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Henry H. Kramer, Ph.D. 
F.xecutive Director 

November 27, 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 

~-... 
RECEIVED 

DEC 2 

3911 Campo lindo Dr. 
Moraga, CA 94556 

(5 10) 283-1850 

RE: U.S. Nuclear Regulatory Commission Strategic Assessment and Rebaselining Initiative 

These comments are submitted on behalf of the Council on Radionuclides and Radiopharmaceuticals 
(CORAR). CORAR is comprised of manufacturers of radiopharmaceuticals, life science research 
radiochemicals, and radioactive sealed sources used in medicine and quality and safety assurance. 
CORAR members are particularly concerned about NRC's current and future activities in the regulation of 
decontamination of non-reactor material ~ licensee facilities . 

- CORAR 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 parti~ipate in 
the recent public meetings in Washington and Chicago, as well as the opportunity to submit these written 
comments. 

We have developed comments on several of the Direction Setting Issue papers that impact the 
radiopharmaceutical and medical isotope industry. Comments and supporting documents are in these 
attachments, which are arranged as follows: 

Attachment I 

Attachment II 

Attachment III 

Direction Setting Issue No. 4 - NRC's Relationship with Agreement States 
Addendum - Comments to Mr. Richard Bangart, Director of State 

Programs 
Direction Setting Issue No. 5 - Low Level Radioactive Waste 

Addendum A - Position Paper on LLR W 
Addendum B - Lessons Learned from the Barnwell Closure to 31 States 

Direction Setting Issue No. 7 - Material/Medical Oversight 

~l"1owladged by card~~ 
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Attachment IV 
Attachment V 

Attachment VI 
Attachment VII 
Attachment VIII 
Attachment IX 

Direction Setting Issue No. 9 - Decommissioning Non-Reactor Facilities 
Direction Setting Issue No. 12 - Risk-Informed, Performance-Based Regulation 

Addendum - CORAR Position Paper 
Direction Setting Issue No. 13 - The Role oflndustry 
Direction Setting Issue No. 14- Public Communication Initiatives 
Direction Setting Issue No. 21 - Fees 
Comments of the Strategic Planning Framework 

CORAR 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 this important issues. Please call me at 
(314) 895-2913 if we can be of further assistance, or if any clarification is necessary. 

Sincerely, 

RoyW. Brown 
Chairman, 
Council on Radionuclides and Radiopharmaceuticals 
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ATTACHMENT IV 

Council on Radionuclides and Radiopharmaceuticals (CORAR) 
Direction Setting Issue No. 9 - Decommissioning Non-Reactor Facilities 

General Comments: 

CORAR members have been active in NRC' s Enhanced Participatory Rulemaking to establish 
radiological criteria for the decommissioning ofNRC-licensed facilities. We have participated in a 
number of workshops and have provided a number of written comments, including those on the 
proposed rule and the supporting NUREG documents. 

Specific Comments: 

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

The issue paper included all considerations and is essentially complete. 
J 

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

The NRC has made accurate assumptions and projections for internal and external factors . 
We agree with the assessment that NRC has made that: 

• Both licensee and NRC resources should be used effectively in the decommissioning e process. 

• The issue of groundwater protection remains open with EPA and needs to be addressed. 
We agree with the NRC position that an overall dose limit provides sufficient protection 
without a specific limit of 4 mrem per year for the groundwater pathway. 

• Legal constraints and limited resources also affect decommissioning. 

• There is a continuing need to coordinate NRC regulatory actions with both Agreement 
and non-Agreement State compatibility issues. 

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

The Commission' s initial preference on this DSI, a combination of options, responds to the 
current environment and challenge. 
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4. Which option do you endorse? 

CORAR endorses a combination of aspects included in the various options discussed in the 
issues paper without endorsing any single option specifically. We recommend that NRC's 
strategy should include the following objectives: 

• Implement a performance-oriented decommissioning review process that provides only 
residual contamination goals. 

• Allow licensees the ability to proceed without NRC approval of a decommissioning plan 
to enhance the cleanup of sites. 

• Change the residual contamination criteria, but do not adopt the overly restrictive standard 
of 15 mrem per year as prescribed in the Proposed Rule on Radiological Criteria for the 
Decommissioning of NRC-Licensed Facilities. The regulations must take the approach 
using a standard that is based upon recommendations of expert scientific organizations 
such as the International Commission on Radiological Protection (ICRP) and the National 
Council on Radiation Protection and Measurements (NCRP). The standard should ensure 
that the public is adequately protected without unnecessary cost, either in terms of 
economic impact or exposure to non-radiological hazards. 

NRC must avoid following the lead taken by EPA in their efforts to establish the standard 
of 15 mrem per year for decommissioning facilities for unrestricted use. The proposed 
standard is an arbitrary limit that is based on an unwarranted, needlessly conservative 
approach that would require utilization of valuable resources beyond the point of 
diminishing returns. This very concern, ironically, has been recently raised by the EPA 
itself in a published review of the technical basis of their proposed decommissioning 
standard1

. 

In this review, EPA staff point out that up to 75 mrem of a baseline value of 100 mem per 
year, relatively small volumes of soil can be removed to avoid a significant increase in the 
number of additional cancers. However, beyond this point (25 mrem), or as EPA states, 
"the cleanup criterion is made more stringent, the estimated volume of remediated soil 
grows increasingly rapidly, but the estimated incremental number of cancers averted 
becomes only marginally greater." From the tables in the review, one can easily deduce 
that it would take an incremental volume of3 x 106 m3 ofremediated soil to avert 30 
incremental cancer deaths over 1, 000 years as a result of a standard of 15 mrem per year 
rather than 25 mrem per year. EPA goes on to state in the review that "as the sites 
become progressively cleaner, the law of diminishing returns sets in; more and more dirt is 
moved, but fewer and fewer additional cancers are averted." The EPA has recognized 
that its proposed standard is inappropriate. 
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• Adopt the Superfund approach to the decommissioning oflicensed facilities to lower 
cleanup costs and provide more flexibility while still providing protection of the public and 
the environment. Do this without giving NRC superfund authority and without transfer of 
the regulation of materials licensee decommissioning to the EPA. 

• Develop a single, consistent regulatory scheme for source material and NARM giving 
NRC regulatory jurisdiction. 

• The NRC should focus on progress and risk as well as assessing the cost versus risk in 
making determinations on the disposition of sites. 

Wolbast, A. B. Et al . Technical Basis for EPA's Proposed Regulation on the Cleanup of Sites Contaminated 
with Radioactivity. Health Physics, November, 1996, Volume 71 , Number 5, page 655. 


