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OHIO DEPARTMENT OF HEALTH 

December 2, 1996 

John C. Hoyle 

246 N. HIGH STREET 
Post Office Box 118 

Columbus. Ohio 43266-0118 

Te lephone: (614) 466-3543 

Secretary of the Commission 
U.S. Nuclear Regulatory Commission 
ATTN: Chief of Docketing and Services Branch 
115 5 5 Rockville Pike 
Rockville, MD 20852-2738 

Dear Mr. Hoyle: 

GEORGE V. VOINOVIC H 
Governor 

PETER SOMANI . M.D .. Ph .D. 
Director of Health 
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Attached are our comments on DSI papers 2, 4, 5, 6, 7, 10, and 11. This is a hard copy of what 
has already been submitted electronically to you. We also support all of the comments submitted 
by the Organization of Agreement States on the DSI papers. 

Consideration of these comments by the NRC in its decision-making on these issues is greatly 
appreciated. 

Manager of Technical Services 
Bureau of Radiation Protection 

cf: Roger Suppes 
Marcia Howard 
Ruth Vandegrift 
Harvey Brugger 
Ron Goodwin 
John Cooper 

HEA 6413 (Rev . 5/93) An Equal Opportunity Employer/Provider 
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STRATEGIC ASSESSMENT ISSUE PAPER 

DSI 7: MATERIALS/MEDICAL OVERSIGHT 

The State of Ohio agrees with the concept of regulatory reform described in the issue paper and 
endorses the concept of a uniform national program. The State agrees that bringing all radiation 
sources and radiation safety regulation under one regulatory framework is desirable and is more 
efficient, logical and less confusing to radiation sourceusers. The State agrees that the logical 
level to perform an integrated radiation regulatory program is the states, and that the issue is 
related to the entire materials program, not just medical programs. However, the bases for this 
program is already in place and available. Any state that wishes to make the commitment can 
assume jurisdiction of AEA material and the states already have the authority for the remainder 
of radiation regulation. The only real issue is the level of federal oversight and the federal 
agency which would assume that oversight. The State of Ohio has no comment on what agency 
would assume oversight responsibility, however, the regulatory reform described in the issue 
paper would go far to mitigate that issue if adopted by both the NRC or its successor and the 
regulating states. 

The following are more detailed comments on individual sections of the issue paper: 

Section II.A. Background/Bases includes a description of types of licenses/licensees including 
general licensed devices. It does not include the General License authorized in 10 CFR 31.11 for 
in vitro testing. This is a fairly large group of general licensees and is a good example of use 
with a minimum regulatory impact based on the risk involved. 

The Business Process Reengineering described on page 10 of the paper discusses a new approach 
to streamline operations, focusing on including performance requirements in NRC regulations 
and discontinuing the current practice of incorporating licensee practices and procedures in 
license conditions. The State of Ohio supports these and similar initiatives. 

Option 3: Decrease Oversight of Low-Risk Activities With Continued Emphasis of High-Risk 
Activities. The NRC has had limited experience with this in the past with a General License for 
limited In Vivo studies. This General License was not widely used because of its limited 
authorizations and changes in medical studies which outstripped its usefulness. However, this 
fits the current approach. The State of Ohio supports this approach. 

Option 4: Discontinue Regulation of all Medical Activities Except NRC Oversight of Devices 
and Manufacturers. This option would provide a federal agency only for information and present 
no real effort at uniformity. In addition, it leaves federal facilities to self regulation. At a time 
when self regulation of some federal facilities has come under severe scrutiny it appears to be a 
poor alternative. This is particularly evident from comments that also wish to be excluded from 
state and local regulation, e.g. unregulated. This is an unacceptable alternative. 
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The issue paper specifically invites comments on the IOM report. The following are the 
comments of the State of Ohio regarding that report. 

The IOM report recommends turning over all regulation to states leaving regulation of 
manufacturers to the NRC. Further, this recommendation would require facilities to be state 
licensed to receive material as a way of forcing each state to assume regulatory authority. 
The State of Ohio does not believe that this is a legitimate approach to the issue of regulation. 
The placing of current licensees as potential victims or political pawns is not a legitimate 
approach and may well be an unfunded federal mandate. 

The IOM report also mentions smaller states that wish to share regulatory programs. This is 
speculation which may well have jurisdictional problems, and is currently not a valid alternative. 

The report also states that the regulated community has expressed reservations about seeking 
advice from the NRC, fearing that they might become the target of punitive reprisals. This is 
true of most regulated communities and agencies, including states and the internal revenue 
service. It is not a valid comment regarding regulation and simply smacks of agency bashing and 
personal opposition to the NRC. 

The report also discusses NRC press releases when the agency levies a fine. This is related to 
enforcement policy and not to a national regulatory program. 

The report also states that DHHS, the recommended federal agency, has extensive history in 
regulating radiation in medicine. The DHHS has had an extensive history in very limited areas, 
not in radiation protection programs. 

SUMMARY 

The State of Ohio believes that the recommendations of the ACMUI are worthy of consideration, 
and supports the need to re-evaluate the current regulatory structure. The State also maintains 
the need for a uniform regulatory authority. 


