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MARVIN S. FERTEL N I
President and Chief Executive Officer

1201 F Street, NW, Suite 1100
Washington, DC 20004 NUCLEAR ENERGY INSTITUTE

P; 202.729.8125
msf@nei.org
nei.org

January 10, 2013

The Honorable Allison M. Macfarlane
Chairman
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

Subject: Implementation of the Cumulative Effects of Regulation Process Changes

Project Number: 689

Dear Chairman Macfarlane:

This letter provides the industry perspectives on the proposed NRC staff recommendations in
SECY 12-0137, Implementation of the Cumulative Effects of Regulation Process Changes. The
industry appreciated the opportunities to participate in the constructive public meetings held on
this important topic. NEI sent two letters to the NRC staff to document the industry input and
comments made during the interactions. Copies of these letters are attached for your
information.

Addressing the cumulative effects of regulatory actions is a high priority project for the industry.
There is a growing concern that the increase in volume and effects of regulatory actions may
cause NRC and industry management to become distracted from their prime task, assuring
safe, secure and reliable operations. One effect has been the deferment of company-initiated
safety, security and reliability improvements because of resource demands from new regulatory
actions. For example, in a fuel cycle facility additional resources are being allocated to respond
to regulatory requirements at the expense of company initiated actions for improving fuel
reliability.

The industry supports the NRC staff recommendations in SECY 12-0137 to further discuss the
issue of cumulative effects of regulatory actions, yet we emphasize that the scope is greater
than rulemakings. The scope should include orders, guidance. development and
implementation, establishment of new regulatory positions, generic regulatory communications
and the development of a transparent prioritization and assessment process. In 2012,
rulemakings were less than 20 percent of NRC generic regulatory actions. In the same period,
there were over 50 generic communications, such as information notices and security
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advisories, plus numerous other generic actions. While we acknowledge that a process for
addressing the cumulative effects of regulatory actions could start with the rulemaking process,
there could be greater benefit from addressing the other regulatory processes earlier or in
parallel with the evaluation of the rulemaking process.

The tasks in any integrated regulatory plan should be prioritized based on safety and security
significance or estimated efficiency improvement. Presently, there is no publicly available NRC
or industry process for determining the priority of regulatory actions and issues based on a
predefined set of importance measures. As a result, the industry develops implementation
schedules based on the issuance of regulatory actions. Integrated five-year implementation
plans are then adjusted with no regard to the importance of the task.

The industry would support the public development of a template for the prioritization and
assessment process for regulatory actions. The template should incorporate risk insights
(qualitative and, where practical, quantitative) and where appropriate, use Level 1 PRA insights
and information from the public on generic applicability and implementation, including the
estimated cost of implementation. The industry supports the NRC recommendations for
providing an opportunity for public input during the development of a regulatory basis and rule
text for each proposed rule, including the development of draft implementing guidance and
analysis for new regulatory positions. This would provide for a more realistic regulatory
analysis and basis, and the development of more realistic implementation plans and schedules
that take into account the safety significance of the actions. The regulatory analysis for
implementing the recent security rules grossly underestimated the cost and schedule for
implementing those rules.

Meaningful evaluation of these considerations should result in one of four actions:

a) accelerated implementation of actions that have high safety significance or are
associated with an adequate protection determination,

b) a normal implementation schedule consistent with the importance compared with other
tasks on the industry's or plant's long-term plans,

c) deferment because of the need for additional information, or
d) cancellation of the action based on low or minimal significance

Ultimately, these actions would enhance operational and safety oversight and performance,
assuring that management attention and resources are correctly focused on issues that have
the highest safety or security significance.

The cumulative effect of regulatory actions is not limited to one office, the Office of Nuclear
Reactor Regulation. Cumulative effects of regulatory actions impacts not solely power reactors,
but also fuel cycle facilities, non-power reactors, and materials licensees. The management
process for cumulative effects should be implemented and integrated across all NRC offices.

The SECY paper proposes to exclude "consensus standard rules" from the process changes.
NRC revisions to 10 CFR 50.55a, Codes and Standards, impose significant burden on licensee
in-service inspection (ISI), in-service testing (IST), and repair/replacement programs. The
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associated regulatory guides impose new regulatory positions that are used by NRC to endorse,
condition the use of, or reject Code Cases and provisions of addenda and editions to the ASME
Boiler and Pressure Vessel Code. This results in licensees submitting alternatives, relief
requests, or exemptions in addition to the 10-year update. These submittals consume licensee
and NRC resources with marginal safety benefit. Other NRC licensees, such as fuel cycle
facilities have similar concerns. The scope of the cumulative effects activity should include
these types of actions.

The industry looks forward to continuing interactions with the NRC staff on this important topic
where we would be willing discuss our additional ideas on addressing the cumulative effects of
regulatory actions. In addition, we would be pleased to discuss our ideas in a public briefing of
the commission, if that would be of benefit. Please contact me if you have any questions.

Sincerely,

Marvin S. Fertel

c: The Honorable Kristine L. Svinicki, Commissioner, NRC
The Honorable William D. Magwood, IV, Commissioner, NRC
The Honorable William C. Ostendorff, Commissioner, NRC
The Honorable George Apostolakis, Commissioner, NRC
Mr. R. William Borchardt, Executive Director for Operations, NRC

Attachment A: NEI letter to NRC staff (Marion/McGinty) dated June 15, 2012
Attachment B: NEI letter to NRC staff (Marion/McGinty) dated December 7, 2010
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June 15, 2012

Mr. Timothy J. McGinty
Director, Division of Policy and Rulemaking
Office of Nuclear Reactor Regulation
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

Subject: Cumulative Effects of Regulations (CER)

Project Number: 689

Dear Mr. McGinty:

The purpose of this letter is to reiterate key points made by industry representatives during the
public meeting held May 31. We appreciated the opportunity to participate in this important
meeting, and we look forward to future interactions on development of a process for assessment of
cumulative effects of NRC regulatory actions. This letter supplements the points noted in my
December 7, 2010, letter on the same subject.

We continue to believe an integrated multi-year planning tool will be necessary to effectively
manage the totality of regulatory actions. Such a tool, if made publicly available, would allow
external stakeholders to better understand the priority, safety significance, risk significance,
interdependencies, milestone dates, resource loading, and implementation schedules associated with
regulatory actions under development. Additionally, such information would be useful for effective
engagement with affected stakeholders to discuss cumulative effects of regulatory actions
throughout the development process. This is becoming increasingly important in light of the
regulatory actions being pursued to address the recommendations of the NRC Fukushima Near Term
Task Force report.

As we understood from the discussion during the May 31 meeting, the NRC has a recently revised
common prioritization of rulemaking process and that some of the key factors considered in this
process are NRC strategic goals, and internal and external interests. This prioritization process may
provide an excellent starting point to build upon and develop the integrated tool mentioned earlier.
We also understand this is an internal process; however, we recommend engagement with external
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stakeholders to better inform this process relative to impacts of proposed rulemakings on different
licensees.

The two graphics we distributed at the meeting: one for power reactors and the second for fuel
cycle facilities were intended to provide a visualization of one level of cumulative effects of
regulations. They did not identify all of NRC regulations under development or the regulatory
actions associated with generic communications, backfits, inspections, etc. Nor did they reflect
ongoing facility-specific regulatory actions, e.g., license amendments and enforcement actions.

During the meeting there was brief discussion of the application of the CER process enhancements
when adopting consensus standards. For example, we made the point that the NRC revisions to 10
CFR 50.55a, Codes and Standards, imposes significant burden on licensee inservice inspection (ISI),
inservice testing (IST), and repair/replacement programs. The biennual revisions to this regulation
and periodic revisions to the associated regulatory guides impose new regulatory positions that are
used by NRC to endorse, condition the use of, or reject Code Cases and provisions of addenda and
editions to the ASME Boiler and Pressure Vessel Code. This results in licenses submitting
alternatives, relief requests, or exemptions in addition to the 10-year update. Other NRC licensees
such as fuel cycle facilities have similar concerns with such a limited scope to CER evaluations.
Therefore, we believe NRC regulatory actions involving codes and standards should be included in
the scope of cumulative effects of regulations.

We propose to work with you and your staff in developing a structured and transparent process for
the assessment of cumulative effects of regulatory actions. Such a process might include the
following elements:

Criteria associated with regulatory actions (safety significance, risk significance, compliance,
etc.)

Criteria associated with cumulative effect (industry wide, fleet wide or site specific impacts,
implementation schedules, resource implications, etc.)

Affected stakeholders (applicability to classes of licensees)

Applicability to individual or numbers of regulatory actions over a multi-year period

Development of an appropriate template/checklist

Periodic review involving key stakeholders and NRC interoffice working group and steering
committee

We believe the development of such a transparent process would better inform stakeholders of the
NRC's current and proposed regulatory actions so that appropriate information can be included in an
improved regulatory process that gives due consideration to cumulative effects.
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We look forward to working with you and your staff in the development of a process for assessing

cumulative effects of regulatory actions. Please contact me at 202.739.8080; axmd)nei.org should

you have any questions.

Sincerely,

Alexander Marion

c: Mr. Timothy A. Reed, NRR/DPR/PRB, NRC

Ms. Tara Inverso, NRR/DPR/PRB, NRC
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December 7, 2010

Mr. Timothy J. McGinty

Director, Division of Policy and Rulemaking

Office of Nuclear Reactor Regulation

U.S. Nuclear Regulatory Commission

Washington, DC 20555-0001

Subject: Cumulative Effects of Regulations

Project Number: 689

Dear Mr. McGinty:

This purpose of this letter is to document the key points communicated by industry representatives
during the public meeting held November 16. We appreciated the opportunity to participate in this

important meeting and believe it provided the necessary foundation for further interactions between

the U.S. Nuclear Regulatory Commission and affected stakeholders.

We fully concur with the NRC's perspective on cumulative effects as presented at the November 1 6 th

meeting. We have a shared mutual interest in assuring nuclear facilities are operated safely and in

compliance with NRC regulations.

In terms of scope, we also agree that it is broader than regulations. It includes other regulatory

actions such as generic communications, changes to guidance documents and supporting processes,
license amendment requests, and inspection findings of a generic nature. These actions have the

potential to dilute site and corporate resources, and detract management attention from the primary

responsibility of safe operations.

Cumulative effects of these regulatory actions impact all licensees, not only power reactors. Most
recently, significant impacts have been realized for fuel cycle facilities and byproduct material

licensees. In this regard, we were pleased to hear that NRC management formed an executive level
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steering committee comprised of representatives from the different NRC program offices to examine
these issues, and we look forward to any potential interactions with the staff or the steering
committee on this important topic.

You and your staff identified a number of potential remedies at the meeting and we concur that they
should be pursued. Additionally, we believe there are near term and longer term actions that can be
taken to address cumulative effects of NRC regulatory actions. For the near term, we propose
changes to the rulemaking process that affect power reactor and non-power reactor licensees that
can be implemented now:

" The Principles of Good Regulation provides an excellent framework to guide all NRC
personnel in the conduct of their own individual activities as well as the overall agency as a
regulatory body. As NRC regulatory actions are under development, an assessment with
these principles would provide a systematic means to assure that the proposed regulatory
action is thoroughly examined and coordinated with other regulatory actions.

* Rules that propose to codify existing orders should be promulgated separately from those
rules that add new requirements. We suggest direct final rules be used to codify orders.

" Draft and final regulatory guidance should be issued concurrent with the proposed and final
rules and public meetings should be held at each stage with affected stakeholders to inform
the implementation schedule and estimated cost impacts.

* Any rulemaking that would require plant modifications should allow a 30 month
implementation schedule as a minimum. This would provide ample time for the engineering
organizations to understand the new requirements, translate them to a design, and conduct
a walk down if the modification is within the protected area thereby assuring effective
implementation.

" The application of risk insights to prioritize regulatory actions and inform new interpretations
of existing requirements would be useful in managing cumulative effects.

" A formal lessons learned process may be beneficial in ensuring that the experience in
developing and finalizing a regulation is routinely captured. For example, the recent Part 73
rulemaking may provide a number of lessons on the timing of regulatory guidance, the
combining of orders with additional enhancements, the time needed to develop and
implement plant modifications, and ultimately a comparison of the estimated costs for
implementation to the actual costs.

* Institutionalizing the Regulatory Issue Resolution Protocol would help in addressing
cumulative effects of NRC regulatory actions. We have found many instances wherein the
NRC, industry, and other stakeholders do not share a common understanding of the issue,
the success criteria for resolution, and regulatory process to be utilized. Application of this
protocol to the identification, resolution and closure of generic issues would result in an
effective and efficient process to address cumulative effects.

For the longer term an integrated multi-year schedule identifying all new regulatory actions would
be an excellent starting point. This would provide an effective method for evaluating the totality of
regulatory actions over a multi-year time period. Such a schedule could be made publicly available
to support periodic meetings with affected stakeholders to provide feedback on cumulative effects.
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We look forward to working with you and your staff in the development of a process to effectively
manage cumulative effects of regulatory actions. Please contact me at 202.739.8080; am@nei.org
or Stu Minahan at 202.739.8114; sbm@nei.org should you have any questions.

Sincerely,

Alexander Marion

c: Mr. Timothy Reed
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From: FERTEL, Marvin [mailto:msf5nei.org]
Sent: Thursday, January 10, 2013 10:26 AM
To: CHAIRMAN Resource
Cc: CMRSVINICKI Resource; CMRMAGWOOD Resource; CMROSTENDORFF Resource; CMRAPOSTOLAKIS Resource;
Borchardt, Bill; FERTEL, Marvin; PIETRANGELO, Tony; HEYMER, Adrian
Subject: Implementation of the Cumulative Effects of Regulation Process Changes

January 10, 2013

The Honorable Allison M. Macfarlane
Chairman
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

Subject: Implementation of the Cumulative Effects of Regulation Process Changes

Project Number: 689

Dear Chairman Macfarlane:

This letter provides the industry perspectives on the proposed NRC staff recommendations in SECY 12-0137,
Implementation of the Cumulative Effects of Regulation Process Changes. The industry appreciated the
opportunities to participate in the constructive public meetings held on this important topic. NEI sent two
letters to the NRC staff to document the industry input and comments made during the interactions. Copies of
these letters are attached for your information.

Marvin S. Fertel
President and Chief Executive Officer
Nuclear Energy Institute
1201 F Street, NW, Suite 1100
Washington, DC 20004
P: 202.739.8125
M:202.497.8456
msfOnei.orc
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