UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D.C. 20555-0001

February 8, 2000

(Those on attached list)

On December 8, 1999, the US Nuclear Regulatory Commission (NRC) hosted the second
coordination meeting with representatives from standards development organizations (SDOs)
that develop standards used by the nuclear industry. These meetings are held to foster better
communication between the SDOs and the NRC regarding the development and utilization of
consensus standards.

Enclosed are the minutes from the meeting of December 8, 1999. The participants found this
meeting to be productive and expressed a desire to continue the meetings on a semi-annual
basis. Participants will be canvassed regarding a suitable date for the next meeting.

On behalf of the NRC, | want to thank all of the participants for a successful meeting, and note
that after an outstanding and distinguished term as the NRC'’s first Standards Executive, John
Craig has been assigned to the Office of the Executive Director for Operations to manage

- several special NRC projects. | have been appointed by the Chairman of the NRC to replace
Mr. Craig. | am pleased to have received this assignment, and | am looking forward to building
on the strong foundation for codes and standards activities that has been established at the
NRC.

Sincerely,

Michael E. Mayfield, Acting Director
Division of Engineering Technology
Office of Nuclear Regulatory Research

Enclosure: As stated

cc w/encl: C. Paperiello, EDO
A. Thadani
S. Collins, NRR
J. Strosnider, NRR
W. Kane, NMSS
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On December 8, 1999, the US Nuclear Regulatory Commission (NRC) hosted the second
coordination. meeting with representatives from standards development organizations (SDOs)
that develop standards used by the nuclear industry. These meetings are held to foster better
commumcatlon between the SDOs and the NRC regarding the development and utilization of
consensus stand\ards

Enclosed are the rﬁi\nutes from the meeting of December 8, 1999. The participants found this
meeting to be productive and expressed a desire to continue the meetings on a semi-annual
basis. Participants will be canvassed regarding a suitable date for the next meeting. On behalf
of the NRC, | want to thank all of the participants for a successful meeting, and note that after an
outstanding and distinguished term as the NRC's first Standards Executive, John Craig has
been reassigned to the Office of the Executive Director for Operations to manage several
special NRC projects. | have been appointed by the Chairman of the NRC to replace Mr. Craig.
| am pleased to have received.this assignment and be given the opportunity to build on the
strong foundation that was estahyshed for codes and standards activities at the NRC. | am
looking forward to my new assignment and building on the strong foundation for codes and
standards activities that has been established at the NRC.
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MINUTES - DECEMBER 8, 1999, COORDINATION MEETING
NRC AND STANDARDS DEVELOPMENT ORGANIZATIONS

Background

On December 8, 1999, the US Nuclear Regulatory Commission (NRC) hosted the second
coordination meeting with representatives from standards development organizations (SDOs)
that develop standards used by the nuclear industry. The agenda is provided in Attachment 1.
These meetings are held semi-annually in order to foster better communication between the

SDOs and the NRC regarding the development and utilization of consensus standards.

Organizations in Attendance

The organizations attending were the American Nuclear Society (ANS), American Society of
Mechanical Engineers (ASME), Health Physics Society (HPS), Institute of Electrical and
Electronics Engineers (IEEE), International Society of Instrumentation (ISA), National Fire
Protection Association (NFPA), Nuclear Energy Institute (NEI), National Institute of Standards
and Technology (NIST), and the NRC. A list of participants is provided in Attachment 2.

Presentations and Discussion

John Craig, the NRC Standards Executive, opened the meeting by describing change in
organizations and customers. He emphasized that the NRC decision to support and participate
in standards development activities were based upon supporting the agency’s strategic goals.
In this context, it was noted that the'creation of new or revised standards should be based upon
the needs and requirements of the stakeholders who utilize the standards. A clear
understanding of the user needs and requirements is really a definition of the purpose for the
revision to a standard. Without such a clear definition, new or revised standards may not be
used by stakeholders and interest and confidence in the standards organizations could be

eroded. The slides for Mr. Craig’s presentation are provided in Attachment 3.

Jack Strosnider, Standards Champion, Office of Nuclear Reactor Regulation, followed with a

short presentation (Attachment 3) about NRR budgeting for codes and standards. During this



discussion, one participant noted that there is an ANSI requirement to review standards every
five years to determine if the standard should be maintained or deleted. It was mentioned that

such a review may result in an SDO expending resources unnecessarily.

Next was a presentation on NRC Management Directive 6.5, “NRC Participation in the
Development and Use of Consensus Standards,” given by John Craig. A copy of the
Management Directive (MD) was given to each attendee (Attachment 4), and they were asked
to provide comments or suggestions on the MD. Comments or suggestions should be
forwarded to the contact individual listed on the cover page of the MD (Gilbert Miliman,
301-415-5843).

Tom King, Director, Division of Risk Analysis and Applications, Office of Nuclear Regulatory
Research, discussed Risk-Informing Title 10 of the Code of Federal Regulations (CFR), Part 50,
“Domestic Licensing of Production and Utilization Facilities.” This presentation (Attachment 3)
provided an overview of NRC staff activities related to making NRC regulations more risk-
informed. This included a discussion of the categorization of structures, systems, and
components by comparing categorization based upon a deterministic criteria to categorization
based upon risk-informed criteria. Several participants noted that other industries have been
utilizing risk-informed process for a number of years, and that some Federal agencies require
Probablistic Risk Assessments be developed and maintained. One participant noted that there
were existing standards which discussed the format and content of risk assessments and
suggested that risk activities in other industries be looked at, for similar work may have already

been done.

In closing, there was a handout from the ANS representatives containing organization charts
and a list of representative ANS standards (Attachment 5). Two items were offered by
participants for consideration by the NRC. The first item was to consider whether the
Department of Energy and/or additional government agencies be invited to future SDO/NRC
Coordination meetings. The second item was a suggestion to conduct a search of applicable
international standards. With regard to meeting frequency, the participants agreed that future
meetings should continue to be held on a semi-annual basis. John Craig thanked everyone for

attending and participating in a successful meeting.



Attachment 1

COORDINATION MEETING - NRC AND

STANDARDS DEVELOPMENT ORGANIZATIONS

1:00 - 1:15 p.m.

1:15-1:30 p.m.

1:30 - 2:00 p.m.

2:00 - 2:30 p.m.

2:30 - 3:00 p.m.

3:00 - 3:30 p.m.

3:30-3:45 p.m.

3:45 - 4:15 p.m.

4:15 - 4:45 p.m.

WEDNESDAY, DECEMBER 8, 1999

AGENDA
Registration

Opening Remarks (John Craig)
Introduction of Participants

NRC Codes and Standards Resources (Jack Strosnider)

Replace Role of ANSI Standards Nuclear Board (All)
Processes for this organization to address policy issues such as
standards implementation problems, needs, and priorities.

Overview of NRC Management Directive 6.5 (John Craig)
"NRC Participation in the Development and Use of Consensus

Standards" - Provide direction in implementing P.L.. 104-113 and
OMB Circular A-119

Status of On-going SDO Efforts (SDO Representatives)
Needs and priorities; Discussion of standards under development to
address emerging issues.

Break

NRC Risk-Informed/Performance Based Regulation
(Cunningham/King/Drouin)

Status of NRC activities

General/Closing Remarks (All)
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CHANGE IN ORGANIZATIONS

Following equation has been used to describe change in organizations:
SDxVxFS>R=C

Shared Dissatisfaction x Vision x First Steps > Resistance = Change

In order for change to occur,
— There must be sufficient shared dissatisfaction with the status quo,
— A clear sense of where you want to go,

— Combined with the beginning of a plan.

If one element is missing, resistance takes over.




CHANGING CUSTOMERS

Customer expectations are changing.
—  Cost

— Time

—  Customization |

— Innovation

—  Service

—  Quality




NRC CODES AND STANDARDS RESOURCES

® Resource expenditures are tied to outcome goals

® Resources spent on codes and standards activities must support
agency’s strategic goal




BUDGETING FOR CODES & STANDARDS

Jack Strosnider, Director
‘Division of Engineering
U.S. NRC

December 8, 1999




MAINTAIN SAFETY
REDUCE UNNECESSARY BURDEN
INCREASE PUBLIC CONFIDENCE

EFFICIENCY AND EFFECTIVENESS




PERFORMANCE BUDGETING PLANNING MANAGEMENT

RESOURCES ——» OUTPUTS ——»> OUTCOMES

T , BUDGET




PROPOSAL: TO COLLECT DATA ON
OUTPUTS AND OUTCOMES -

FOR EACH OUTPUT e.g., Code Revision, Code Case, Interpretation, COLLECT

INFORMATION ON:
. SAFETY IMPACT:
. BURDEN IMPACT:

. EFFICIENCY

& EFFECTIVENESS:

. PUBLIC CONFIDENCE:

Qualitative or Quantitative

~ Increased or Decreased,

quantitative $s or man-rem, if possible

Assess impact on NRC process and Resources




NEEDS TO BE A JOINT EFFORT
QUESTIONS?
COMMENTS?

SUGGESTIONS?

-




POLICY ROLE
ANSI Standards Nuclear Board (SNB) dissolved

SDOs agreed there is continued need regarding policy setting
— Standards implementation problems

— Needs
—  Priorities

SDO representatives expressed desire at last meeting to undertake some
part of this function

Raises questions of mandate/scope
—  Territorial dominion

—  What 'should charter be




OVERVIEW OF NRC MANAGEMENT DIRECTIVE (MD) 6.5

Basis

® TFor SECY-99-029, "NRC Participation in the Development and Use of
Consensus Standards" Commission directs staff to develop Management
Directive |

® Implements NRC Strategic Plan which states that it is NRC policy to
increase involvement of stakeholders in regulatory development process
consistent with provisions of Pub. L. 104-113, "National Technology
Transfer and Advancement Act of 1995"

10




'OVERVIEW OF MD 6.5

Management Responsibilities

NRC Chairman

—  Ensures agency compliance with Pub. L. 104-113 and OMB Circular A-119, “Federal
Participation in the Development and Use of Voluntary Consensus Standards and In
Conformity Assessment Activities”

- Designates NRC Standards Executive

—  Transmits NRC annual report on standards to NIST

NRC Standards Executive (SE)

—  Coordinates NRC standards program consistent with Pub. L. 104-113 and provisions of
OMB Circular A-119,

Other Senior Management

—  Ensures implementation of major activities in process

11




OVERVIEW OF MD 6.5

Staff Participation on

Standards Developing Organizations (SDOs)

Staff participate as authorized NRC representatives

Nomination letter to SDO prepared by cognizant office and signed by NRC
SE

Responsibilities of agency representatives include:
—  expressing views consistent with agency views

— coordinating standards actions with cognizant staff from headquarters
and regions

— avoiding the practice or appearance of exerting undue influence

12




OVERVIEW OF MD 6.5

Development of Consensus Standards

Offices annually identify needs and priorities for new or revised
standards

Reviews are conducted to identify opportunities to replace existing
Government-unique standards with consensus standards and to update

references to existing standards

A search is made for a suitable existing consensus standard prior to
initiating development of a new standard

Offices identify and work with appropriate SDOs to write new standards

13




OVERVIEW OF MD 6.5
 Endorsement of Standards
Offices develop and implement process to identify and prioritize
standards to be endorsed for use in its regulatory process
The method of endorsement is determined by each office

Timely endorsement may require early initiation of endorsement
process

NRC reserves right to apply limitations or modifications on the use of
consensus standards that it uses in its regulatory process

14




OVERVIEW OF MD 6.5

Stakeholder Involvement

Proposed rulemakings and procurement actions contain request for
comment on the use of consensus standards in lieu of Government-
unique standards

SE coordinates annual coordination meetings with SDOs

Web page for NRC Standards Program provides 1nf0rmat10n on NRC
staff participation on SDO committees

15




OVERVIEW OF MD 6.5

Monitoring

Training is conducted periodically by SE to familiarize staff with
Federal requirements, NRC expectations, and lessons learned

Offices assess the effectiveness and efficiency of staff participation in
the development and use of consensus standards

16




- STATUS OF ONGOING SDO EFFORTS

® Discussion of standards under development to address emerging issues.
— Needs

—~  Priorities

® SDO Trial Implementation Programs

- More timely development and issuance of standards

17




'NRC RISK-INFORMED/PERFORMANCE BASED REGULATION

® The NRC is facing a rapidly changing environment as it prepares to

enter the 21st century.

- Restructuring and economic deregulation'of the electric utility
industry.

To respond effectively to the challenges, NRC established a clear
strategic direction to carry out its mission.

One goal of the strategic plan is to assess regulatory prbcesses to
determine which are amenable to a risk-informed, less prescriptive
approach.

18




United States
Nuclear Regulatory Commission

Risk-Informing 10CFRS5 0

Thomas King, Mary Drouin
Division of Risk Analysis and Applications
Office of Nuclear Regulatory Research

Presentation at NRC - SDO
Coordination Meeting

December 8, 1999




»  PRA Policy Statement (1995) stated Commission’s intention:

to encourage the use of PRA and to expand the scope of PRA applications in all
nuclear regulatory matters to the extent supported by the state-of-the-art in terms of
methods and data. Implementation of the policy statement will improve the
regulatory process in three areas: foremost, through safety decision making
enhanced by the use of PRA insights; through more efficient use of agency
resources; and through a reduction in unnecessary burdens on licensees.

»  Since publication, the staff:

» has developed guidance on the use of risk information for reactor license
amendments,

» is changing its processes for overseeing reactor licensees, and
» is planning changes to its reactor regulations.

20




SECY-98-300 provided recommendations on how to change the NRC’s reactor
regulations to better reflect risk information

» make changes to the overall scope of systems, structures, and components (SSCs)
covered by those sections of Part 50 requiring special treatment, and

» study changes to specific technical requirements in the body of regulations

Commission directed the staff to proceed with efforts to incorporate risk-informed
attributes into 10CFR50

» Provide rulemaking plan for special treatment rules (SECY-99-256), and

» Provide plan for study of specific technical fequirements (SECY-99-264)

c &




»  Objectives of rulemaking

» Establish an alternative regulatory approach that enables licensees to risk-inform
treatment requirements

» The regulatory framework that implements this alternative must maintain safety;
while reducing unnecessary burden, improving staff efficiency and effectiveness, and
enhancing public confidence

» Utilize pilot plant experience to support the staff’s development of regulatory
framework and technical approach

»  Proposed rulemaking approach includes:
» ANPR to obtain early stakeholder input
> New rule, 10 CFR 50.69

> New appendix to Part 50, Appendix T
> Final rulemaking reflecting stakeholder comment

Cc




Categorization of Structures, Systems, and Components

“RISC-1" SSCs

Safety-Related
Safety Significant

Special Treatment +Reliability Assurance

“RISC-2" SSCs

Nonsafety-Related
Safety Significant

Reliability Assurance

/ ‘\ '\/
\'\ //

“RISC-3" SSCs

Risk-Intormed

Safety-Related
Low Safety Significant

Maintain Functions

“RISC-4" 88Cs

Nonsafety-Related
Low Safety Significant

Commercial Treatment

erministic




Chan es to Sp ecnal r atment Rules
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Proposed Appendix T - Categorization of SSCs

»  Integrated decision-making process that uses risk and traditional engineering insights
(consistent with RG 1.174 and SECY 99-007) ~

»  Categorization must take into account: (1) defense-in-depth philosophy, (2) maintenance
of sufficient safety margin, (3) limiting increases in risk consistent with the intent of the
Commission’s Safety Goal Policy, and (4) cornerstones of the Reactor Oversight Process

»  Requirements for use of PRA for relative risk ranking of SSCs and for determination of
change in risk; including requirements for PRA quality, scope and updating.

»  Requirements for the use of the integrated decision-making / expert panel process

»  Requirements for performance monitoring, corrective actions, and a feedback mechanism

2L
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Task 1: Identification of Candidate Changes to Requirements and Demg n Basis

Accidents

Provides initial screening of the technical requirements in 10 CFR Part 50, implementing
documents, and associated DBAs, using:

» frequencies of the associated initiating event and event scenarios;

» risk contributions of the associated scenarios and systems, structures, and components
(8SCs); and

» extent of excessive conservatism or non-conservatism in associated methods,
assumptions, or acceptance criteria.

Identifies requirements and DBAs which appear to have an inordinately high or low
frequency, risk, or extent of conservatism

ch




Study of T601al
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»  Task 2: Prioritization of Candidate Changes to Requirements and Design Basis Accidents

Provides prioritization of candidate changes identified in Task 1, considering:
» Values and impacts of the candidate change, including

> values in safety benefit and burden reduction, and
> impacts in costs to the NRC and the licensee to make the change

» Practicality of candidate change

> Task 3: Identification of Recommended Changes to Requirements

Establishes scdpe and feasibility of implementing candidate changes identified in Task 1
and prioritized in Task 2.

eb




»

Scope of staff’s work reflects basic assumptions:

» safety principles established in Regulatory Guide 1.174 will be applied to possible

changes to requirements studied in this work
> consistent with the defense-in-depth philosophy,

> maintain sufficient safety margins, would be performance based to the extent
possible, and
> result in small changes in risk

Study will focus on potential changes to the technical requirements associated with 10
CFR Part 50 -- supporting regulatory guides, standard review plan sections, branch
technical positions, etc. will be considered for change.

Study may lead to recommendations which either reduce existing or impose new

requirements. Existing requirements may be modified or eliminated; new
requirements may need to be implemented.
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»  Scope of staff’s work (continued):

» Criteria applied in this study will reflect and be consistent with those being used in
the staff work to change special treatment rules

» Fundamental concept of using design basis accidents and categories of anticipated
operational occurrences will be retained, but specific DBAs or AOOs may be
modified or eliminated or new DBAs or AOOs established.

» Principal focus of this work is on the current set of licensed reactors -- potential
impact on future reactors will be one factor in prioritization

ch




S A R L T R TR R A TR RS % Y S R R

»  Stakeholder interactions
» Public workshops
» ACRS briefings
» Pilot studies

»  Website

2




»  Special treatment rules

» Proposed rulemaking to Commission September 2000
» Final rulemaking to Commission October 2001
» Final ruleissued March 2002

»  Technical requirements
» Public workshop on trial review March 2000

» Recommendations on December 2000
specific rule changes
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GENERAL/CLOSING REMARKS

® Future interactions

® Minutes will be transmitted
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NRC Participation in the Development and
Use of Consensus Standards

Directive 6.5

Policy

(6.5-01) )
It is the policy of the U.S. Nuclear Regulatory Commission to increase
the involvement of stakeholders in our regulatory development
process and, consistent with the provisions of the National Technology
Transfer and Advancement Act of 1995 (Pub.L.104-113),to
encourage NRC staff participation in the development of consensus
standards in support of its mission and to encourage industry to
develop codes, standards, and guides that can be endorsed by the NRC
and carried out by the industry.

Objectives

(6.5-02)

e Promote the efficient and effective use of NRC resources by
focusing staff participation on the development of standards that
address a defined current or anticipated regulatory need. (021)

e Implement Pub. L. 104-113 and the Office of Management and
Budget (OMB) Circular A-119, “Federal Participation in the
Development and Use of Voluntary Consensus Standards and in
Conformity Assessment Activities.” (022)

e Monitor and assess internal performance indicators to ensure
efficient and effective staff involvement in the development and use
of consensus standards needed in NRC program offices. (023)

Approved: November 2, 1999 1
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Organizational Responsibilities and
Delegations of Authority

(6.5-03)

Chairman
(031)

e Ensures agency compliance with Pub. L. 104-113 and OMB

Circular A-119. (a)

Designates a senior-level official as the NRC Standards Executive
who will be responsible for NRC’s implementation of
Pub. L. 104-113 and OMB Circular A-119 and represent the agency
on the Interagency Committee on Standards Policy (ICSP).* (b)

Transmits to NIST no later than December 31 of each year (specific
date dependent upon request from NIST) the annual report on
NRC participation in the development and use of consensus
standards with an explanation of the reason(s) for using
Government-unique standards instead of voluntary consensus
standards. NIST summarizes the information it receives from
Federal agencies and submits it to OMB. (c)

Executive Director for

Operations (EDO)

(032)

Ensures that the annual report on NRC participation in the
development and use of consensus standards is prepared and
transmitted to the Chairman in a timely manner.

Regional Administrators

(033)

e Provide recommendations in a timely manner to the cognizant

office director on the need for new or revised consensus
standards. (a)

Identify appropriate regional staff to participate as authorized
NRC representatives on committees of standards developing
organizations (SDOs) needed to support the NRC mission and
regional needs. (b)

*The ICSP is comprised of the Standards Executives from Federal agencies. Itischaired by stafffrom
the National Institute of Standards and Technology (NIST) andis responsible for providing the forum
in which Federal agencies discuss and coordinate methods for implementing Pub. L. 104-113 and
OMB Circular A-119.

Approved: November 2, 1999
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‘Regional Administrators

(033) (continued)

Office Directors
(034)

Ensure that regional paﬁicipation in consensus standards bodies is
consistent with the agency mission, authorities, priorities, and
budget resources. (€)

Annually review the basis for continuing the participation of each
staff member in the region on an SDO and transmit this basis to the
NRC Standards Executive. (d)

Coordinate standards needs and activities with the cognizant office
director. (¢)

Upon request, provide office input on staff participation in the
development and use of consensus standards to the NRC Standards
Executive for incorporation into the NRC annual report on
standards. (f)

Annually identify the current and anticipated needs and associated
priorities for development of new or revised standards; convey this
information to the NRC Standards Executive for coordination with
appropriate SDOs. (a)

Identify appropriate office staff to participate as authorized NRC
representatives on SDO committees needed to support the NRC
mission and office needs. (b)

Ensure that office participation in consensus standards bodies is
consistent with agency mission, authorities, priorities, and budget
resources. (¢)

Annually review the effectiveness and efficiency of the offices’
participation on consensus codes and standards committees, and
transmit all changes to this participation to the NRC Standards
Executive. (d)

Develop NRC technical positions in a timely manner for use in the
standards development process. (€)

Coordinate views of paramount importance to the NRC and to the
Federal Government with other Federal participants on the SDO
committees so that a single unified Federal position may be
established, whenever feasible. When this is not possible, establish a
mutual recognition of the differences. (f)

Approved: November 2, 1999 _ 3
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Office Directors
(034) (continued)

e Review rulemakings and procurements to ensure that the OMB
Circular A-119 requirement to include requests for comment on
the use of consensus standards instead of Government-unique
standards is a part of the action. (g)

e Upon request, provide office input on staff participation in the
development and use of consensus standards to the NRC Standards
Executive for incorporation into the NRC annual report on
standards. (h)

e Establish appropriate communication interfaces with those SDOs
whose standards are of primary interest to the office. This
communication should be coordinated with the NRC Standards
Executive and other cognizant offices to prevent redundant
meetings. (i)

Director, Office of Nuclear

Regulatory Research (RES)
(035)

In addition to the other responsibilities of an office director, ensures
the effective and efficient agencywide implementation of this
management directive.

NRC Standards Executive
(036)

e Promotes the following goals relative to staff participation in the
development and use of consensus standards: (2)

— Effective and efficient use of NRC resources (i)

— Development of NRC positions that are in the public interest and
are consistent with the agency mission and with implementation of
Pub. L. 104-113 and OMB Circular A-119 (ii)

— Timely development of NRC technical positions that are
coordinated with other Federal participants on the same SDO
committee (ii1)

— Representation of NRC’s interests in Federal agency
standardization activities coordinated by the ICSP (iv)

4 Approved: November 2, 1999
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NRC Standards Executive

(036) (continued)

e Coordinates agency participation in consensus standards bodies
through the following actions: (b)

Ensures that NRC current and anticipated needs and priorities
for standards development to support the regulatory program
are communicated at least annually to the SDOs. (i)

Establishes procedures to ensure that NRC-authorized
representatives who participate in consensus standards bodies
will, to the extent possible, ascertain the views of the agency on
matters of interest and will express views that are consistent
with established agency views. (ii)

Ensures that representatives from NRC and other Federal
agencies on the same standards committee coordinate their
views on significant issues so as to present, whenever feasible, a
single, unified Government position and, where not feasible, a

“mutual recognition of differences. (iii)

Cooperates with NIST representatives in carrying out
responsibilities of OMB Circular A-119. (iv)

Consults with NIST representatives, as necessary, in the
development and issuance of internal agency procedures and
guidance implementing OMB Circular A-119, including
developing and implementing an agencywide directory that
identifies agency employees who participate on SDO
committees and provides the names of those committees. Also,
maintains an NRC external web page with this information. (v)

Prepares an annual report for transmittal by the Chairman to

NIST on NRC use of Government-unique standards instead of

voluntary consensus standards and on the status of NRC

participation in the development and use of consensus.
standards. (vi)

Establishes a process for reviewing NRC'’s use of standards for
the purpose of updating existing references. (vii)

Approved: November 2, 1999 5
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NRC Standards Executive

(036) (continued)

Applicability
(6.5-04)

Handbook
(6.5—05)

Definitions
(6.5—06)

— Coordinates with NRC offices and regions to ensure that
processes exist for the review of agency participation and
support for consensus standards bodies so that agency support
and participation will comply with applicable laws and
regulations, and will be effective and efficient. (viii)

— Signs and issues nomination letters to SDOs for staff
participation on SDO committees as authorized NRC
representatives. (ix)

— Reviews lists of needed consensus standards with defined
regulatory needs provided by office directors to identify
duplicate efforts between offices and, as appropriate, to
eliminate such duplication through discussions with the
cognizant offices. (x)

— Coordinates periodic meetings with internal stakeholders to
coordinate standards development needs and resources and
with SDOs and other stakeholders to communicate NRC needs
to external stakeholders. (xi)

The provisions of this directive and handbook apply to all NRC
employees who participate in the development or endorsement of
consensus standards.

Handbook 6.5 provides guidance on NRC participation in the -

development and use of consensus standards.

Consensus standard. A technical standard developed or adopted by a
domestic or international voluntary consensus body. These bodies
have agreed to make their standards (intellectual property) available
on a nondiscriminatory, royalty-free or reasonable-royalty basis to all
interested parties and are further characterized by openness, balance
of interest, due process, an appeals process, and consensus (general

Approved: November 2, 1999
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Definitions
(6.5—-06) (continued)

References
(6.5-07)

agreement but not necessarily unanimity). For the purpose of this
management directive, a consensus standard is the same as a voluntary
consensus standard. (061)

Government-unique standard. A technical standard developed by the
Federal Government for its own use. (062)

Technical standard. Standardized conditions or characteristics
developed for products or processes. (063)

Use. Incorporation of a standard in whole, in part, or by reference in
regulation, or the inclusion of a standard in whole, in part, or by
reference for procurement purposes. (064) '

“Federal Participation in the Development and Use of Voluntary
Standards and in Conformity Assessment Activities,” Office -of
Management and Budget Circular A-119, February 1998.

Management Directive 7.3, “Participation in Outside Professional and
Technical Organizations.”

National Technology Transfer and Advancement Act of 1995,
March 1996, Pub. L. 104-113.

“NRC Participation in the Development and Use of Consensus
Standards,” SECY-99-029, January 28, 1999.

Staff Requirements, SECY-99-029, February 17, 1999.

“The Role of Industry (DSI-13) and Use of Industry Initiatives,”
SECY-97-303, December 30, 1997.
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Handbook

NRC Participation in the Development and
Use of Consensus Standards

Participation in the Development of
Consensus Standards (»)

The National Technology Transfer and Advancement Act of 1995
(Pub. L. 104-113) requires that all Federal agencies consult and
participate with standards developing organizations (SDOs) to
develop technical standards. This participation is to be in the public
interest and to be compatible with the agency mission, authorities,
priorities, and budget resources. The following guidelines provide a
framework for implementing Pub. L. 104-113 as it pertains to NRC
staff participation on consensus standards committees. Staff
participation in the standards development process has the goal of
reducing the need for NRC to develop and maintain its own
Government-unique standards.

Identifying and Prioritizing Needed New and Revised Technical
Standards (1)

Each office, as applicable, identifies and prioritizes its need for new or
revised technical standards. In filling this need, before writing a
Government-unique standard to address an office need, each office
determines whether an existing, revised, or new consensus standard
could be used instead of a Government-unique standard. In
determining the practicality of developing a consensus standard, staff
should consider the time frame in which the standard is needed and
whether there are related ongoing or planned voluntary industry
initiatives. Standards development activities that are of sufficient
priority should be considered in the operating plan indicating whether
the office has representation on the standards developing committee
or whether it provides support to other offices or regions that do. (a)

Approved: November 2, 1999 1
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Participation in the Development of
Consensus Standards (A) (continued)

Identifying and Prioritizing Needed New and Revised Technical
Standards (1) (continued)

The need for consensus standards may be specifically identified
through ongoing reviews conducted by each office, as appropriate, to
determine the suitability of—(b)

¢ Replacing existing Government-unique standards with consensus
standards (i)

e Updating or revising references to existing consensus standards (ii)

Consistent with Pub. L. 104-113 and the Office of Management and
Budget (OMB) Circular A-119, this directive focuses its attention on
the use of consensus standards developed by SDOs, but does not imply
a preference for consensus standards in lieu of non-consensus
standards developed in the private sector. Primary consideration is
given to the development of standards that incorporate risk insights to
minimize unnecessary burden and to the use of performance standards
when such standards may reasonably be used instead of prescriptive
standards. (c) '

At the beginning of each fiscal year, each office provides its list of
needed new consensus standards or major revisions to existing
standards with defined regulatory needs to the NRC Standards
Executive. The Standards Executive reviews this information to
identify potential duplicate efforts between offices and, as appropriate,
to eliminate duplication through discussion with staff from the
cognizant office(s). (d)

Searching for Suitable Consensus Standards (2)

Before proposing the development of a new consensus or
Government-unique standard, cognizant staff perform a search for
existing consensus standards developed by SDOs that may suitably be
used for the identified application. SDOs include the American Society
of Mechanical Engineers, Institute for Electrical and Electronic
Engineers, American Nuclear Society, American Society for Testing
and Materials, and Health Physics Society. Comprehensive databases

2 Approved: November 2, 1999
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Participation in the Development of
Consensus Standards (A) (continued)

Searching for Suitable Consensus Standards (2) (continued)

that could be used to search for suitable standards are at the web sites
for the National Standards System Network (NSSN),
http://www.nssn.org; American National Standards Institute,
http://www.ansi.org; and the National Institute for Standards and
Technology (NIST), http://www.nist.gov. OMB Circular A-119 does not
establish a preference between domestic and international consensus
standards, but in the interests of promoting trade and implementing the
provisions of international treaty agreements, international standards,
such as those from the International Organization for Standardization
and the International Electrotechnical Commission, are considered for
agency regulatory and procurement applications. (a)

A decision to use a Government-unique standard instead of a
consensus standard must be reported to OMB. The content of this
report is discussed in Section (B)(5)(a) of this handbook. (b)

Identifying SDO Committees on Which To Participate (3)

The cognizant office determines which SDO has the scope and
technical expertise for developing new or revising existing consensus
standards. A list of SDOs and links to their web-sites may be obtained
at the NSSN web site identified above. (a)

Discussions with the candidate SDO are an important part of making
the decision to use a consensus standard instead of a Government-
unique standard. These discussions are initiated by the cognizant
office, and the NRC Standards Executive is advised of the initiative.
Discussion points with the SDO include its interest in developing the
standard, the indicated time frame for the work product, previous
successes of the SDO and the most effective committee level(s) for
staff participation in the development of the standard recognizing that
most technical input generally occurs at the writing level. Experience
and the ability to enlist participants with such experience in developing
risk-informed and performance-based standards are also important
attributes for the SDO determined to be the best choice for developing
a consensus standard to address a defined NRC need. (b)

Approved: November 2, 1999 3
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Participation in the Development of
Consensus Standards (A) (continued)

Selecting NRC-Authorized Representatives (4)

Agency employees who participate at Government expense in the
standards activities of SDOs on behalf of the agency do so as -
specifically authorized representatives. Individuals are selected by
their office management to be the authorized representative to a
specific SDO committee for their ability to contribute to the standards
development effort on the basis of their technical expertise and NRC
functional responsibilities. The number of individual agency participants
in a given voluntary standards activity is kept to the minimum required for
effective representation of the various program, technical, or other NRC
concems. (a)

The proposed representative is nominated for NRC-authorized
participation on the SDO committee in a letter prepared by the
cognizant office to the appropriate SDO official. SDO procedures for
submitting relevant nominee background information are followed.
The nomination letter is signed by the NRC Standards Executive with
concurrence through the nominee’s office director. A sample format
for this nomination letter is provided in Exhibit 1. Nomination of staff
for participation on a standards developing committee implies
commitment by cognizant management of the time associated with
staff participation on the committee and management involvement in
developing staff positions for ballot actions. All appointments,
replacements, and terminations to staff participation on SDOs are
made through the respective letter signed by the Standards
Executive. (b)

NRC Form 652, “Participation on Standards Committees” (available
through Informs) is completed by all staff nominated for the position of
NRC-authorized representative. This form accompanies the
concurrence package for the nomination letter but is not transmitted
with the letter. Its purpose is to provide background information on,
among other things, the regulatory need for the standard being
developed, and to provide information for an NRC database that
identifies agency employees who participate on SDO committees and
the names of those committees. This database is available to the public
on the NRC web site. (¢)
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Participation in the Development of
Consensus Standards (A) (continued)

Selecting NRC-Authorized Representatives (4) (continued)

Each office performs an annual review of the efficiency and
effectiveness of its participation on consensus standards committees,
and transmits all changes in this participation to the NRC Standards
Executive. Such reviews are directed toward maintaining or initiating
an effective presence in those areas of standards development process
where there is a defined regulatory need and reducing the level of
participation elsewhere. The review process is the responsibility of
each office. Factors that might be considered include: ongoing or
planned industry actions to address specific issues through the
development and use of consensus or industry standards, or other
industry voluntary initiatives; and the needs of other offices that the
reviewing office may be supporting by its participation on SDO
committees. (d) :

Responsibilities of NRC-Authorized Representatives (3)

NRC staff who participate as authorized agency representatives on
SDOs do so consistent with the following guidelines:

e Participate actively on an equal basis with other committee
members with full involvement in discussions and technical debates
and, if selected, serve as chairpersons or in other official capacities.
(Note: These other official capacities do not include involvement in
the day-to-day activities of the SDO [see Management Directive 7.3
for information regarding conflict of interest].) (a)

e As part of committee activities, express views that are consistent
with the agency views and strive to reconcile key issues within the
staff or between the SDO and agency views on SDO actions. Where
there is no agency view on an issue, authorized agency
representatives will use their best judgment based on their
experience, technical expertise, and discussions with other NRC
staff. (Note: Agency participation on SDO committees does not
necessarily connote agency agreement with, or endorsement of,
decisions reached by such organizations.) When unable to attend a
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Participation in the Development of
Consensus Standards (A) (continued)

Responsibilities of NRC-Authorized Representatives (5) (continued)

standards development meeting, provide for a designated alternate or
otherwise ensure that agency views are adequately represented. (b)

e When NRC participates with other Federal agencies on an SDO
committee, coordinate with those representatives to establish a
single unified Federal position, whenever feasible. When this is not
possible, establish a mutual recognition of the differences. Elevate
issues of paramount importance to the NRC and Federal
Government to the appropriate office director for
coordination. (¢ )

e Avoid the practice or the appearance of undue influence with regard
to agency representation and activities on SDO committees. (d)

e Coordinate standards actions, including preparation of ballots,
with cognizant staff from headquarters and the regions during the
development and approval of new or revised standards to ensure
that key internal issues are identified and conflicts resolved. (¢)

e Keep cognizant NRC staff and management informed of the
progress of the standard’s development through timely written,
including email, and verbal reports. (f)

e Record in the agencywide PC/RITs system the time expended on
standards development activities, including time for attendance at
meetings, including electronic conferencing, travel, and meeting
preparation and reporting. (g)

o Individual Performance Elements and Standards for staff
participating as authorized NRC representatives on SDO
committees reflect this responsibility. (h)

Coordinating with Stakeholders (6)
Coordination meetings are held annually, as a minimum, by the NRC

Standards Executive with key SDOs and other stakeholders to enhance
communications and thereby foster a better understanding of NRC

6 Approved: November 2, 1999
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Participation in the Development of
Consensus Standards (A) (continued)

Coordinating with Stakeholders (6) (continued)

needs for new or revised consensus standards, priorities, and resources,
and the status of SDO standards development projects and interests.
Such meetings include participation by cognizant NRC offices and are
coordinated by the Standards Executive. (a)

Offices consider assigning staff to interface on an ongoing basis with
SDOs whose standards are of primary interest to that office to provide
an ongoing communication conduit with each organization. Further
communication is achieved with SDOs and other stakeholders through
a link on the NRC external web page that provides information
regarding NRC staff participation on standards development activities
with SDOs. (b)

Training (7)

The NRC Standards Executive coordinates periodic inhouse orientation
sessions to familiarize NRC staff with Federal requirements and NRC
expectations related to the development and use of consensus standards.
This training includes updates to related Federal and NRC requirements
and staff experiences on SDO committees.

Participation in the Use of
Consensus Standards (B)

Pub. L. 104-113 requires that all Federal agencies use technical
standards that are developed or adopted by SDOs as a means to carry
out policy objectives or activities determined by the agencies. The law
provides an exception when such use is inconsistent with applicable law
or otherwise impractical (see Section (B)(6) of this handbook). The
following guidelines provide a framework for implementing the law as
it pertains to NRC use of consensus standards. Staff use of consensus
standards has the objective of reducing agency need for
Government-unique standards.

Identifying and Prioritizing Standards for Endorsement (1)

Each office establishes and implements a process to identify and
prioritize standards to be endorsed for use in its regulatory process.

Approved: November 2, 1999 7
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Participation in the Use of
Consensus Standards (B) (continued)

Identifying and Prioritizing Standards for Endorsement (1) (continued)

The annual update of the list of standards to be developed (see Section
(A)(1) of this handbook) is a resource for information from which to
establish the list of standards to be endorsed. Standards on the
development list that have been issued by SDOs are primary
candidates for endorsement. Additionally, the list of standards to be
endorsed identifies existing consensus standards that have been
selected, in order of priority, to replace existing Government-unique
standards or to update or revise existing references to consensus
standards. (a)

NRC offices implement an ongoing review to determine whether there
is a need to update or incorporate new standards to address specific
technical issues, new technologies, or regulatory processes. To
minimize the impact on resources, this review is integrated to the extent
practical into the responsibilities for staff participation in standards
development. The results of the individual office reviews are
coordinated through the NRC Standards Executive to prioritize
agencywide standards needs and to eliminate duplicate efforts. (b)

Methods for Endorsing Consensus Standards (2)

NRC adopts consensus standards through incorporation by reference in
regulations and through reference in such documents as regulatory
guides, NUREG reports, standard review plans, technical specifications,
branch technical positions, and procurement specifications. Each office
determines the manner in which a specific consensus standard is
incorporated into its regulatory process. In the case of a new standard, it
is preferable to determine how the standard is to be used before the
standard is written. Additionally, reference to frequently revised
standards in regulations is considered to be problematic because
attempts to have the regulation reflect the most current version of that
standard could place the regulation in a state of perpetual rulemaking. It
isrecognized that it is in the NRC’sbest interest to incorporate consensus
standards quickly in the NRC process and stakeholder products.
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Participation in the Use of
Consensus Standards (B) (continued)

Timeliness of Endorsement (3)

Standards are endorsed in a timely manner to enable NRC, licensees,
and others to expeditiously use new or revised standards. To
accomplish this, staff consider initiating the endorsement process for
selective standards before the SDO issues the standard in its final form,
consistent with budget and office priorities. Staff may consider the
SDO public review period as an initiator for NRC action to endorse the
standard. The use of interoffice interdisciplinary teams is encouraged
for selected projects to develop regulatory positions during
development of the standard to prevent conflicts during the
endorsement process.

NRC Limitations and Modifications on Consensus Standards (4)

The NRCreserves the right to apply limitations or modifications on the
use of consensus standards that it uses in its regulatory process when, in
its view, the consensus standard does not adequately address a specific

- regulatory issue, the standard is technically incorrect, or it is
inconsistent with current regulations. The need to impose limitations
and modifications may, however, be reduced by a better understanding
of the issues through meetings with SDOs and other stakeholders and
closer coordination of staff and SDO participants at writing
committees. Better coordination between the NRC representatives on
standards writing, consensus, and supervisory committees and NRC
staff developing the endorsement document also could lead to a
reduced need for limitations and modifications. Such exceptions are
subject to stakeholder comment as part of the public review period
conducted as part of proposed rulemaking, regulatory guide, or other
regulatory document development.

Reporting (5)
Annual Report to OMB (a)

Each office submits to the NRC Standards Executive by October 1 of
each year the following information, which is consolidated into an
annual report that is submitted no later than December 31 of each year
by the NRC Chairman to NIST. NIST summarizes the information it
receives from Federal agencies and submits it to OMB.
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Participation in the Use of
Consensus Standards (B) (continued)

Reporting (5) (continued)

e Decisions in the previous fiscal year to use Government-unique
standards instead of consensus standards (An explanation is
included as to why use of the voluntary consensus standard would
be inconsistent with applicable law or otherwise impractical.) (i)

¢ The number of SDOs and standards committees in which there is
office participation, as well as the number of office employees
participating (ii) '

e The number of new or revised consensus standards the office has
used since the last report (iii)

e Identification of consensus standards that have been substituted
for Government-unique standards as a result of an agency
review (iv)

Agency Use of Standards in Rulemaking (b)

Statements are included in the preamble for proposed and final
rulemakings to, respectively, request comment and report on the final
resolution of comments on the use or non-use of consensus standards.
Exhibit 2 provides guidance for developing the appropriate statements
in both proposed and final rulemakings. Using a Government-unique
standard instead of a consensus standard requires a report to OMB
through NIST from the Chairman (see Section (B)(6) of this
handbook).

Agency Use of Government-Unique Standards in Solicitations (c)

If a Government-unique standard is referenced in a solicitation, an
opportunity is provided for offerors to suggest consensus standards that
could be used instead of referenced Government-unique standards to
meet the agency’s requirement. When the project officer submits the
request for procurement action with an accompanying statement of work,
he or she identifies any Government-unique standard relating to the
procurement to the contract specialist. The solicitation will include
language that invites offerors to suggest consensus standards that could
be used instead of referencing Government-unique standards, if

10
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Participation in the Use of
Consensus Standards (B) (continued)

Reporting (5) (continued)

appropriate. Using a Government-unique standard instead of a
consensus standard requires a report to OMB through NIST from the
Chairman (see Section (B)(6) of this handbook). The requirements of this
section do not apply to solicitations that are for commercial off-the-shelf
products, products or services that rely on consensus standards or
non-consensus standards developed in the private sector, or products that
otherwise do not rely on Government-unique standards.

Exception To Using a Consensus Standard (6)

If using a consensus standard is inconsistent with applicable law or
otherwise impractical, NRC may elect to use technical standards that
are not developed or adopted by SDOs if the Chairman transmits to
OMB through NIST an explanation of the reasons for using such
standards. The explanation for each such occurrence is transmitted as
part of the NRC annual report (see Section (B)(5)(a) of this handbook)
on its participation in the development of and use of standards. This
information, along with similar information from other Federal
agencies, will be submitted in summary form by NIST to OMB. No
report is required on the use of Government-unique standards if no
applicable consensus standard exists or on the use of other standards.
OMB transmits to Congress and its committees a report summarizing
all such explanations received in the preceding year.

Monitoring and Assessment (7)

Offices assess the effectiveness and efficiency of staff participation in
the development and use of consensus standards.
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Exhibit 1
Sample Nomination Letter

[Name, title of SDO official]
[Name of committee]
[Name of standards developing organization]

[Street address]

[City, State, ZIP]

Dear (Dr./Mr./Ms.)

I would like to nominate (Dr./Mr./Ms.) as the authorized NRC representative on the
[Name of society, level and name of committee]. (Dr./Mr./Ms.) is [position within

organization] and is responsible for [function as it relates to standards committee].

In accordance with the Office of Management and Budget Circular A-119, “Federal Participation in the
Development and Use of Voluntary Consensus Standards and in Conformity Assessment Activities,”
February 19, 1998, the participation on a committee of an NRC-authorized representative does not
connote agency agreement with, or endorsement of, decisions reached by the committee, or of
standards approved and published as a result of the committee’s efforts. Agency representatives
participating on standards developing groups will, to the extent possible, ascertain the views of the
agency on matters of interest and will express views that are consistent with established agency views.

Correspondence should be addressed to:

U.S. Nuclear Regulatory Commission c
ATTN: (Dr./Mr./Ms.)
M/S:

Washington, DC 20555

Voice message:
Fax:
Email:

Thank you very much for providing NRC with the opportunity to participate in the work of your
committee. '

Sincerely,
[Name of Standards Executive]

NRC Standards Executive
Office of Nuclear Regulatory Research

cc: [Name of Secretary for applicable committee]
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Exhibit 2

Statement in Federal Register Notice for Rulemakings
Use of Voluntary Consensus Standards

Proposed Rule

The statement of consideration (SOC) for each proposed rule or interim final rule contains
a request for comment and appropriate information concerning the use of a voluntary
standard.

o [If the rule proposes using a voluntary consensus standard, it contains a statement
that identifies the standard.]

* [If the rule proposes using a Government-unique standard instead of a voluntary
consensus standard, it contains a statement that identifies the standard and provides a
preliminary explanation for the proposed use of a Government-unique standard
instead of a voluntary consensus standard.]

* [If the rule proposes using a Government-unique standard and no voluntary consensus
standard has been identified, it contains a statement to that effect and an invitation to
identify any voluntary standard and to explain why the standard should be used.]

The following statement is used to address the use of voluntary standards in each proposed
rule or interim final rule:

Voluntary Consensus Standards

The National Technology Transfer Act of 1995, Pub. L. 104-113, requires that Federal agencies
use technical standards that are developed or adopted by voluntary consensus standards bodies
unless using such a standard is inconsistent with applicable law or otherwise impractical. In
this proposed rule, [insert one of the following options].

Option 1. “The NRC proposes using the following voluntary consensus standard: [identify
the standard by name, developing organization, and date issued]. The NRC invites
comment on the applicability and use of other standards.”

Option 2. “The NRC proposes using the following Government-unique standard: [identify
the standard by name, developing organization, and date issued] instead of the following
voluntary consensus standard: [identify the standard by name, developing organization,
and date issued]. The NRC has determined that using a Government-unique standard is -
justified because [provide a preliminary explanation such as “using the voluntary
consensus standard would be impractical or inconsistent with applicable law.”]

Approved: November 2, 1999 13
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Exhibit 2 (continued)

Option 3. “The NRC proposes using the following Government-unique standard: [identify
the standard by name, developing organization, and date issued]. The NRC is not aware of
any voluntary consensus standard that could be used instead of the proposed Government-
unique standard. The NRC will consider using a voluntary consensus standard if an
appropriate standard is identified. If a voluntary consensus standard is identified for
consideration, the submittal should explain how the voluntary consensus standard is
comparable to and why it should be used instead of the proposed Government-unique
standard.”

Option 4. “The NRC is [describe the action being taken in the final rule]. This action does
not constitute the establishment of a standard that contains generally applicable
requirements.”

If the proposed rule concerns the NRC’s approval of a standard design certification, which
is neither a Government-unique standard or a voluntary consensus standard, the following
statement is used:

- Voluntary Consensus Standards

The National Technology Transfer Act of 1995, Pub. L. 104-113, requires that Federal agencies
use technical standards that are developed or adopted by voluntary consensus standards bodies
unless using such a standard is inconsistent with applicable law or otherwise impractical. In this
proposed rule, the NRC proposes to approve the [name) standard plant design for use in
nuclear power plant licensing under 10 CFR Parts 50 and 52. Design certifications are not
generic rulemakings establishing a generally applicable standard with which all Parts 50 and 52
nuclear power plant licensees must comply. Design certifications are Commission approvals of
specific nuclear power plant designs by rulemaking. Furthermore, design certifications are
initiated by an applicant for rulemaking, rather than initiated by the NRC. For these reasons,
the NRC concludes that the Act does not apply to this proposed rule.
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Exhibit 2 (continued)
Final Rule

The SOC for each final rule repeats the statement concerning the use of voluntary
standards that appeared in the proposed rule or interim final rule. Further, it
acknowledges, summarizes, and responds to comments received, and explains the NRC’s
final decision.

 [If a voluntary consensus standard is being used, the SOC identifies the standard and
any alternative voluntary consensus standards that were identified.]

» [If a Government-unique standard is being used instead of an existing voluntary
consensus standard, the SOC identifies the standard and explains why using the
voluntary consensus standard would be inconsistent with applicable law or otherwise
impractical.]

e [If a Government-unique standard is being used and no voluntary consensus standard
has been identified, the SOC states that no applicable voluntary consensus standard
has been identified.]

The following statement is used to address the use of voluntary standards in each final rule:
Voluntary Consensus Standards

The National Technology Transfer Act of 1995, Pub. L. 104-113, requires that Federal agencies
use technical standards that are developed or adopted by voluntary consensus standards bodies
unless using such a standard is inconsistent with applicable law or otherwise impractical. In this
final rule, [insert one of the following options].

Option 1. “The NRC is using the following voluntary consensus standard: {identify the
standard by name, developing organization, and date issued]. The following alternative
voluntary consensus standards were identified but are not used in this final rule: [identify
the standard(s) by name, developing organization(s), and date(s) issued].”

Option 2. “The NRC is using the following Government-unique standard: [identify the
standard by name, developing organization, and date issued] instead of the following
voluntary consensus standard: [identify the standard by name, developing organization,
and date adopted]. The NRC has determined that using a Government-unique standard is
justified because [provide a preliminary explanation such as “using the voluntary
consensus standard would be impractical or inconsistent with applicable law].”

Option 3. “The NRC is using the following Government-unique standard: [identify the
standard by name, developing organization, and date issued]. No voluntary consensus
standard has been identified that could be used instead of the Government-unique
standard.” ]
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Exhibit 2 (continued)

Option 4. “The NRC is [describe the action being taken in the final rule]. This action does
not constitute the establishment of a standard that contains generally applicable
requirements.”

If the final rule concerns the NRC’s approval of a standard design certification, which is
neither a Government-unique standard or a voluntary consensus standard, the following
statement is used:

Voluntary Consensus Standards

The National Technology Transfer Act of 1995, Pub. L. 104-113, requires that Federal agencies
use technical standards that are developed or adopted by voluntary consensus standards bodies
unless using such a standard is inconsistent with applicable law or otherwise impractical. In this
final rule, the NRC is approving the [name] standard plant design for use in nuclear power
plant licensing under 10 CFR Parts 50 and 52. Design certifications are not generic rulemakings
establishing a generally applicable standard with which all Parts 50 and 52 nuclear power plant
licensees must comply. Design certifications are Commission approvals of specific nuclear
power plant designs by rulemaking. Furthermore, design certifications are initiated by an
applicant for rulemaking, rather than initiated by the NRC. For these reasons, the NRC
concludes that the Act does not apply to this final rule.
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N16
* 8.1-1983 (R88)

8.7-1975 (R&7)
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8.20-1991

Selection, Qualification and Training of Personnel for Nuclear Power
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Portability of Scientific and Engineering Computer Programs

« 14.1-1975 (R89) Operation of Fast Pulse Reactors

 15.1-1990 Development of Technical Specifications for Research Reactors
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 15.11-1993 Radiation Protection at Research Reactors

 15.16-1982 (R33) Emergency Planning for Research Reactors

. 19.3.4-1976 (R89) The Determination of Thermal Energy Deposition Rates in
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