Nuclear Regulatory Commission

Office of New Reactors
Office Instruction

Office Instruction:

Office Instruction Title:

Revision Number:
Effective Date:

Primary Contact:

Responsible Organization:

NRO-REG-301

Development and Issuance of Interim Staff Guidance
for the Office of New Reactors

1

Ram Subbaratnam

NRO/DNRL/NRGA

Summary: This revision provides guidance to the Office of New Reactors (NRO) staff
for developing and issuing interim staff guidance (ISG). This current revision includes
an ISG process flow shown as Figure 1.

Training: NONE
ADAMS Accession No.: ML090610152
Concurrence

Primary Office Owner Rulemaking and Guidance Development

Branch
Primary Contact Ram Subbaratnam/Vanice Perin 06/03/2010
Responsible Manager William Burton 06/07/2010
Deputy Director DNRL/NRO PMadden 06/10/2010
Division Director DSER/NRO SFlanders 08/19/2010
Division Director DSRA/NRO CAder 08/10/2010*
Division Director DCIP/NRO GTracy 08/05/2010*
Division Director DE/NRO TBergman 08/11/2010*
Division Director ARP/NRO MMayfield 08/09/2010
Division Director DPR/NRR TMcGinty 06/08/2010
Executive Director, ACRS ACRS EHackett 06/09/2010
Chairman, CRGR CRGR JLyons 06/16/2010
OGC OGC MZobler 07/13/2010
ODNRO Deputy Director | GHolahan/ GTracy for 09/29/2010

* Comments incorporated as appropriate

OFFICIAL RECORD




NRO Office Instruction
NRO-REG-301

Development and Issuance of Interim Staff Guidance
for the Office of New Reactors

PURPOSE

The purpose of this interim staff guidance (ISG) process is to support Standard Review
Plan (SRP), NUREG-0800, “Standard Review Plan for the Review of Safety Analysis
Reports for Nuclear Power Plants: LWR Edition,” and the review process for combined
license (COL), early site permit (ESP) and design certification (DC) application reviews
by providing timely updated guidance information to stakeholders, until such time as the
SRP or guidance documents are updated. Updates will likely be needed to address
lessons learned from the COL, ESP and DC reviews, to document and provide guidance
related to resolution of emerging issues, and to provide updated guidance based on
significant revisions to documents referenced in NUREG-0800. Approved ISGs can be
useful to both applicants and staff, in facilitating expedited resolution of emerging
licensing issues.

The SRP is intended to be a comprehensive and integrated document that provides the
reviewer with guidance that describes methods or approaches which the staff has found
acceptable for meeting U.S. Nuclear Regulatory Commission (NRC) requirements.
Implementation of the criteria and guidelines contained in the SRP for the review of
applications, including COL, ESP and DC applications, provides assurance that a given
design, site, or license will comply with NRC regulations and provide adequate protection
of the public health and safety. The SRP is also intended to make information regarding
regulatory matters widely available, to enhance communication with interested members
of the public and the nuclear power industry; and, to improve the public’'s understanding
of the staff review process. The SRP is not a substitute for the NRC's regulations, and
compliance with it is not required. However, an applicant is required to identify
differences between the design features, analytical techniques, and procedural
measures proposed for its facility and the SRP acceptance criteria, and evaluate how the
proposed alternatives to the SRP acceptance criteria provide an acceptable method of
complying with the NRC regulations. Likewise, regulatory guides (RGs) and other NRC
guidance documents are developed to support licensing reviews and to inform applicants
of acceptable approaches to resolve technical and licensing issues. As an example,

RG 1.206, “Combined License Applications for Nuclear Power Plants,” provides format
and content guidance for preparing COL applications.

GENERAL REQUIREMENTS

The objective of this office instruction (Ol) is to provide basic guidance to the staff about
how NRO develops and issues ISGs. This instruction ensures that proposed ISGs that
cover new or emerging staff guidance are properly evaluated, documented, and
implemented. Additionally, this instruction establishes the responsibilities and authorities
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for the staff in identifying needed changes to NUREG-0800 and other guidance
documents using the ISG process. The goals of this instruction include the following:

a.

Provide timely guidance, continually evaluated and updated to facilitate staff
reviews and capture staff positions and review practices.

Promote openness in the new reactor application review process by making
guidance to staff reviewers available to stakeholders.

Implement a documented and controlled review process for proposed guidance
so as to support effective and efficient reviews.

3. SPECIFIC REQUIREMENTS

3.1

3.2

Objective

NUREG-0800 and other guidance documents have been developed to enhance the
ESP, COL and DC applications review process. It is expected that, during reviews
of COL, ESP and DC applications, guidance to staff reviewers and applicants may
need to be modified to capture new insights or address emergent issues. In using
NUREG-0800 or its references, the staff, industry, or other stakeholders may
discover guidance that is unclear, incorrect, or incomplete, or may find that new
guidance is warranted. This process serves to expeditiously address specific areas
in guidance documents that need to be revised and to serve as a bridge until the
documents can be revised. Branches with SRP section review responsibility should
not expand the criteria of any specific SRP section without management approval.
The staff should be particularly sensitive to actions it initiates that may constitute a
departure from a previous position.

ISG Process

Comments proposing new or revised guidance may be provided to the ISG
coordinator via e-mail, if the revisions are minor or administrative in nature; with a
copy to the branch chief of the technical branch originating the change. If the
revisions are substantial, or constitute new or different staff positions relative to the
staff guidance previously issued, they must be transmitted by a memorandum with
the division director’s concurrence. Alternatively, technical branches may work with
the Rulemaking and Guidance Development Branch (NRGA) of the Division of New
Reactor Licensing (DNRL) in the Office of New Reactors (NRO), to prepare the ISG
and related Federal Register Notice (FRN), and provide concurrence on the final
package. Figure 1 shows the process for initiating and implementing an ISG.

The ISG coordinator will document the comments. If the comments are
administrative or minor as described above, revision of the SRP guidance may be
included in the next revision to the applicable SRP section update (biennial), as
appropriate. The same is true for revising other documents. However, if the staff
determines that development of an ISG is warranted, it will issue the proposed ISG
requesting public comments (usually providing a 30-day comment period). Once
documented as a proposed ISG, the issue will be controlled by this process to
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3.3

3.4

ensure timely resolution. When a draft ISG is prepared for comment, it will be
conveyed to interested stakeholders via issuance of a notice in the Federal
Register (FR) and simultaneously placed on the NRC Web site
(http://www.nrc.gov/reading-rm/doc-collections/isg/). The public may comment on
the published ISG at the link provided on the NRC Web page under ISG, or send
written comments to NRC as directed in the FRN. Comments will be processed by
the staff for a final resolution. Following its review and resolution of public
comments, the NRC staff will post the final ISG on the NRC Web site and publish
another notice in the FR as to availability of the final guidance.

ISG Format

The staff should develop and post the ISG in a prescribed format to include the
following headings:

ISG Title

Background

Issue Discussion

Issuance Status: Proposed/Revision/Final
Rationale

Staff Guidance or Position: Proposed/Revision/Final
Final Resolution Method (e.g., update SRP or guidance documents as
appropriate)

8. Congressional Review Act

9. Applicability

10. Backfit Determination

11. References

NoOORWN =

Resolution of Public Comments

Processing the comments received on the proposed ISG is a critical step in
ensuring that the ISG is completed in a timely and effective manner. The staff may
conduct optional public meetings to help develop ISGs and to solicit and resolve
public comments. The technical lead/staff will make an estimate of the resources
needed for the review, and the schedule for resolution. There is no intent to create
a burdensome ISG planning process and the evaluation plan should be concise.

Under the Congressional Review Act of 1996 (CRA or the Act), most ISGs will be
considered “rules” subject to the CRA, and the staff should confirm this
categorization with the Office of the General Counsel. Although it is unlikely that
any ISG would result in an economic impact sufficient to make it a “maijor rule”
under the Act, the staff must briefly assess the impact of the guide and forward its
assessment to the Office of Administration (ADM), Rules, Announcements, and
Directives Branch, which will verify this determination with the Office of
Management and Budget.

In addition, the CRA mandates review of all final “rules” by both houses of
Congress and General Accounting Office (GAQO). Therefore, the staff must prepare
a simple submission package (which goes through the Office of Congressional
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3.5

3.6

Affairs) for Congress and GAO. The CRA submission form can be found at:
http://www.gao.gov/decisions/majrule/fedrule2.pdf. The staff should attach a copy
of the final ISG to the submission form for each the House of Congress and GAO.
This action is required only in situations where the staff identifies any impact to or
need for rule making. These cases will be handled by ADM.

For more information, see Chapter 4 of NUREG/BR-0053, “NRC Regulations
Handbook,” Rev. 6, which briefly describes the procedural requirements of the
CRA. ADM guidance describes NRC'’s internal process in further detail at:
http://www.internal.nrc.gov/ADM/DAS/cag/RMO01/researching/sbrefa.html

Final ISG Issuance

The ISG coordinator will issue the final ISG for adoption by the NRC staff and
applicants. The ISG, at this point, becomes an official agency position for that issue
and will remain in effect until the guidance is formally incorporated into regulatory
guidance through a revision to the SRP, RG, or other NRC document.

Implementation

An applicant may choose to follow an ISG prior to its approval. However, the
applicant should recognize that differences between the proposed ISG and the
approved ISG may need to be addressed. The ISGs may have schedule
implications for current and future COL or DC applicants. Therefore, the structured
approach described in this instruction should be followed. During the course of an
ESP, COL or DC application review, the staff may discover an issue that expands
the scope being addressed under the regulatory guidance documents. The staff
should use caution in asking an applicant to address the new issue through a
request for additional information until an approved ISG has been issued.

4, ROLES AND RESPONSIBILITIES

The process is administered and controlled by NRO/DNRL/NRGA. The primary contact
for this Ol will serve as the ISG Coordinator for the ISG process within NRO. The ISG
coordinator is responsible for publishing the FRNs and ISGs, both in ADAMS and on the
NRC external Web page indicated above.

4.1

4.2

NRO Review

Technical branches evaluate the technical aspects of the proposed ESP, COL, DC,
and ISG and provide written technical positions to NRO/DNRL/NRGA on the
subject of the proposed ISG (including technical evaluations for compliance I1SGs).
The Division Director of the primary technical review branch signs out the final
guidance.

Office of Nuclear Reactor Requlation (NRR) Review

The technical staff that originates the ISG (or the primary branch in NRO that
originates the interim guidance) is encouraged to communicate and coordinate its
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4.3

4.4

4.5

4.6

activities with the corresponding technical branch in NRR. Early interactions are
the most effective way to coordinate activities and reach a consensus view on
possible changes. NRO/DNRL/NRGA will, if appropriate, seek NRR concurrence
on an ISG unless NRR concurrence was obtained by the NRO primary review
branch during the development of the revision.

Office of the General Counsel (OGC) Review

Review and concurrence (statement of no legal objection) by OGC is required on all
ISGs before issuance for public comment and before issuance in final form.
NRO/DNRL/NRGA coordinates the review of the staff guidance with OGC.

Advisory Committee on Reactor Safequards (ACRS) Review

NRO/DNRL/NRGA will forward the proposed staff guidance to the ACRS via a
memorandum when it is issued for public comment. A similar memorandum will be
used to forward to the ACRS the final issuance of an ISG following disposition of
public comments and the incorporation of editorial/administrative changes. ACRS
staff may request additional interactions with the staff regarding changes (proposed
or final) to determine if a subject is added to its agenda or to better understand the
guidance documents. NRO/DNRL/NRGA will, as necessary, coordinate
interactions between the NRO staff and ACRS regarding the maintenance and
updating of SRP sections.

Committee to Review Generic Requirements (CRGR) Review

NRO/DNRL/NRGA will forward the proposed staff guidance to the CRGR via a
memorandum when it is issued for public comment. It will use a similar
memorandum to forward the final guidance to the CRGR following disposition of
public comments and incorporating these into the final guidance, highlighting any
backfit concerns raised by the stakeholder. CRGR staff may request additional
interactions with the staff regarding changes (proposed or final) to determine
whether a subject will be added to its agenda or to better understand the guidance
documents. NRO/DNRL/NRGA will, as necessary, coordinate interactions between
the NRO staff and CRGR regarding the maintenance and updating of SRP
sections.

Resolving Public Comment

The branch with primary review responsibility for an ISG considers and addresses
public comments typically within 60 days of receipt depending on the nature of the
comments. Once public comments have been addressed for the staff guidance,
the entire package will be distributed for final review and concurrence.
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NRO-REG-301 - Change History

Includes minor editorial revisions (i.e.,
ESP). Added notation for Congressional
Act Review requirement (see Section 3.4)

Date Description of Changes Method Used Training
to Announce
& Distribute
11/06/2008 | This initial issuance of NRO-REG-301, Posting on NRO NONE
“Process for Issuance of Interim Staff website
Guidance for New Reactors Office (NRO)”
is to define the process and
responsibilities by which the NRO staff
can issue ISGs for the new reactor
licensing office.
09/29/2010 | ISG process flow (Figure 1) added; Posting on NRO NONE

website
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Interim Staff Guidance Process

Flow

Administratively
Fesvize SRP, Mo
Concurrence
required

Stak eholdenStafft
ldertifies need far
1S

Change
Editorial in
Mature

Staff Prepares
Proposed 1SG)
Federal Register
Motice (15 davys)

Conduct Public
Forum (135 days)

Receive

|

Transmittal Letter
to ACRSICRGR

v P adential Back
Concems '’y

> Stakeholders
Camments (30-
days)

Ewgax GRGR

Ay Potertial " St DebriT the
Comm Hes ¢

Mo Committee
Interest, End

Drisposition Staff Prepares
Commerts (7 [Ju— Final 156 FRN
days) (15 days)

*_l

Tranzmittal Letter
to ACRSIZRGR

V]

take & determination if revisionto
FP necessary (within 2 years of Final
155

Goto
Ol -MR O-REG-300

’ Complete

Figure 1




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


