietary product.  Are there other companies that sell similar products asking that this 
regulation be revised?  
 
Those are all my comments.  Thank you for taking my opinion into consideration. 
 
Nanci A. Burchell, MBA, CNMT, RT,N (ARRT), RS (NMTCB), FSNMMITS 
Radiation Safety Officer 
Children’s Mercy Kansas City 
  


