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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 

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 materials 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 participate 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 
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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 

Ac.icien<lum - 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 IX 

Council on Radionuclides and Radiopharmaceuticals (CORAR) 
Comments of the Strategic Planning Framework 

General Comments 

In the attached detailed comments, CORAR generally supports the NRC strategic planning 
framework. CORAR recommendations focus on the choice of terms used to express NRC intent. 
Specifically, the NRC should consistently indicate recognition that the licensee has the primary 
responsibility to ensure safe and beneficial use of radioactive materials, and the regulatory role is 
to promote this and assure that those results are achieved. NRC should aim to be an effective 
regulator, which is a more comprehensive objective than being efficient. The Planning 
Framework should clarify that occupationally exposed personnel are important stakeholders rather 
than include them as part of the "public." Finally, the NRC should recognize that regulators (as 
well as licensees) have an important responsibility to educate the public and provide 
understandable information that allows all stakeholders to meaningfully participate in the 
regulatory process. 

Specific Comments 

1. Pages "Mission: NRC's mission is to regulate the Nation's civilian use of 
byproduct, source, and special nuclear materials to ensure adequate 
protection of the public health and safety, to promote the common 
defense and security, and to protect the environment." 

a. This mission statement is not realistic as written. To ensure 
adequate protection of the public health and safety ... etc., requires 
considerable resources and constant control of radioactive material. 
It is proper to expect that licensees be held accountable for the safe 
use of radioactive materials and adequate occupational, public and 
environmental protection. The regulatory role is to assure that 
licensees exercise their responsibility for safety and protection. 
This could be expressed in the mission statement by replacing 
"ensure" with "assure" and by replacing "protect" with "assure the 
protection of" 

b. The NRC is also responsible to assure that occupational safety and 
protection is adequate at licensee facilities . This, too, should be 
added to the mission statement. 
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2. Page 8 

3. Page 8 

4. Page 9 

"Vision: In implementation of its mission, Nuclear Regulatory 
Commission actions enable the nation to safely and efficiently use 
nuclear materials. NRC's actions should be such that the public, 
those it regulates, and other stakeholders in the national and 
international nuclear community have the utmost respect for and 
confidence in the NRC." 

a. Again, it is not feasible that a regulatory agency will have the 
resources to maintain the necessary constant control to enable the 
safe use of radioactive materials. As discussed in CORAR 
comments on the mission statement above, it is the responsibility of 
the licensee to implement procedures that enable the safe use of 
radioactive material. The NRC's role is to assure that licensee 
responsibility is exercised. 

b. The choice of "efficiently" in this vision statement should be 
reconsidered. CORAR recommends that while efficiency is a 
worthy objective, it should be subordinate to the use of radioactive 
materials being effective and for the net benefit of society. The 
vision statement might better reflect the NRC intent if "efficiently" 
were replaced by "effectively." 

"Goals: b. That its regulations are consistent with other federal 
regulations, nationally and internationally recognized standards, and 
state regulations to the greatest extent possible." 

CORAR agrees with this goal and recommends that the NRC should be 
proactive in ensuring NRC and Agreement State regulations are 
compatible. 

"Principles of Good Regulations: Efficiency" 

CORAR recommends that the NRC intent would be better expressed if 
"Efficiency" were replaced by "effectiveness." What is needed is cost 
effective regulations of net benefit to society. The NRC's internal 
administration should also be cost effective. 
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5. Page 21 

6. Page 21 

7. Page 22 

8. Page 22 

"PRINCIPLES OF GOOD REGULATION: OPEN: The public must 
be informed about and have the opportunity to participate in the 
regulatory processes as required by law." 

The principle of openness to encourage public information and 
participation in the regulatory process should be reinforced by specifying 
that information must be understandable to the public and other 
stakeholders. This requirement implies that the NRC should be proactive 
in educating the public through the information it disseminates. 

"PRINCIPLES OF GOOD REGULATION, EFFICIENT." 

CORAR agrees with the intent of the principle of efficiency. However, 
CORAR recommends that "effectiveness" would better represent the 
intent. NRC actions should also be cost-effective for licenses and should 
promote licensees to be cost effective in using radioactive materials for the 
benefit of society. 

"THE NRC's SAFETY PHILOSOPHY. DEFENSE IN DEPTH 
•.• serious public or national security consequences . 
• • • protecting the public." 

The philosophy of defense in depth should be applied to occupational 
safety and protection as well as protection of the public. 

"THE NRC's SAFETY PHILOSOPHY 
LICENSEE RESPONSIBILITY" 

CORAR agrees with the intent of this section. However, we notice that 
the style of this section is inconsistent with the other sections in Appendix 
II. What is needed here is a statement that focuses on NRC's role in 
supporting, promoting and assuring licensee responsibility and 
accountability. The NRC's role is to audit licensee activities in a manner 
that assures protection and that promotes licensee responsibility for the 
safe use of radioactive materials for the benefit of society. 
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9. Page 23 

10. Page 24 

"THE NRC's SAFETY PHILOSOPHY 
"ACCOUNTABILITY TO THE PUBLIC" 

a. While CORAR agrees with this statement, we believe it should be 
extended to include NRC accountability to the licensee and licensee 
employees. 

b. Again, NRC information to the public should be understandable to 
the public and understandable information should be provided to 
the occupational exposed community, too. 

c. NRC information to the public should be correct and verified to be 
correct before it is released to the public. 

"NRC ORGANIZATIONAL VALUES 
Commitment to protecting public health and safety." 

In addition to assuring the protection of the public health and safety and 
promoting a reasonable balance between risks and benefits to the public, 
the NRC should include licensee employees in the same commitment. 


