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December 2, 1996 

Mr. John C. Hoyle 

.\1all 1nckrndt .\1ed1.: .1l. Inc. 
6-5 .\ l.:Dunnl'll Boui n-.ird 
PO Box 5 R4 il 
Sr. Lou11 . .\1 0 6.,1.\ 4 

Telephone 3 J-l ~ 9 ; 2111 Jr J 

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

Dear Mr. Hoyle: 

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

Ml 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, Ml has 3 7 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. 

Ml 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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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. 

Sincerely, 

~'U~ 
. ' Ashok Dhar 
L- Manager, Radiological Affairs 

AD:jf 
Attachments (8) 
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ATTACHMENT II 

Mallinckrodt Inc. (Ml) 
Direction Setting Issue No. 5 - Low Level Radioactive Waste 

General Comments: 

MI supports this NRC initiative and recommends that the NRC expand this issue paper or 
consider a separate issue paper to address mixed waste. We are very seriously concerned about 
the impact ofloss of access ofLLRW disposal sites and, furthermore, the NRC should be aware 
that even after the recent reopening of the Barnwell LLR W site, generators are curtailing the use 
of radioactive materials because waste disposal costs are too high and access too uncertain. 

Specific Comments 

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

• The NRC has not discussed a level below which slightly contaminated waste material can 
be safely disposed without regard to its radioactivity. This consideration affects both the 
quantity of waste that must be classified as low-level radioactive waste (LLRW) and the 
method of disposal. 

• The NRC has not addressed mixed waste in this or other issue papers. 

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

• The NRC has generally made appropriate assumptions and projections for the issues raised 
in the paper. 

• The NRC's assumption that LLRW disposal is now a less critical issue than ten years ago 
is not accurate for MI and its customers, who are the majority of NRC and Agreement 
State licensees. LLRW generators need reliable and cost-effective access to LLRW 
disposal sites. In the past five years the uncertainty of access to disposal sites, and the 
increase in cost ofLLRW disposal, have caused a significant curtailment of the use of 
radionuclides in the research community. This has resulted in curtailment of basic 
biomedical research and the loss of an important benefit to society. The increase in the 
cost of disposal ofLLRW is particularly burdensome for the small generator who is unable 
to use the economy of scale to fully benefit from the technologies and management 
techniques to minimize waste volumes that have been developed in the past decade. 

• Recent reduction in LLRW disposed at waste sites is due to both curtailment of uses and 
increased on-site storage in facilities built while Barnwell was closed. 
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3. Do the Commissioner's preliminary views associated with each issue paper respond to 
the current environment and challenge? 

• The Commissioner's preliminary views do not respond to the need to define a deminimis 
level nor address the current high cost of LLR W disposal. 

• The NRC could help the development of new disposal capacity by assuming a strong 
regulatory role, provided that the effort was appropriately focused . 

• The NRC is ignoring the current challenge of mixed waste. 

4. Which option do you endorse? 

• The current level of NRC staffing that can be involved in developing new sites appears 
adequate. 

• The NRC should maintain its role as the national regulatory expert and focus on issues of 
national relevance, such as assisting in the development of Ward Valley. 

• The NRC should maintain the staff resources to ensure that the help provided to States 
and Compacts is effective. The effort should be focused on developing cost-effective, 
reliable and safe disposal capacity for LLRW and avoiding interim or long-term storage at 
generators or centralized sites. 

• The NRC should proactively take the lead agency role to eliminate the dual regulation of 
mixed waste and generally authorize access to cost effective treatment and disposal. 

• The NRC should not transfer the LLRW program to the EPA. 

• The NRC should provide a comprehensive graded set of regulatory requirements for all 
LLRW disposal. This should include a means of declassifying wastes with negligible 
radioactivity and permitting wastes with non-negligible but still very low levels of 
radioactivity to be disposed safely in municipal waste disposal systems. 


