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June 28, 2001 

Hon. Richard A. Meserve 
Chairman 
Nuclear Regulatory Commission 
Washington, D.C. 20555 

Dear Chairman Meserve: 

I'm enclosing a copy of a letter which I recently received 
from one of my constituents, Dr. John Seibyl, regarding his 
concerns over the NRC's proposed regulations related to 
diagnostic nuclear medicine. My constituent indicates these new 
regulations, which cover the use of byproduct material in 
diagnostic nuclear medicine, are of great concern to him and 
thousands of other nuclear medicine physicians for several 
reasons which he sets forth in his correspondence.  

I would greatly appreciate it if you would provide me with a 
response which addresses my constituent's concerns about ensuring 
continued, safe, effective, and reasonably priced diagnostic 
nuclear medicine procedures.  

Sincerely, 

J'pI. ran 

JIL:vh 
Enclosure
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June 1,2001 

Honorable Joseph Lieberman 
SH-706, Hart Senate Office Building 
Washington, DC 20510-0703 

Dear Senator Lieberman, 

I am writing to express my concern over the Nuclear Regulatory Commission's (NRC) 
proposed regulations related to diagnostic nuclear medicine, which is currently under review at 
the Office of Management and Budget (OMB). These new regulations, which cover the use of 
byproduct material in diagnostic nuclear medicine, are of great concern to me and thousands of 
other nuclear medicine physicians for several reasons.  

First, we feel strongly the new regulations proposed by the NRC will impose an 
inappropriate level of regulation on the important medical diagnostic procedures that are used to 
conduct many potentially life-saving nuclear medicine procedures, such as cardiac stress tests to 
analyze heart function, lung scans to verify blood clots, bone scans to diagnose orthopedic 
injuries, and to determine if cancer has metastasized.  

In recent years the NRC has assured the Congress and the practitioners of nuclear 
medicine that it would be taking steps to reduce the regulatory burden that has inhibited the 
practice of nuclear medicine. The Commission originally indicated that it was going to 
determine which procedures were low risk and develop an alternative regulatory structure for 
those areas believed to include diagnostic nuclear medicine. Due to the significant amount of 
data showing diagnostic nuclear medicine to be extremely safe, including a National Academy of 
Science report that found the risk and probability of harm occurring to a patient or a member of 
the public to be extraordinarily low and the Academy's recommendation that the NRC reduce its 
focus in such low-risk areas, it was thought that the NRC would follow through on its promise to 
decrease oversight of low-risk activities and issue a regulation that was "risk-informed" and 
more performance based. Instead, the Commission is preparing to institute a new set of 
regulations that are even more excessive, more costly and more burdensome.  

Second, we believe that the new Part 35 regulations will significantly increase the cost of 
nuclear medicine procedures. The NRC has grossly underestimated the first year costs of 
implementing the revisions to Part 35 and also underestimated the cost of ongoing compliance 
with the new regulations. Health care in this country is expensive enough. The NRC shouldn't 
be doing anything that will unnecessarily add to the expense of these procedures.  

Approximately 13 million nuclear medicine procedures are performed on patients each 
year, and the average American reserves 3.8 nuclear medicine procedures during his lifetime.  
The Society of Nuclear Medicine and the American College of Nuclear Physicians
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(SNM/ACNP) estimates the first year cost of compliance for all licensees to be over $494 
million and the annual recurring costs for all licenses to be $127 million.  

Lastly, the NRC now intends to impose additional new training and education 
requirements. In the past, certification as an American Board of Science in Nuclear Medicine 
Diplomat was one mechanism to become qualified as a radiation safety officer. The ABCNM 
Diplomats in two disciplines -- Nuclear Medicine Physics and Instruments, and Radiation 
Protection -- are well qualified to be radiation safety officers, but the NRC is unnecessarily 
imposing new regulations that will unjustly disqualify them. Apparently, the NRC now intends 
to impose new training and education requirements in addition to the requirements of the 
specialty board.  

In summary, the Commission appears not only to have disregarded the recommendations 
of the National Academy of Science but also to have overlooked every significant 
recommendation that was not in its perceived parameters of what the new regulations should be.  
Combined with the Commission's increased use of "license conditions" to impose requirements 
that do not appear in its regulations, the new supposedly "risk-informed" regulations will in fact 
mark a step backward, not forward.  

These new Part 35 regulations are still under review at OMB; therefore, I am requesting 
that you immediately contact OMB and request that it review these regulations carefully, obtain 
expert opinions, and then take appropriate actions to mitigate the effects of these proposed 
regulations on nuclear medicine practitioners.  

The SNM/ACNP are not asking that diagnostic medicine be "deregulated." Instead, we 
are asking for the creation of a regulatory proposal that bears some meaningful relationship to 
the minimal risks presented by diagnostic nuclear medicine. By doing so, we believe the public 
will best be assured of continued safe, effective and reasonably priced diagnostic nuclear 
medicine procedures.  

Thank you for your consideration of this important matter. If you or your staff have any 
questions or need additional information, please do not hesitate to contact me.  

Sincerely 

John P. Seibyl, MD 
Chief, Section of Nuclear Medicine 
Yale University School of Medicine


