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June 3, 2019 

Kristine L. Svnicki, Chair 

U.S. Nuclear Regulatory Commission 

Washington, DC 20555-0001 

 

Re: Training and Experience Requirements for Different Categories of Radiopharmaceuticals 

(NRC-2018-0230) 

SUBMITTED ELECTRONICALLY VIA www.regulations.gov 

Thank you for the opportunity to provide public comment on Training and Experience 

Requirements for Different Categories of Radiopharmaceuticals (NRC-2018-0230). 

Radiopharmaceuticals are unique drugs that come with distinctive risks for both patients and the 

public. Finding the right balance between patient access to alpha and beta therapeutic 

radiopharmaceuticals and the appropriate levels of training and experience needed for the 

administration of these radionuclide therapies is an important issue. Specific training and 

experience and performance-based measures for medical care teams regarding the 

administration of radiopharmaceuticals to ensure safety is vital. 

As the CEO of Lucerno Dynamics, an innovative medical device company focused on nuclear 

medicine, I believe I can provide additional insight regarding patient safety for your 

consideration. Lucerno Dynamics is a company committed to identifying and preventing the 

occurrence of misadministration of radiopharmaceuticals during patient injection for nuclear 

imaging studies. Peripheral intravenous (IV) catheter insertion, a commonly invasive procedure, 

is associated with a variety of complications. In hospital settings, IVs routinely fail even in the 

hands of trained and educated clinicians. The primary cause of this failure is infiltration. In 

nuclear medicine settings, the infiltrations of radioactive injections are currently not monitored. 

With 18.5 million radiopharmaceutical injections performed on an annual basis with the United 

States and with the emergence of new radiotherapeutics, it will become increasingly important 

for patient safety that the administration of radiopharmaceuticals has the highest level of 

attention.  

Lucerno’s technology has been utilized to monitor nearly 15,000 radiopharmaceutical injections 

by over 100 technologists in 16 centers in the US, Japan, Singapore, and Australia. A recently 

published quality improvement project followed 7 prestigious centers using our technology to 

monitor and report on the quality of the radionuclide injection. Sixty certified nuclear medicine 

technologists administering the radiopharmaceuticals in this quality improvement project had on 

average, 13 years of experiences. In addition, they received an hour of training regarding the 

importance of the injection process and knew that each injection was being prospectively 

monitored. An aggregate of 2,431 patients and 150 infiltrations (6.2%) with centers’ infiltration 

rates ranging from 2-16% and technologist infiltration rates ranging from 0-24%. These results 

suggest that while training and experience are important, so is a competency-based evaluation. 

In nuclear medicine care today and in the future, there is a need to objectively measure the 

http://www.regulations.gov/
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quality of radiopharmaceutical administration. These measures will help provide real-time quality 

control in addition to data for analyses for quality assurance, to clinical teams responsible for 

protecting patients and the public. 

To help the NRC evaluate the training and experience options, here are some comments 

related to specific questions: 

Question 1: If the “Status Quo” is maintained, the NRC should require that nuclear medicine 

injection quality be monitored prospectively. Based on published literature and our experiences, 

Lucerno estimates that well over a million patients are being infiltrated every year. We estimate 

that over 100,000 patients are severely infiltrated. These infiltrations can and have led to patient 

harm, and they can be reduced in the future by monitoring and improving the injection process.  

Question 3: The complexity of the radiopharmaceutical administration protocol should be 

considered in the status quo and the limited approaches described in Sections B.1 and B.2 and 

should require that a patient’s injection is monitored for proper radiopharmaceutical 

administration  

Question 6: Competency-based evaluation should include objective measurements of the 

success of the AU’s radiopharmaceutical administrations skills. Technology exists today that 

can help clinicians evaluate the quality of their administrations, even if the injection is out of the 

imaging field of view. While the improper administration of diagnostic radiopharmaceuticals can 

compromise the diagnostic study, patient care, and can expose patients’ tissue to levels of 

unintended radiation exposure that exceeds the NRC reporting limits, a misadministration of a 

radiotherapeutic can also result in severe tissue damage at the injection site. 

Question 12: Competency-based evaluations can provide insight into the actual quality of the 

radiopharmaceutical administration by AU and could result in less burdensome regulatory 

requirements for centers that demonstrate routinely high-quality administrations. 

Question 14: The NRC could consider inclusion of competency assessments for the 

administration of radiopharmaceuticals. Technology now exists to provide objective evidence of 

the quality of injections. 

Question 19: The NRC should continue to play a role in the review and approval of AUs. Our 

experience is that there needs to be a neutral body that ensures patients who receive care 

involving isotopes also receive the proper amount of protection from misadministrations. 

 

Sincerely, 

 

 

 

Ron Lattanze 

CEO 
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