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Please find comments concerning NRC's plan to revise their Enforcement Policy.

Roy

Roy W. Brown
Senior Director, Federal Affairs
CORAR
roywbrown @sbcglobal.net
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R A R Council on Radionuclides and Radiopharmaceuticals Inc
3911 Campolindo Drive

Moraga, CA 94556-1551

Fx (925) 283-1850Fax: (925) 283-1850

E-mail: corar@silcon.com

Henry H. Kramer, Ph.D., FACNP
Executive Director

March 23, 2007

Mr. Michael T. Lesar, Chief
Rulemaking, Directives and Editing Branch
Division of Administrative Services
Office of Administration
Mail Stop: T6D59
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

RE: NRC Enforcement Policy; Proposed Plan for Major Revision
Federal Register volume 72, No. 16, page 3429. January 25, 2007.

Dear Mr. Lesar:

These comments concerning the proposed plan for revision of NRC's Enforcement Policy are
submitted on behalf of the Council on Radionuclides and Radiopharmaceuticals (CORAR). CORAR
members include manufacturers and shippers of diagnostic and therapeutic radiopharmaceuticals, life
science research radiochemicals and sealed sources used in therapy, diagnostic imaging and
calibration of instrumentation used in medical applications.

General Comments

CORAR appreciates the opportunity to provide comments on the Policy. CORAR supports the
primary purpose of the Policy, as stated by NRC, to protect the public health and safety, the
environment and to assure the common defense and security. We agree that the Policy should deter
non-compliance, encourage compliant behavior and programs, and encourage licensees to promptly
identify and correct any violations of NRC requirements. CORAR companies have exemplary
records of NRC compliance and employ radiation compliance management systems that are effective
in correcting self-identified compliance findings including those that are reportable under the NRC
regulations. Generally, we appreciate the consideration NRC gives to special circumstances in the
civil penalty assessment process. CORAR recommends that the Enforcement Policy be more
supportive of licensees who are proactive and effective in addressing self-identified compliance
issues.
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Specific Comments

1. The discussion in the Policy of safety significance using the terms "very low, low,
moderate and greater" in the context of Significance of Violations needs some additional
clarification to make these terms more meaningful. The correlation between these terms,
their definitions and the Severity Levels needs to be made clearer, preferably with specific
criteria to avoid subjective interpretation.

2. The Policy currently states that when the NRC learns of a potential violation for which
escalated enforcement appears to be warranted, the NRC may provide the opportunity for
a predecisional enforcement conference with the licensee and will not normally be held if
the NRC concludes that it has sufficient information to make an informed enforcement
decision. CORAR strongly recommends that this position be revised to always provide
the licensee the opportunity to have this conference in addition to the opportunity to
respond initially to the apparent violation in writing.

3. The Policy should reconsider the position on public attendance at predecisional
enforcement conferences. The Policy currently states that the purpose of conducting open
conferences is to provide the public with opportunities to be informed of NRC activities.
The NRC should weigh in its decision to allow public attendance issues such as security.
NRC should share licensee concern that certain information could be obtained and used by
individuals with the intent to harm the public or to adversely impact the environment.
NRC also needs to consider whether the topic of the enforcement conference really has
the potential to adversely impact the environment or public health and safety. If
information cannot be safeguarded or the compliance issue in question does not pose a
threat to the environmental or public health and safety, then NRC should not open the
conference to the public.

4. The Policy should address issues involving licensee disclosure of findings and other
information as a result of audits conducted independent of NRC inspections. Similar to
the US Environmental Protection Agency, with regard to audits conducted by or on behalf
of licensees, NRC should not require that the results of such audits be disclosed nor
should NRC inspectors request copies of audit reports or findings. In addition, audit
reports or findings should not be used by NRC to trigger NRC enforcement
investigations.' This protection from disclosure is an incentive for licensees to rigorously
audit themselves and to share audit findings and corrective actions internally. An open
internal discussion of findings and underlying causes promotes for improved compliant
behavior. Audits done under Attorney-Client protection organizationally have a more
limited value.

5. CORAR agrees with the position in the Policy concerning Violations Involving Special
Circumstances that NRC may refrain from issuing a Notice of Violation for a Severity
Level II, III or IV violation based on the merits of the case after considering the guidance
in the Policy and factors such as the age of the violation, its significance, the clarity and

See US EPA Incentives for Self-Policing: Discovery, Disclosure, Correction and Prevention of Violations. Federal
Register Vol. 65, No. 70. April 11, 2000.
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appropriateness of the requirement, the overall sustained performance of the licensee and
other relevant circumstances including any that may have changed since the violation.

6. The Policy should also maintain its current position on civil penalty assessment for
Severity Level I - III violations where relief from civil penalties is provided to licensees
who identify and promptly and comprehensively correct violations, have no previous
escalation enforcement actions, and are given credit for actions related to identification.

7. In addition to the relief from civil penalty provided for Severity Level I - III violations in
the current Policy, NRC should not cite a Notice of Violation for any non-reportable
compliance problems self-identified and promptly and effectively corrected by the
licensee. It would be reasonable for NRC to expect the finding, identification of root
cause, and corrective action to be documented by the licensee for future reference.
Alternatively, NRC could disposition these as Non-Cited Violations.

8. The Policy needs to provide a process to allow for discussion in advance of the formal
issuance of notices of violation. Citation of violations must be based on fact and licensees
must be provided the opportunity to provide any additional facts surrounding potential
compliance issues during an informal conference at the conclusion of the inspection
and/or prior to issuance of a notice of violation. In addition, NRC inspectors must be
granted authority to withdraw a notice of violation if the licensee provides adequate
information to demonstrate compliance at the time of the informal conference.

9. Add consideration of an OSHA VPP type program2 for NRC with accompanying
enforcement benefits. For example, after demonstration of a healthy compliant program,
OSHA has a reduced frequency of inspections (in order to focus on the other more likely
non-compliant sites), and has a more liberal penalty policy for violations.

10. The Policy states in its discussion of Enforcement Actions Involving Individuals that
action will not be taken against individuals due to an inadvertent mistake by the individual
resulting from inadequate training or guidance provided by the facility licensee. NRC
should reconsider this example. It may not be possible to determine whether training was
adequate or the individual chose not to comply. If there is reasonable documentation in
support of adequate training provided by the licensee, then at some point the individual
must be held accountable for his actions. The Policy goes on to state that normally some
enforcement action is taken by NRC against a licensee for violations caused by employee
wrongdoing taking into account the individual's training, experience and knowledge of
the consequences of misconduct. We agree that NRC must consider factors such as these
on a case-by-case basis.

11. Example D. 1. cited in the current Policy for Severity Level IV Transportation violations is
described as a breach of package integrity without externals radiation levels exceeding the
NRC limit or without contamination level exceeding five times the NRC limits. This is
not an example of a violation if the package in question is a Type A package and the

2 See OSHA CSP 03-01-002, TED 8.4. Voluntary Protection Programs (VPP): Policies and Procedures Manual. Chapter

VIII - Enforcement Activity at VPP Sites.
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breach occurs as a result of a transportation accident. Some clarification is needed for this
scenario to be used as an example.

12. The Policy refers to licensee failure to notify NRC of changes in licensed activities that
have radiological or programmatic significance as grounds for a Severity Level III
violation. The revised Policy should provide more objective guidance on what changes
are to be considered "significant" and those that are not.

13. There is an urgent need for the revised NRC Enforcement Policy to be a matter of
compatibility for Agreement States.

If you have any questions concerning these comments or would like additional explanation, please
contact me at (314) 795-6166.

Sincerely,

Roy W. Brown
Senior Director, Federal Affairs
Council on Radionuclides and Radiopharmaceuticals


