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I ALLINCKRODT 
MEDICAL 

December 2, 1996 

Mr. John C. Hoyle 
Secretary of the Commission 
U.S. Nuclear Regulatory Commission 
Attn.: Chief of Docketing Service Branch 
Washington, D .C. 20555-0001 

Dear Mr. Hoyle: 
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Mallinckrodt Medical, Inc. 
675 McDonnell Boulevard 
PO Box 5840 
St. Louis, MO 63134 

Telephone (314) 895 2000 

Mallinckrodt, Inc. (MI) is submitting the enclosed comments on the NRC's Strategic Assessment of 
Regulatory Activities and Rebaselining and Direction Setting Issue Papers. 

MI is a major manufacturer and distributor of radiopharmaceuticals - which include both the byproduct 
materials and accelerator (cyclotron) produced radionuclides. In addition to direct distribution to 
customers from our radiopharmaceutical manufacturing facility in St. Louis, Missouri, MI has 37 nuclear 
pharmacies located in major metropolitan areas of the U.S. Seventeen (17) of these nuclear pharmacies are 
licensed by the U.S. NRC and the remainder are administered through Agreement States. 

MI supports the NRC initiative to determine which strategy and direction the agency should take to meet 
current and future challenges. As stakeholders, we appreciate having the opportunity to participate in the 
recent public meetings on Phase II of the NRC's Strategic Assessment Process in Washington, D.C. , and 
Colorado Springs, as well as the opportunity to submit these written comments. 

We have developed comments on several of the Direction Setting Issue (DSI) papers that impact our 
business and licenses under NRC and Agreement States. Our comments are provided in the following 
attachments: 

Attachment I 
Attachment II 
Attachment III 
Attachment IV 
Attachment V 
Attachment VI 
Attachment VII 
Attachment VIII 

Direction Setting Issue No. 4 - NRC's Relationship with Agreement States 
Direction Setting Issue No. 5 - Low Level Radioactive Waste 
Direction Setting Issue No. 7 - Material/Medical Oversight 
Direction Setting Issue No. 9 - Decommissioning Non-Reactor Facilities 
Direction Setting Issue No. 12 - Risk-Informed, Performance-Based Regulation 
Direction Setting Issue No. 13 - The Role oflndustry 
Direction Setting Issue No. 14- Public Communication Initiatives 
Direction Setting Issue No. 21 - Fees 
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Mr. John Hoyle 
U.S. Nuclear Regulatory Commission 
December 2, 1996 
Page2 

MI will be pleased to work with the NRC on further development of the Strategic Assessment and 
Rebaselining Initiative. 

We appreciate the opportunity to provide comments on these important issues. Please call me at (314) 
895-2088 if we can be of further assistance, or if you need any clarifications. 

e Sincerely, 

e 

~~ har 
Manager, Radiological Affairs 

AD:jf 
Attachments (8) 
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ATTACHMENT I 

Mallinckrodt Inc. (Ml) 
Direction Setting Issue No. 4 - NRC's Relationship with Agreement States 

Specific Comments 

1. What, if any, important considerations may have been omitted from the issue paper? 

A major consideration to which little attention was paid in this issue paper is the need for 
compatibility between Agreement States and the NRC, as well as between the Agreement 
States themselves. Compatibility is necessary in the interests of interstate commerce. The 
issues of NRC and Agreement State adequacy and compatibility have been addressed in detail 
by the Final Policy Statement and the Report of the Joint NRC - Agreement State Working 
Group for the Development oflmplementing Procedures for the Adequacy and Compatibility 
of Agreement State Programs. We support the efforts of the Working Group and their 
recognition of the need to ensure Agreement compatibility while providing an overall level of 
protection of public health and safety that is equivalent to that provided by the NRC, without 
creating conflict, duplication or gaps, or otherwise jeopardizing an orderly pattern in the 
regulations of "agreement material" on a national basis. 

2. How accurate are the NRC's assumptions and projections for internal and external 
factors discussed in the issues papers? 

The assumptions and projections for internal and external factors are accurate, and emphasis 
was provided, as needed, on the issue of funding Agreement State training programs. 

3. Do the Commissioner's preliminary views associated with each issue paper respond to 
the current environment and challenge? 

With the exception of the issues of compatibility and reciprocity, the preliminary view in the 
issue paper responds to the current environment and challenge. 

4. Which option do you endorse? 

MI endorses a combination of Options 2 and 3 and some aspects of Option 4. We strongly 
urge NRC not to tum the Agreement States Program over to the EPA (Option 1 ), nor do we 
advise NRC to devolve regulation of AEA Section 274 materials to the states (Option 5). We 
believe that Option 1 is totally unacceptable as EPA has never demonstrated the ability to 
regulate radioactive material in a reasonable or practical fashion. Option 5 would likely result 
in additional inconsistency between states which would make it more difficult for our industry 
to conduct interstate commerce. 
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Attachment I 
Direction Setting Issue No. 4 - NRC's Relationship with Agreement States 
Page2 

Options 2, 3 and 4 should be pursued with the following objectives: 

• Continue the Agreement States Program in general accordance with the Final Policy 
Statement and recommendations of the NRC-Agreement States Working Group on the 
Compatibility and Adequacy of Agreement State Programs. The NRC initiative should 
seek compatibility between the NRC and Agreement States to enhance the ability of the 
radiopharmaceutical industry to conduct interstate commerce while maintaining adequacy 
of State programs with regard to essential radiation protection of workers and the public. 

• The NRC should strongly encourage states to become Agreement States and provide them 
with incentives to do so. 

• The NRC should provide appropriate funding for the Agreement State training, travel and 
technical assistance in order to assure compatibility, uniformity and adequacy of the 
Agreement State programs, and maintain consistency among Agreement State programs. 

• The NRC should treat the Agreement States as co-regulators. 


