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On behalf of the nuclear industry, the Nuclear Energy Institute (NEI), is submitting
the following response to the Federal Register notice, dated September 22, 2006,
Volume 71, Number 184, which invited written comments on the Proposed Revision
2 to the current Regulatory Guide 4.15, "Quality Assurance for Radiological
Monitoring Programs (Normal Operations) - Effluent Streams and the
Environment"

This draft guide, if approved, would result in a major change in the monitoring of
radiological effluents and of the environment. We do not believe that this draft
guide can be implemented in the manner being proposed without updating the
array of other regulatory guides associated with the radiological monitoring of
effluents and the environment. While it has been recognized since 1991 that the
regulatory process needs to be updated in this area, it has also been recognized that
such an update has to be implemented in an integrated manner, not piecemeal.
Accordingly, we recommend that this draft Regulatory Guide should not be
approved as defined by the scope of the September 22, 2006, Federal Register.

NEI is the organization responsible for establishing unified industry policy on matters affecting the nuclear

energy industry. NEI's members include all entities licensed to operate commercial nuclear power plants in the
United States, nuclear plant designers, major architect/engineering firms, fuel fabrication facilities, nuclear
material licensees, and other organizations and individuals involved in the nuclear energy industry.
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The Enclosure to this letter provides the basis of this recommendation, most
notably that:

* The proposed guide reflects a significant expansion in scope that will apply to
all phases (licensing through decommissioning) of NRC-licensed facilities as
illustrated by the revised document title:

o Current title: "Quality Assurance for Radiological Monitoring
Programs (Normal Operations) -- Effluent Streams and the
Environment"

o Proposed title: "Quality Assurance for Radiological Monitoring
Programs (Inception through Normal Operations to License
Termination) - Effluent Streams and the Environment"

* The guide would apply to virtually all classes of licensees covered under Parts
30, 40, 50, 52, 61, 70, 72, and 76, although the Federal Register notice
referred only to new power reactors. All stakeholders have not been alerted
to the change and therefore have not been afforded an opportunity to
evaluate the potential impacts.

* The draft guidance is primarily referenced to NUREG-1576, "Multi-Agency
Radiological Laboratory Analytical Protocols Manual (MARLAP)," which is a
step-change increase in technical complexity. The industry has not been
trained in implementing MARLAP. Until that occurs, the full impact and
implications of adopting the proposed is difficult to quantify.

* Given that the NRC has stated that the current version of the guide is
adequate for operating power reactors, we do not understand the urgent
necessity to implement such a draconian change in implementation at short
notice.

The industry would support the development of an integrated and comprehensive
project that considers how to pursue an update of the regulations, guidance, and
standards applicable to radiological effluents and environmental monitoring for all
affected NRC licensees including operating and new nuclear power plants. We
would welcome the opportunity to interact with NRC staff to help establish an
integrated plan and schedule that will produce enhanced effectiveness and
efficiency for the agency and licensees.
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We appreciate the opportunity to comment on the draft regulatory guide. Before a
decision is made on this draft guide, we believe that a public meeting with affected
licensees and potential applicants should be held as soon as possible to discuss this
proposed revision and start the development of an integrated plan for improving the
regulatory process. If you have any questions regarding this effort, please contact
Ralph Andersen at (202) 739-8111; rla@nei.org.

Sincerely,

Adrian P. Heymer

Enclosure

c: Mr. David B. Mathews, NRC
Mr. James E. Lyons, NRC
Mr. George E. Powers, NRC

Mr. Stephen C. O'Connor, NRC
NRC Document Control Desk



Enclosure

DG-4010 - Industry Comments

Discussion

As described by NRC staff at the November 16, 2006, meeting of the Advisory
Committee on Nuclear Waste (ACNW), the 16-page draft guide represents a "brand
new guide" to replace the current 7-page regulatory guide. The proposed significant
changes in scope, methodology, and regulatory position are well beyond the "minor
infrastructure changes to make new licensing reviews more effective and efficient"
that is portrayed in the blanket Federal Register notice dated September 22, 2006,
Volume 71, Number 184.

The proposed guide will be broadly applicable to a large number of licensee facilities
and programs (including those regulated under Parts 20, 30, 40, 50, 52, 61, 70, 71,
72, and 76), and is not strictly limited to nuclear power plants, as is implied by the
respective Federal Register notice. Also, the proposed guide will apply to "all phases
of a facility's life-cycle," rather than just being limited to "normal operations" (as is
the case with the current regulatory guide). The broad range of affected licensees
and interested stakeholders are likely unaware of the proposed substantive changes
in the regulatory guide and are not being afforded an appropriate opportunity to
comment on those changes.

MARLAP

The draft guidance is primarily referenced to NUREG-1576, "Multi-Agency
Radiological Laboratory Analytical Protocols Manual (MARLAP)," a three-volume,
thousand-page-plus document, that reflects a fundamental change in the regulatory
position regarding an acceptable quality assurance program for radiological effluent
and environmental monitoring programs.

The draft MARLAP was made available by the seven participating federal agencies
for public comment under an August 31, 2001, Federal Register notice. The notice
was focused on soliciting feedback on the technical soundness and clarity of the
draft document and did not request comments regarding the use of the MIARLAP in
an NRC regulatory context, e.g., as regulatory guidance. The notice specified that
the MARLAP "does not represent the official position of any agency at this time".
Subsequently, a final, revised version of the MARLAP was published in July 2004,
reflecting the extensive comments received as a result of the Federal Register notice,
as well as from a substantial technical peer review.

The final version of the MARLAP has not been proposed or noticed as possible NRC
regulatory position until now. A 45-day comment period under the September 22,
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2006, Federal Register notice is insufficient time to assess the full implications.
This is because the proposed change affects a broad spectrum of NRC licensees, not
just new power reactor applicants, and is a totally new approach that has not had
the benefit of full public discussion. The comment period provided insufficient time
for affected licensees and interested stakeholders to critically evaluate and
comment on the implications and potential impacts of implementing the MARLAP
as regulatory guidance to demonstrate compliance with quality assurance
requirements for radiological monitoring programs being conducted for licensing,
operational, and decommissioning purposes under 10 different NRC regulations.

To our knowledge, the MARLAP has not been field tested in the context of
demonstrating compliance with NRC regulations, particularly in regard to licensing
new nuclear power plants, which is given as the primary reason for proposing a new
version of the guide. Training and awareness of NRC staff and industry on using
MARLAP has been limited. Industry knowledge and training on the use of
MARLAP in a licensing context is virtually non-existent because there has been no
impetus to pursue such training. Therefore, use of the MARLAP in the new plant
licensing process will create a significant first-of-a-kind effort that will
unnecessarily complicate the process and will create unnecessary burden on both
NRC staff and licensees.

Other Comments

At the November ACNW meeting, NRC staff said the proposed guide is inter-
related with a number of other NRC regulatory guides that may need to be updated
to bring them into conformance with this guide. Details of the proposed guide will
affect operational criteria such as the radiological effluent and environmental
monitoring standard technical specifications (STS) and related documents and these
will likely also have to be updated. For licensees who maintain corporate programs
and facilities that cover multiple sites, the licensee will have to establish two
different programs for activities governed by the same regulation, even if the new
plant is licensed at a new site. Under these circumstances, licensees will be driven
toward updating all of their related radiological monitoring programs, for both
current and future plants, to conform with this regulatory guide -which will have
an effect that is equivalent to a backfit.

NRC is proposing to issue what the agency staff has referred to as a "new guide" to
replace existing guidance that will trigger subsequent changes to other regulatory
guides and criteria that will impact not only nuclear power plant licensees, but
many other classes of licensees as well. As part of the justification in the regulatory
analysis for rejecting the option of continuing to rely on current guidance, the NRC
has stated:
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"A decision by the NRC to retain the current guide would imply endorsement
of obsolete or discredited practices and could lead to inconsistencies, with
industry and other Federal and State agencies. To retain the current version
of Regulatory Guide 4.15 would constitute maintenance of outdated guidance
that is inconsistent with current programs and expectations. Because
references to existing NRC regulations are incorrect, retaining the current
guide would impose unnecessary burdens on industry to determine, without
contemporary NRC guidance, which of the recommended procedures or
methods remain valid and which should be superseded. Finally, retaining the
current guide would undermine the NRC's technical credibility during a
period of anticipated expansion of radiological monitoring and sampling. In
short, the current guide does not offer complete and consistent guidance to
the industry."

While NRC is pursuing changes to regulatory guidance for radiological monitoring
of effluents and the environment, the agency has decided not to update the
fundamental regulations that are implemented by the guidance -despite the fact
that such regulations (e.g., Appendix I to 10 CFR Part 50, 10 CFR 61, and 10 CFR
72) employ concepts, methodology, and terminology that have been entirely
superseded and replaced by newer science and updated international and national
standards. In fact, these regulations are not consistent with the concepts,
methodology, and terminology in NRC's basic radiation safety regulation, 10 CFR
20. NRC has concluded that these "older" regulations continue to provide adequate
protection of health and safety and that the cost and regulatory burden associated
with updating them is not justified. Further, in the proposed guide itself, NRC
states that licensees "may continue to use the original version of this regulatory
guide if they so choose."

We agree with the agency's rationale for not updating the underlying regulations
and for allowing licensees to continue to use the current guide. By the same logic,
we also conclude that finalizing the draft regulatory guide (DG-4010) on an
expedited basis, as envisioned by the related Federal Register notice, is not justified
or necessary.

We recommend the NRC establish a project plan to integrate this effort into a
comprehensive and well-coordinated project that considers how to pursue an update
to the concepts, methodology, and terminology of all of the regulations, guidance,
and standards applicable to nuclear power plant radiological effluents and
environmental monitoring. The industry would fully support such an activity, if
conducted in a manner that will enhance the effectiveness and efficiency of the
regulatory process.
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