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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 ihe 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 

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 ill 

Council on Radionuclides and Radiopharmaceuticals (CORAR ) 
Direction Setting Issue No. 7 - Material/Medical Oversight 

General Comments 

The Council on Radionuclides and Radiopharmaceuticals (CORAR) supports the NRC's view 
that protecting the public health & safety is the primary focus of the agency. However, the NRC 
must also ensure that the extent of control over licensed activities is tempered by risk to the public 
from that activity. CORAR is pleased to see NRC examining the way in which material and 
medical licensees are regulated. 

Specific Comments 

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

• CORAR believes the NRC has identified all of the important issues in the area of materials 
and medical licensee regulation. 

• A few of the recommendations made by CORAR may require legislative action to change 
the Atomic Energy Act (AEA). We want to assure that this undertaking does not 
discourage NRC from taking the proposed actions in order to avoid opening up the Act. 

2. How accurate are the NRC's assumptions and projections for internal and external 9 factors discussed in the issues papers? 

• NRC has done a good job identifying internal and external factors that impact the material 
and medical programs. 

• The NRC should be commended for the ongoing activities to improve the materials 
program such as the Business Process Review, the Part 35 revisions and identifying 
regulations that are obsolete, unnecessary or too prescriptive. These programs should be 
continued regardless of what direction the NRC takes with the materials program. 

• Section 81 of the AEA did not envision the development of cyclotron-produced 
radiopharmaceuticals and medical radioisotopes. There are many of these NARM 
radiopharmaceuticals and radioisotopes in use today, being regulated in varying degrees by 
a variety of state agencies. CORAR believes one federal agency should regulate these 
NARM materials, and believes it should be the NRC. 
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3. Do the Commissioner's preliminary views associated with each issue paper respond to 
the current environment and challenge? 

• CORAR fundamentally agrees with the Commission' s preliminary views to decrease 
regulatory oversight of low risk activities. There are many areas within the materials 
program that could be safely de-emphasized. This includes the practice of diagnostic 
nuclear medicine and nuclear pharmacy, in which only very small risks are present. The 
practice of nuclear medicine and nuclear pharmacy yields a tremendous benefit to the 
public. 

• Most of the ongoing programs at NRC are efficiently run. However, we would like to see 
the program improvements discussed in Option 2 continued. These program 
enhancements, such as the Business Process Review, are extremely beneficial to materials 
licensees. 

4. Which option do you endorse? 

• CORAR very strongly supports the concept of decreasing regulatory oversight for low 
risk activities as outlined in Option 3. As discussed earlier, the practice of diagnostic 
nuclear medicine and nuclear pharmacy are areas, we believe, could be safely de
emphasized. We do recognize that therapeutic nuclear medicine, and the manufacture of 
radioisotope and medical radionuclides carry slightly higher levels of risk, and would still 
need to regulated. 

• CORAR has previously supported the recommendations of the IOM report. This was at a 
time when we felt NRC was inhibiting the practice of medicine by imposing too tight of a 
regulatory constraint on the practitioners of nuclear medicine. However, if the NRC is 
willing to de-emphasize the lower risk practice of nuclear medicine, CORAR will 
withdraw our earlier support for the IOM recommendations and support the provisions of 
Option 3. 

• The Conference of Radiation Control Program Directors (CRCPD) has done an 
outstanding job developing state regulations. However, CORAR is concerned that turning 
the medical program, or the entire materials program over to the States as outlined in 
Options 4 and 5, may lead to non-uniformity, which presents many logistical problems to 
our industry. For this reason CORAR cannot support Options 4 or 5. 
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• As discussed in Option 1, CORAR supports the inclusions ofNARM products in the 
Atomic Energy Act, and their regulatory control by the NRC. We were surprised to see 
the estimate of several hundred FTEs as the staffing requirements to regulate NARM and 
x-ray units (DSI 7, page 15). 

Response to Question E: Should a single federal agency regulate radiation safety? 

CORAR feels one federal agency should regulate radiation safety. That agency should be the 
NRC. However, we advocate a different, independent, advisory group set the standards the NRC 
are to enforce. We strongly recommend that this advisory group not be the U.S . Environmental 
Protection Agency. 


